MIHICTEPCTBO OXOPOHM 3/I0POB’AI YKPAIHU

HAKA3

Kuis

14 xoBTHA 2026 pOKY Ne 1583

IIpo Aep>xaBHY peecTpariilo (mepepeecTpaniio) JiKapCbKHX 3aco0iB (MeJUYHHX
iMyHOOio/ToriuHMX npenapariB) Ta BHeCeHHsI 3MiH /I0 peecTpaljiiHUX MaTepiasiiB

BignosiaHo fo crarti 9 3akoHy Ykpainu «IIpo jsiikapcebKi 3acobu», MyHKTIB 3,
26, 30, 49 Tlopsiaky mepskaBHOI peecTpariii (repepeecTpaiiii) aiKapcbKuX 3acobiB,
3aTBep/pKeHoro roctaHoBoro Kabinety MinicTpiB Ykpainu Bif 26 TpaBHs 2005 poKy
Ne 376 (B pemakiiii octaHoBu KabiHety MiHicTpiB Ykpainu Big 26 kBitHs 2024
poky Ne 529), aG3aily ABafLATh I’STOr0 MiANyHKTY 12 TyHKTY 4 IToM0KeHHS Tpo
MiHicTepcTBO OXOpPOHM 37I0pOB’ST YKpaiHu, 3aTBeppKeHoro rnocrtaHoBoro KabiHery
MinictpiB Ykpaiau Big 25 Gepesnst 2015 poxy Ne 267 (B pejakiiii IOCTaHOBH
Kabinery MinictpiB Ykpainu Big 24 ciuas 2020 poky Ne 90), Ha migcTaBi
pe3y/IbTaTiB eKCIepTU3 peecTpalfifHuX MaTepiasiB JiKapchbKUX 3aco0iB (MeAUYHUX
iMmyHOOio/lOTiuHMX ~ TIperapariB), 10 TIOflaHi Ha [Iep’KaBHY  peecTpariifo
(mepepeecTpallito) Ta BHECEHHs 3MiH /0 peeCTpalliiHUX MaTepiasiB, MpPOBeeHUX
Jlep>KaBHUM  TiIMPUEMCTBOM  «Jlep>KaBHUM eKClepTHUM LieHTp MiHicTepcTBa
OXOPOHHU 3/I0pOB’Sl YKpaiHW», BHCHOBKIB 1110710 eheKTUBHOCTi, Oe3reyHoCTi Ta
AKOCTI, WJOA0 eKCIIepTHOI OLIHKMU CITiBBIJHOLIEHHS! KOPUCTL/PU3MK JIIKAPCbKOrO
3aco0y, 1110 TIPOTIOHYETBHCS [0 Jep)KaBHOI peecTtpaillii (mepepeecTpailii), 070
BHECEHHsI 3MiH /10 PeecTpalliiHUX MaTrepialiB Ta peKOMeHZAIlil JiKapCchbKoro 3acoby
[0 Jep>kKaBHOI peectpailii (repepeectpailii) abo BHeCEHHSI 3MiH [0 peeCcTparliiHuX
MarepiasiB, 10 HaAiMIUIM A0 MiHicTepcTBa OXOPOHM 3/10POB’S YKpaiHM JIMCTOM
Jlep>KaBHOTO TMiANPUEMCTBA «/lep>KaBHUM eKCIepTHUM 1leHTp MiHicTepcTBa 0XOpOHU
310poB’a YKpainu» Bif 08 »koBTHS 2026 poky Ne 4318/22.2-26,

HAKA3Y1O:

1. 3apeectpyBaTH JiKapchKi 3acobu (MequuHi iMyHOOio/IOTiUHI MpernapaTH) Ta
BHECTH /10 [lep>KaBHOT'O peeCTpy JiKapCbKUX 3aco0iB 3rifiHO 3 AoAaTKOM 1.

2. ITepepeecTpyBatu JiKapchki 3acobu (MeauuHi iMyHObio/OTiuHi TIperiapaTy)
Ta BHECTH 710 [lep>KaBHOT'0 peeCTpy JiKapChbKHUX 3ac00iB 3TiJHO 3 ZI0/JaTKOM 2.



3. BHecTu 3miHM [0 peecTpaljiifHUX MartepiaiiB Ha JiiKapCbKi 3acobu (MeauuHi
iMyHobiosoriuni mpemnapat) Ta /lep>kaBHOTO peecTpy JiKapChbKUX 3ac00iB 3TigHO 3
JI01IaTKOM 3.

4. BigMoBUTH y [ep)kaBHili peecTpallii/mepepeecTpaliii TiKapchbKUX 3aco0iB
(MeguuHMX iMyHOOiO/IOTIYHMX TMperapariB) Ta BHeCEHHi 3MiH [0 peecTpaLiiHuX
MarepiamiB Ta /lep>kaBHOTO PeeCTpPY JiiKapCbKHX 3ac0biB 3rifiHO 3 J0AaTKOM 4.

5. ®apmatieBTuHoMy yripaBiiHHIO (OsekcaHgpy ['pilieHKy) 3abe3mneunT
OTIPU/TFOJJHEHHST 1[bOT0 Haka3dy Ha odilifiHoMy BeOcaiiTi MiHicTepcTBa 0XOpOHU
30pOB’d YKpaiHu.

6. KOHTpOJIb 32 BUKOHAaHHAM 1[bOI'0 HaKa3y IOK/IaCTH Ha 3acTyInHuka MiHicTpa

€sreHisa ['oHuapa.

MiHuicTp BikTop JISAIIIKO



ITEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEIVNYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCATBCHA JO AEP)KABHOI'O PEECTPY JIIKAPCBKHUX 3ACOBIB

Hoparoxk 1

/0 Haka3zy MiHicTepcTBa 0X0poHH
30poB’st Ykpainu «IIpo gepxaBHY
peecTpauiio (mepepeecTpanii) JiKapCbKUX
3aco0iB (MegAHYHHUX IMyHOOi0/TOriUHHX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniiiHuX MaTepiatiB»

Big_14 xoBTHs 2026 poKy Ne 1583

Ne Hassa MixxHapoo Hassa Koo Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n | nikapcbkoe2 Ha diroyoi ATX (nikapcbka popma, 3asiBHUKa BUPOGHUKa npoyedypa BionycKy aHHs peecmpayjitiHo
0 3acoby HernameH | pe4yoBUHU ynakoska) 20
mosaHa nocsio4eHHs1
Hassa*
1. | AMBPOKC ambroxol ambpokco - KpucTaniyHmi MpAT YkpaiHa WInnA IHais peecTpauist Ha 5 pokiB. - He UA/21481/01/01
ony ny NOpPOLLIOK "papmaue PAPMA nionsieae
rgPoxno rigpoxnop (cybeTaHLis) y BTUYHA NANGCANEH eCTD Bepcist MKA
PUA ma, NoABINHMX ipma CI3 NIMITEL 0000.
nosieTuIeHoBMX "fNapHuus"
naketax gns
chapmaLeBTUYHOro
3acTocyBaHHs
2. | METOTPEK | methotrex | meToTpekc - KpucTanivyHni AT YKpaina depmioH O diHnAHgIA PeecTpauis Ha 5 - He UA/21478/01/01
CAT ate at NOpPOLLOK "®apmak” pOKiB. niosnsieae
ANHATPIIO AvHaTpilo (cybeTaHuis) y eCTD Bepcis MKA
nonieTMNeHoBuUxX 0001.
nakeTtax gns
hapmaueBTUYHOro
3aCTOCyBaHHSA
3. | MACKA/lIb Olmesarta | amnoguniH | C0O9D TabneTku, BKPUTI Akkopa HigepnaHan | signosigasibHu Monbwa/ peecTpauis Ha 5 pokis 3a He UA/21479/01/01
AMIO n y 6ecunar, | B02 NNiBKOBOIO Xenckea i 3a BUNYCK IHais/ peyenmom nionsieae
medoxomil | onvecapt 060/10HKO0 No 20 B.B. cepii: ManbTa Pestome MYP Bepcis
and aHy mr/5 mr, no 10 Akkopa 4.0 popaeTbes.
amlodipine | megokcomi TabneTok, BKPUTMX Xenckea MepiognyHiCTb
n NMiBKOBOO Moncka Cn. 3 nofaHHA perynspHo
060/10HKOI0 Y 0.0. Cknag OHOB/IIOBAHOTO 3BITY 3
6nictepi; no 9 IMnopTepa, 6e3neku, BigNoBigHO
6nicTepiB y nauui MonbLya; o Mopsaky
BUPOBHULTBO 3[iACHEeHHSA
nikapcbKoro hapmakoHarnsagy,
3acoby, 3aTBEPAKEHOIO
nepBuHHe Ta HakasoM MiHicTepcTBa
BTOPUHHE OXOPOHW 3[,0POB’A
nakyBaHHsA: YKkpainu Big 27 rpygHs
IHTac 2006 poky Ne 898,




Ne Hassa MixHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayiliHa Ymosu Peknavys Homep
n/n | siKkapcbKoe Ha ditoyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo
0 3aco6y HernameH | pe4yosUHU ynakoska) 20
mosaHa nocsio4YeHHs1
Hassa*
dapmacbloTika 3apeEcTPoBaHOro B
nc Nimitea, MiHicTepcTBi tocTuii
IHAis; Ykpainum 29 ciuns 2007
KOHTPONb poky 3a Ne 73/13340
AKOCTI: (y pegakuii Hakasy
dapmasokc MiHicTepcTBa OXOpPOHU
Xenckea 370pOB'a YKpaiHu Big,
Nimites, 26 BepecHs 2016 poky
ManbTta Ne 996), cTaHOBUTb:
3rifHO 3i cTpokamu,
3a3HaveHMn y
nepiognyHocCTi
nofaHHA perynsapHux
3BITiB 3 6e3neku.
4. | MACKA/Ib Olmesarta | amnoguniH | C09D TabneTku, BKPUTI Akkopa Higepnavan | BignosigasibHu Monbwa/ peecTpauist Ha 5 pokis 3a He UA/21479/01/02
AMIO n y 6ecunat, | B02 NNiBKOBOIO Xenckea 1 3a BMNYCK IHgis/ peyenmom nidnsieae
medoxomil | onmecapT 060/10HKOI0 No 40 B.B. cepii: ManbTa Pestome MYP Bepcis
and aHy mr/10 mr no 10 Akkopa 4.0 pofaeTbes.
amlodipine | megokcomi TabneTok, BKPUTMX Xernckea MepiognyHiCTb
n NMiBKOBOO Moncka Cn. 3 nofAaHHA perynspHo
060/10HKO Y 0.0. Cknag OHOBJ/IOBAHOrO 3BITY 3
6nictepi; no 9 ImnopTepa, 6e3neku, BigNoBigHO
6nictepiB y nauui MonbLya; o Mopsaaky
3[iACHEHHS
BMPOGHMLTBO thapmakoHarnsgy,
NikapcbKoro 3aTBEPAKEHOrO
3acoby, Haka3zoMm MiHicTepcTBa
nepBrHHe Ta OXOPOHW 3[0POB’A
BTOPUHHE YKpainu Bif 27 rpygHs
nakyBaHHs: 2006 poky Ne 898,
IHTac 3apeecTpoBaHoro B
dapmacbloTika MiHicTepcTBi tocTuii
nc Nimitea, Ykpainu 29 ciuns 2007
IHAis; poky 3a Ne 73/13340
KOHTpO/b (y pepakujii Hakasy
AKOCTI: MiHicTepcTBa OXOpPOHU
Papmagokc 300pOB'A YKpaiHu Big,
Xenckea 26 BepecHs 2016 poky
Nimites, Ne 996), cTaHOBUTb:
ManbTa 3rigHo 3i cTpokamu,
3a3HaveHumn y
nepiognyHocCTi
nofaHHsA perynsapHux
3BITiB 3 6e3neku.
5. | CUTAMAINT | Sitagliptin cuTarnintu - KpucTaniyHmii AT YkpaiHa PyaiieH Xek KuTaii peecTpauist Ha 5 pokis - He UA/21480/01/01
NHY HY MOPOLLIOK "KNIBCBK ®apm Ko., MpoekT MK4, Bepcist nidnsizae




Ne Hassa MixHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayiliHa Ymosu Peknavys Homep
n/n | siKkapcbKoe Ha ditoyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo
0 3acoby HermameH | pe4yoBUHU ynakoska) 20
mosaHa nocsio4YeHHs1
Ha3zsa*
DOCDATY dhocdpat (cybeTaHuis) y nn nra. nokymeHTy 0001
MOHOrIarP NoABINHMX BITAMIHH
AT nosieTuIeHoBMX 717
nakeTtax gnsa 3ABO4"
chapmau,eBTUYHOro
3acToCyBaHHsi
* gionosioHo Ao iHghopmauii ogpiyitiHozo catimy Ljenmpy BOO3 o cnisnpayi 8 Memodosioeii cmamucmuyHux docnioxers (https://www.whocc.no/atc_ddd_index/)
HauanbHuK
®apmMaleBTUYHOI'0 YIIpaB/IIHHA Onekcanpap I'PIHEHKO



https://www.whocc.no/atc_ddd_index/

ITEPEJIIK
ITEPEPEECTPOBAHUX JIIKAPCBKHX 3ACOBIB (MEJNYHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), AKI
BHOCSATBHCS 10 AEPXKABHOI'O PEECTPY JIIKAPCHKHMX 3ACOBIB YKPAIHU

JopaTok 2

/o Haka3zy MiHicTepcTBa 0X0poHHU

380poB’st Ykpainu «IIpo gepxaBHY

peecTparniro (mepepeecrpariir) JiKapcbKHX
3aco0iB (MeguUHUX iMyHOGi0/TOriUHHX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniifHuX MaTepiatiB»

Big_14 xoBTHs 2026 poxky Ne 1583

Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka gpopma, 3asaB8HUK BUPOGH Bionycky aHHsl peecmpayiliHo
3acoby HenameH | pe4yosu ynakoska) a uka 20
mosaHa HU nocsio4YeHHs
Hassa*
1. | BEH3ANKOHI | benzalkoni | ankin6e - nopoLuok abo TOBAPUCT | YkpaiHa IOHINNAB IHais MepepeecTpauia Ha - He UA/19186/01/01
O X/10PUA, um H3UIAUM XenenoaioHi BO 3 KEMIKAN3 EHA, HeobMeXeHWin TepMiH. nidnsieae
eTunamo hparmeHTu OBMEXEH ®APMACBIOTIKA
Hito (cybcTaHuis) B oo N3 NBT. NTA.
xnopuau noslieTUIEHOBMX BIAMOBIOA
(6e3Bop, naketax gns NBHICTHO
Ha hapmaueBTUYHOro «KOPIMOPA
peyvoBuH 3aCToCyBaHHA LA
a) «3[00POB'A
»
2. | BITECT-KB dienogest nieHorec | GO3D Tabnetkn no 2 mr, AT Ykpaina KOHTpONb cepii Ta | YkpaiHa/ MepepeecTpauin Ha 3a He UA/19230/01/01
T BO8 no 28 TabneTok y "KNIBCbKN BMNYCK cepil: Icnanis HEeoOMeXeHW TEPMIH. peyenmom | midssi2ae
MIKpOHI3 6nictepi; no 1 i AT "KUIBCbKUIA OHoBnEeHo iHhopMmaLjo y
oBaHuit 6nictepy B nayui BITAMIHHWN BITAMIHHUIA HaCTynHWX po3ginax
" 3ABOA" 3ABOA", IHCTPYKLi A5 MeguyHoro
YKpaiHa,; 3aCTOCYBaHHS NiKapCbKoro
BUPOBHULTBO 3aco6y "Ckiag"(yToOUHEHHs
Hepo3dacoBaHol iHchopmawyii),
NpPOoAyKLUii, "®apmakoTepanesTnyHa
nepBuHHa Ta rpyna"(yToYHeHHs
BTOPVHHA iHchopmawyii),
yrakoBKa, "®apmakonoriyHi
KOHTpO/b cepii Ta BnactusocTi", "Oco6mnBoCTI
BMNYCK cepil: 3actocysaHHs", "diTn",
Cingea ®apwma, "Mo6iyHi peakuii” BiANOBIAHO
C.J1., IcnaHis [0 pedhepeHTHOro

nikapcbKoro 3acoby BisaH,
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n/n

Hassa
JliKapcbKo20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyor
pedosu
HU

Koo
ATX

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo
20
nocsioYyeHHs1

TabneTkn, a TakoxX y po3gini
"Mo6iuHi peakyji" wWoao
3BiTYyBaHHSA NPo NoGiyHi

peakuii.

Pestome nnaHy ynpasniHHA
pusmkamm Bepcisa 1.3
[ofaeTbes.
MepiognyHicTb NogaHHA
perynsipHo OHOB/IOBAHOIO
3BITY 3 6e3neku, BignoBigHO
0o Mopagky 34iCHeHHS
chapmakoHarnsgy,
3aTBEPIKEHUNI HaKa3oM
MO3 Ykpainu Big
27.12.2006 Ne 898 (3i
3MiHamu), CTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3Ha4eHnMmn y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

E3O0OMNPOTEK
T

esomepra
zole

esomenp
ason
HaTpito

A02B
C05

niocpinizat ana
PO3UnHY A5 iH'EKLA
Ta iHdysili no 40 wr,
no 1 cpnakoHy B
KapTOHHI/ Kopoo6Li

MicTpan
Kenitan
MeHepXmeH
T NimiTeq,

AHrnisA

BEM Inay CaH. Be

Tik. A.C.

Typeuun
Ha

MepepeecTpalis Ha
HeoOMeXeHW TEPMIH.
OHoB/eHo iHdhopMaLiio B
IHCTPYKLii Ana MeguyHoro
3acToCyBaHHSA y po3ginax
"Cknag" (pefaxuiiHi
npasku), "Oco6/IMBOCTI
3acTocyBaHHs" BiANOBIAHO
[0 iHdhopmauii
pedrepeHTHOro NiKapcbKoro
3acoby (NEXIUM IV 40 mg
powder for solution for
infusion/injection
AstraZeneca UK Limited,
HimeuunHa), a Takox y
po3aini "Mo6iyHi peakwuji”
[opaaHo iHhopmauio LWoao
3BITYBaHHS Npo MobGiyHi
peakuii nikapcbkoro 3acoby.

Pestome nnaHy ynpas/iHHA
pusmkamm Bepcia 1.1
[0Aa€ETbCA.
MepiognyHicTb NogaHHsA
perynsipHoO OHOB/IHOBaHOT0
3BiTY 3 6€3neku, BignoBigHO

3a
peyenmom

He
nidnsieae

UA/19210/01/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka gpopma, 3asaB8HUK BUPOGH Bionycky aHHsl peecmpayiliHo
3acoby HenameH | pe4yosu ynakoska) a uka 20
mosaHa HU nocsioYyeHHs1
Hassa*
[0 MNopaaky 3aiiCHEHHS:
dhapmakoHarnsgy,
3aTBEPAKEHOrO HakasoMm
MiHicTepcTBa OXOPOHU
340pOB’sA YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898,
3apPeeCcTPoBaHOro B
MiHicTepcTBi tocTuLi
Ykpainu 29 ciuHs 2007 poky
3a Ne 73/13340 (3i 3miHamu),
CTaHOBWTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHMK y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6esneku.
4. | IBYNPO®EH- | ibuprofen ibynpodd | MO1A | kancynu m'ski no TOBAPUCT | Ykpaina BCi cTagii YkpaiHa MepepeecTpauis Ha 6e3 rionsieae UA/19233/01/02
340POB'A eH EO1 400 wmr, no 10 BO 3 BMPOGHMLITBA, HEobMeXeHW TEPMIH. peyenma
YNbTPAKAN Kancyn y énictepi; OBMEXEH BUMYCK cepil: OHOB/IEHO iH(hopmaLilo B
no 2 6nictepu y (0];0) TOBAPUCTBO 3 IHCTPYKLi A5 MmeguyHoro
KOpOO6Lii 3 KapTOHY BIAMOBIOA OBMEXXEHOHO 3aCTOCYBaHHS NiKapCbKoro
NBHICTHO BIANOBIAANBHI 3acoby B po3ginax "Mo6iuHi
«KOPIOPA CTIO peakuii" BignoBsigHo Ao
LA «KOPIOPAUIA iHchopmawii pedhepeHTHOro
«30POB'A «300POB'A», nikapcbKoro 3acoby
» YKpaiHa,; (Advil®Ultra, kancynu m'aki

KOHTPO/b AKOCTI:
ToBapucTBO 3
0bMexeHot
BifjNOBigabHICTIO
"®APMEKC
rePymn",
YKpaiHa,;
KOHTPO/1b AIKOCTI,
BMNYCK cepil:
TOBAPUCTBO 3
OBMEXXEHOIO
BIAMOBIOANBHI
CTHO
«KOPIMOPALIA
«300POB’'A»,
YkpaiHa

no 200 mr, Advil®Ultra Forte,
Kancynm m'ski no 400 mr,
GlaxoSmithKline-Consumer
Kft., YropwuHa (paHiwe -
Pfizer Corporation Austria
GmbH, ABcTpis)), a Takox
[opaHo iHhopMmalito Ao
po3ainy "Mo6iyHi peakujii"
LLLOA0 BaXKIMBOCTI
3BITYBaHHS Npo MobGiyHi
peaxuii.

Pestome nnaHy ynpasiHHA
pu3nkamm Bepcis 1.1
[oAaeTbCA.
MepiognyHiCTb NOgaHHSA
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6e3neku, BiAnoBigHO
0o MNopsaaky 34iCHEHHs
dhapmakoHarnsagy,
3aTBEPKEHNI HAaKa3oM
MO3 Ykpainu Big
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka gpopma, 3asaB8HUK BUPOGH Bionycky aHHsl peecmpayiliHo
3acoby HenameH | pe4yosu ynakoska) a uka 20
mosaHa HU nocsioYyeHHs1
Hassa*
27.12.2006 Ne 898 (3i
3MiHamMu), CTaHOBUTb: 3rigHO
3i cTpOKamu, 3a3HaveHUMn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6esneku.
5. | IBYNMPO®EH- | ibuprofen ibynpodp | MO1A | kancynu m'ski no TOBAPUCT | YkpaiHa BCi cTagii YkpaiHa MepepeecTpauis Ha 6e3 nionsizae UA/19233/01/01
340POB'A eH EO1 200 wr, no 10 BO 3 BMPO6GHMLITBA, HEeobMeXeHW TEPMIH. peyenma
YNbTPAKAN Kancyn y énictepi; OBMEXEH BUMYCK cepil: OHOB/IEHO iH(hopmaLLito B
no 2 6nictepu y (0];0) TOBAPUCTBO 3 IHCTPYKLi A5 MeguyHoro
KOpOO6Lii 3 KapTOHY BIAMOBIOA OBMEXXEHOHO 3aCTOCYBaHHSA NiKapCbKoro
NBHICTHO BIANOBIAANBHI 3acoby B po3ginax "Mo6iyHi
«KOPIOPA CTIO peakuii" BignoBsigHo Ao
LA «KOPIOPAUIA iHchopmawii pedhepeHTHOro
«30POB'A «340POB'A», nikapcbKoro 3acoby
» YKpaiHa,; (Advil®Ultra, kancynu m'aki
KOHTPO/Ib SKOCTI: no 200 mr, Advil®Ultra Forte,
ToBapucTBO 3 Kancynm m'ski no 400 mr,
0bMexeHot GlaxoSmithKline-Consumer
BiANOBIAA/TLHICTIO Kft., YropwuHa (paHiwe -
"®APMEKC Pfizer Corporation Austria
reyn-, GmbH, ABcTpist)), a Takox
YkpaiHa; [opaHo iHhopMmalito Ao
KOHTPO/Ib SIKOCTI, po3ainy "Mo6iyHi peakujii"
BMNYCK cepil: LLIOA0 Ba&XK/MBOCTI
TOBAPUCTBO 3 3BITYBaHHS Npo MobGiyHi
OBMEXXEHOIO peaxuii.
BIANOBIAANBHI Pestome nnaHy ynpasiHHA
CTHO pu3nkamm Bepcis 1.1
«KOPIMOPAUJIA [0[AETHCS.
«300POB’'A», MepiognyHicTb NogaHHA
YkpaiHa perynapHo OHOB/1OBaHOro
3BiTYy 3 6e3neku, BiANoBigHO
0o MNopsaaky 34iCHEHHs
dhapmakoHarnsagy,
3aTBEPKEHNI HAaKa3oM
MO3 Ykpainu Big
27.12.2006 Ne 898 (3i
3MiHamu), CTaHOBUTb: 3rigHO
3i CTpoKamu, 3a3Ha4eHUMN y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.
6. | KCUIOMETA | xylometaz | Kcunome - NOpPOLLOK TOB YkpaiHa | PAPMALUEBTUYH | Monblua MepepeecTpauia Ha - He UA/19115/01/01
30/1IHY oline Tas3oniHy (cybeTaHuis) y "APTEPIYM 1 3ABO/, HeobMexeHuit TepMiH nionsieae
riAPOXNoPU rigpoxno noABiHMX argr NONb®APMA AT
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n/n

Hassa
JliKapcbKo20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyor
pedosu
HU

Koo
ATX

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo
20
nocsioYyeHHs1

pua

nosieTuIEeHoBMX
Milkax oas
thapmaueBTUYHOro
3aCTOCYBaHHsI

PO330P

Rosuvasta
tin and
acetylsalic
ylic acid

auetusnc
aniuuno
Ba
Kkucnota,
po3syBac
TaTuH

C10B
X05

Kancysu TBepai no
75 mr/5 mr, no 7
Kancyny énictepi;
no 4 6nictepu y
nauuj 3 KapToHy; No
28 kancyn y 6aHuj;
no 1 6aHuj y nauyui 3
KapToHY

TOB HB®
«MIKPOXIM

»

YKpaiHa

TOB HB®
«MIKPOXIM»
BiANOBIgaIbHNI 3a
BMPOBHULITBO Ta
KOHTPO/1b/BUNPOBY
BaHHs cepil, He
BK/THOHAI0UM
BUMYCK cepil;
BiANOBIgaIbHUI 3a
BUMYCK cepii, He
BK/THOHAI0UM
KOHTPO/b/BUNPOBY
BaHHS cepii

YkpaiHa

MepepeecTpauis Ha 5 pokiB.
OHoOB/IeHO iHhopMaLito y
posginax "Cknag"
(pepaxuiiiHi npaskw),
"papMakonorivHi
BnacTmsocTi", "B3aemogis 3
IHLLIMMKW NiKapCbKUMKN
3acobamu Ta iHWi BUAn
B3aemogiii", "OcobnnBocCTi
3actocyBaHHs", "Cnoci6
3acTocyBaHHs Ta no3n”,
"MepenosyBaHHA" IHCTPYKLT
4N MegnyHoro
3acTocyBaHHS LL0A0
6e3nekn 3acTocyBaHHs
nikapcbKkoro 3acoby.

Pestome nnaHy ynpasiHHA
pu3ukamm Bepcis SCRos-c-
2.0 popaeTbes.
MepiognyHICTb NOgaHHSA
perynsipHo OHOBJIIOBAHOTO
3BiTYy 3 6e3neku, BiAnoBigHO
0o MNopsaaky 34iCHEHHs
dhapmakoHarnsagy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa 0XOPOHYU
340pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apPeecTPoBaHOro B
MiHicTepcTBi tocTuLi
Ykpainum 29 ciuHs 2007 poky
3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa
OXOPOHW 340P0B'A YKpaiHn
Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamu, 3a3HavyeHnMmn y
nepioguYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3
6esneku.

3a
peyenmom

He
nionsieae

UA/19281/01/01

PO330P

Rosuvasta

aueTuic

C10B

Kancysnum TBepgi no

TOB HB®

Ykpaina

TOB HB®

YkpaiHa

MepepeecTpauis Ha 5 pokiB.

3a

He

UA/19281/01/02
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka gpopma, 3asaB8HUK BUPOGH Bionycky aHHsl peecmpayiliHo
3acoby HenameH | pe4yosu ynakoska) a uka 20
mosaHa HU nocsioYyeHHs1
Hassa*
tin and aniymno | X05 75 mr/10 wmr, no 7 «MIKPOXIM «MIKPOXIM» OHOB/EHO iHhopMaLito y peyenmom | nidasieae
acetylsalic | Ba Kancyn y énicrepi; » BiANOBIgaIbHUI 32 po3ginax "Ckniag”
ylic acid KucnoTa, no 4 6nictepu y BMPOBHULITBO Ta (pepaxuiliHi npasku),
po3yBac naJui 3 KapToHY; No KOHTPO/L/BUNPOGY "dapMakonorivHi
TaTuH 28 kancyn y 6aHuj; BaHHS cepii, He BnacTmsocTi", "B3aemogis 3
no 1 6aHuj y nayui 3 BK/IOHA0UM IHLWMMK NiKapCbKnmun
KapToHy BUNYCK cepil; 3acob6amu Ta iHLWi BUAN
BignoBigasibHWi 3a B3aemogiii", "OcobnnBocCTi
BUNYCK cepil, He 3acTocyBaHHs", "Cnoci6
BK/OHA0UM 3acToCyBaHHsA Ta fo3n",
KOHTPO/b/BUNPOGY "Mepeno3yBaHHA" IHCTPYKLIT
BaHHsA cepil ONna meguyHoro
3acTOCyBaHHA LWoA0
6e3nekn 3acTocyBaHHs
nikapcbKkoro 3acoby.
Pestome nnaHy ynpasniHHA
pusnkamm Bepcis SCRos-c-
2.0 popaeTbeA.
MepiognyHicTb NogaHHA
perynsipHo OHOBJIOBAHOIO
3BITY 3 6e3neku, BifgnoBigHO
0o Mopagky 34iCHeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHYU
370p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii
Ykpainm 29 ciuHs 2007 poky
3a Ne 73/13340 (y pegakui
Haka3y MiHicTepcTBa
OXOPOHW 3[J0POB'A YKpaiHu
Bif 26 BepecHsi 2016 poky
Ne 996), cTaHOBUTb: 3riHO
3i CTpoKamu, 3a3Ha4eHUMN y
nepiogMYHOCTI NoAaHHSA
perynspHux 3BiTiB 3
6e3neku.
9. | PO330P Rosuvasta | auetunc | C10B Kancysu TBepai no TOB HB® YkpaiHa TOB HB® YkpaiHa | [MepepeecTpauis Ha 5 pokiB. 3a He UA/19281/01/03
tin and aniymno | X05 75 mr/20 mr; no 7 «MIKPOXIM «MIKPOXIM» OHOB/EeHO iHhopMaLito y peyenmom | nidasi2ae
acetylsalic | Ba Kancyn y énictepi; » BignoBigasibHWI 3a posginax "Cknag"
ylic acid Kucnorta, no 4 6nictepu y BMPOBHULITBO Ta (pepaxuiiiHi npaBkw),
po3yBac naJui 3 KapToHy; No KOHTPO/1b/BUNPOBY "papMakonorivHi
TaTnH 28 kancyn y 6aHui; BaHHSA cepii, He BnacTmsocTi", "B3aemogis 3
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n/n

Hassa
JliKapcbKo20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyor
pedosu
HU

Koo
ATX

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo
20
nocsioYyeHHs1

no 1 6aHuji y nayui 3
KapToHYy

BK/THOHAI0UM
BMNYCK Cepil;
BiANoBigabHUIA 3a
BUMYCK cepii, He
BK/THOHAI0OUM
KOHTPO/L/BUNPOBY
BaHHA cepii

IHLLIMMKW NiKaPCbKUMKN
3aco6amu Ta iHWi BUan
B3aemogiit”, "OcobmMBoCTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta gosn",
"Mepeno3yBaHHA" IHCTPYKLT
NS Megn4Horo
3aCTOCyBaHHSA LLOAO
6e3nekn 3acTocyBaHHA
nikapcbKoro 3acoby.

Pestome nnaHy ynpasniHHA
pu3snkamm Bepcis SCRos-c-
2.0 popa€eTbCA.
MepiognyHICTb NOgaHHSA
perynspHo OHOB/IHOBAHOTO
3BITy 3 6e3neku, BignoBigHO
no MNopaaky 34iiCHEHH:
hapmakoHarnsagy,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHOro B
MinicTepcTBi tocTuLii
Ykpainu 29 ciyHs 2007 poky
3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 340P0B'A YKpaiHn
Bif, 26 BepecHsa 2016 poky
Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3Ha4eHnMmn y
nepioguyYHOCTi NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

10.

TIOHEKC

thiocolchic
oside

TIOKONXiK
o3ng

MO03B
X05

Tabnetku no 8 mr,
no 14 tTabneTtok y
6nictepi; no 1
6nictepy y
KapTOHHI/ Kopoo6Li

3AT
“®apmnira“

JInToBCb
Ka
Pecny6n
ika

BMPOOHULITBO 3a
NOBHUM LMK/IOM:
Biochapm /117, ,
MonbLya;

MiKpo6ionoriyHnii

KOHTPO/b: «[lMokasaHHsA» Ta «[iTn»
diTodhapm KneHka (yTOuHeHHs iHdopmauii)
C.A, Monblya; BigMNoBigHO A0
MosfMa6 Cn. 3 0.0., pedhepeHTHOro NikapcbKoro
Monbwa 3acoby Myckopun,

MonbLa

MepepeecTpalis Ha
HEobMeXeHW TEPMIH.
OHoB/eHo iHdhopMaLiio B
IHCTPYKUIT ANS MeANYHOro
3aCTOCYBaHHS NMikapCbKOro
3acoby B posginax

3a
peyenmom

He
nidnsieae

UA/19133/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyor
pedosu
HU

Koo
ATX

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo
20
nocsioYyeHHs1

Tabnetku. BHeceHo
YTOYHEHHS [0 PO3giny
«PapmakoTepaneBTN4Ha
rpyna. Kog ATX» 6e3 3MiHn
Kogy ATX. IHCTpyKL,0 Takox
[OMOBHEHO po3ginamu
«3asABHVK» Ta
«Micue3HaxomKeHHs
3asBHUKa».
Pestome nnaHy ynpas/iHHA
pu3nkamm Bepcia 1.1
Aofaetbes.
MepiognyHICTb NOgaHHSA
perynsipHo OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BigNoBigHO
[0 MNopaaky 3aiiCHEHHS:
dhapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa OXOPOHU
340pOB’sA YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898,
3apPeeECcTPoBaHOro B
MiHicTepcTBi tocTuLi
Ykpainu 29 ciuHs 2007 poky
3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 340P0B'A YKpaiHn
Bif, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO
3i CTpokamu, 3a3HavyeHnMmn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6esneku.

11.

DEBYMAKC

febuxostat

pebykco
cTat

MO4A
A03

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKO no 80
mr, no 14 TabneTok
y 6nicTepi; no 2
6nictepu B
KapTOHHI ynakosL,i

Makneozc
dapmacboT
nkasc
NimiTeq

IHais

Makneogc
dapmacboTUKanc
NimiTen

IHgis

MepepeecTpauia Ha
HeobMeXeHWn TepMiH.
OHOB/IEHO iH(hopmaLilo B
IHCTPYKLi A5 MeguyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby y posginax
"OcobnuBocCTi
3actocyBaHHs", "Cnoci6
3acTocyBaHHs Ta no3n”,
"Mo6iuHi peakuii™ BiANOBIAHO
[0 iHdhopmauii
pedhepeHTHOro NikapcbKoro

3a
peuyerimom

3acoby (AJEHYPIK® 80 mr,

He
nidnsieae

UA/19034/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyor
pedosu
HU

Koo
ATX

dopma sunycky

ynakoska)

(nikapcbka chopma,

3asBHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo
20
nocsioYyeHHs1

120 mr, TabneTkn, BKPUTI
MN/1iBKOBOK 0BGO/IOHKOID), &
TaKoX YTOYHEHO YMOBY
36epiraHHA NikapcbKoro
3aco6y B po3aini "YMoBu
36epiraHHA".
IHCTPYKUif ANS MeauyHOro
3aCTOCyBaHHS NiKapCbKOro
3aco6y (eCTD Bepisi 0009)
TeKCT MapKyBaHHS yNakoBKu
nikapcbkoro 3acoby (eCTD
Bepis 0008)

MnaH ynpasniHHA pusnkamu
Bepcisa 2.2 norogxeHa
(eCTD nocnifosHicTb Ne
0009).
MepiognyHICTb NOgaHHSA
perynspHo OHOB/IHOBAHOTO
3BITy 3 6e3neku, BigNoBigHO
fo MNopagky 34iiCHEHH:
hapmakoHarnsagy,
3aTBEpPKEHOro Hakasom
MiHicTepcTBa OXOpPOHU
370poB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciyHs 2007 poky
3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTea
OXOPOHW 340P0B'A YKpaiHn
Bif, 26 BepecHsa 2016 poky
Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3Ha4eHnMmn y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

12.

DEBYMAKC

febuxostat

hebykco
crar

MO4A
A03

TabneTtkn, BKpUTI
NNiBKOBOIO
o60noHkoto no 120
Mmr, no 14 TabneTok
y 6nicTepi; no 2
6nictepu B
KapTOHHIA ynakoBsLi

Makneoac
PapmacboT
nKasic
NimiTen

IHais

Makneoac
PapmacboTrKanc
NimiTen

IHAis

MepepeecTpalis Ha
HeobMeXeHWin TepMiH.
OHoB/eHo iHdhopMaLiio B
IHCTPYKLii Ana MeguyHoro
3aCTOCYBaHHS NMikapCbKOro
3acoby y posginax
"Oco6nmnBOCTI

3a
peyenmom

3acTocyBaHHs", "Cnoci6

He
nidnsieae

UA/19034/01/02
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka gpopma, 3asaB8HUK BUPOGH Bionycky aHHsl peecmpayiliHo
3acoby HerameH | pe4osu ynakoska) a uKa 20
mosaHa HU nocsioYyeHHs1
Hassa*
3acTocyBaHHs Ta no3n",

"Mo6iyHi peakuii™ BiANOBIAHO
o iHdopmauii
pedhepeHTHOrO /ikapCbKoro
3acoby (AJEHYPIK® 80 mr,
120 mr, TabneTku, BKPUTI
NAiBKOBOK 060/I0HKOI), a
TaKOX YTOYHEHO YMOBY
36epiraHHs NiKapcbkoro
3acoby B po3gini "YmoBu
36epiraHHs".
IHCTpYKUiA ANS MeanyHoro
3aCTOCYyBaHHS NMikapCbKoro
3acoby (eCTD Bepis 0009)
TeKCT MapKyBaHHS yNnakoBKu
nikapcbkoro 3acoby (eCTD
Bepis 0008)

MnaH ynpasniHHA pu3nkamn
Bepcis 2.2 norogxeHa
(eCTD nocnigoBHicTb Ne
0009).
MepiognyHicTb NogaHHA
perynsipHo OHOBJIOBAHOIO
3BITY 3 6e3neku, BignoBigHO
0o Mopagky 34iCHeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHYU

370p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii
Ykpainum 29 ciuHs 2007 poky
3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa
OXOPOHW 3[,0POB'A YKpaiHu
Bif 26 BepecHst 2016 poky
Ne 996), cTaHOBUTb: 3riHO
3i CTpoKamu, 3a3Ha4eHUMN y
nepiogMYHOCTI NoAaHHSA
perynspHux 3BiTiB 3

6e3neku.

* BionosidHo 0o iHghopmayii ogiyitiHozo calimy LieHmpy BOO3 rio criisnpayi 8 Memodosioaii cmamucmuyrux docnioxers (https://www.whocc.no/atc_ddd_index/)



https://www.whocc.no/atc_ddd_index/
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HauvanbHuK
dapMaineBTUYHOTr0 yIIPaB/JIiHHA Onekcanap I'PIHEHKO



IIEPEJIIK
JIIKAPCBKHMX 3ACOBIB (MEJNYHUNX IMYHOBIOJIOTTYHUX ITPEITAPATIB), IIOJ0O AKUX BYJ/IN BHECEHI
3MIHU 10 PEECTPAIIMHUNX MATEPIAJIIB, AKI BHOCATBCHA 4O JEPKABHOI'O PEECTPY JIIKAPCBbKHNX
3ACOBbIB

17

Hoparok 3
/0 Haka3zy MiHicTepcTBa 0X0poHH
30poB’st YKpainu «IIpo fepxaBHY

peecTpauiio (mepepeecTpanii) JiKapChbKUX
3aco0iB (MegUUHNX iMyHOGi0/TOriUHHX

npenapariB) Ta BHeCeHHs 3MiH /10

peecTpaniifHuX MaTepiatiB»

Big_14 xoBTHs 2026 poKy Ne 1583

Ne Ha3ssa MixHapod Ha3ssa Koo dopma BUNyCcKy 3asBHUK KpaiHa Bupo6HuUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka ¢hopma, 3asBHUK BUPOGH Bionycky MysaH | peecmpayitiHo
3acoby HenameH | pe4osu ynakoska) a uKa HsT** 20
mosaHa HU nocsioYeHHs
Hassa*
1. | ASUKNAP clarithrom knaputp | JO1FA | TabneTku, BKpUTI AHaHTa Benuka dnamiHro IHais BHECEHHS 3MiH [0 3a UA/1983/01/01
250 ycin OMIiLMH 09 nniBKOBOO Mepikeap BputaHi PapmacbloTUKanc peecTpauiiiHix maTepianis: peyenmom
060/10HKO0, No 250 nra. A nra. 3MiHu | TMNY - 3MiHK 3 AKOCTI.
Mr no 10 TabneTok y [oTOBMIA NikapcbKuii 3aci6.
6nicTepi; no 1 KOHTpOsb roToBOro NikapcbKoro
6nictepy B 3acoby (iHwi 3miHn) Mepeknag
KapTOHHI Kopo6Lyi MK#A J13 Ha yKpaiHCbKy MOBY
ONA NPUBEAEHHA Y BifNOBIAHICTb
i3 BUMOramm YMHHOI pepakui
Hakasy MOS3 Ykpaiuu Ne 426 Big
26.08.2005.
2. | ASBUKNAP clarithrom knaputp | JO1FA | Tabnetku, BKpuUTI AHaHTa Benvka dnamiHro IHAjs BHECEHHS 3MiH 0 3a UA/1984/01/01
500 ycin OMILMH 09 nniBKOBOKO Megikeap BpuTaHi $apmacbloTukanc peecTpauiiH1ux maTepianis: peuyenmom
060n0Hkot0, no 500 nra. a nra. 3MiHu | TURY - 3MiHK 3 SKOCTI.
Mr no 10 TabneTok y [oTOBMIA NiKapcbkuii 3acib.
6nicTepi; no 1 KOHTpO/1b rOTOBOro NikapcbKoro
6nictepy B 3acoby (iHwi 3miHn) Mepeknag
KapTOHHI KOpo6Lyi MKS$ /13 Ha yKpaiHCbKy MOBY
015 NpUBELIeHHSA Y BiANOBIAHICTb
i3 BUMOraMu Y/HHOI pefakuii
Haka3y MO3 Ykpainu Ne 426 Big,
26.08.2005.
3. | A3UTPO azithromyc | asutpom | JO1FA | mopoLlok Ans CaHpo3 CnoseHi CaHnpo3 C. P. /1. PymyHis BHECEHHS 3MiH 0 3a He UA/A764/02/02
CAHAO03® in iLUH y 10 opasibHOT cycneHsil, dapmacb A peecTpauiiHnux matepianis: peyenmom | nidnse
dhopmi 200 mr/5 mn: no 17,1 10TiKa13 3MiHu | TMNy - 3MiHK Woa0 ae
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
asnTpom I nopouuky ansa 20 Aa.o. 6e3nekn/edekTMBHOCTI Ta
iLnHy M1 Opa/1bHOT thapmakoHarnagy. 3miHa y
ourigpat cycneHsii y dpnakoHi; KOPOTKIili XapakTepucTuL,i
y no 1 conakoHy y NikapcbKoro 3acoby, TeKCTi

KOMNeKTi 3
ajanTepom Ta
LINpYUOoM Ans
[03yBaHHA y
KapTOHHI kopobuy;
no 24,8 r NnopoLuKky
ans 30 M opasibHOT
cycneHsii y dpnakoHi;
no 1 conakoHy y
KOMNekTi 3
ajanTepom Ta
LINpYUOoM Ans
[03yBaHHA y
KapTOHHI KopooLli

MapKyBaHHS Ta iHCTPYKUIiT Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigctasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
LocnimpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCbKOro
3acoby B nic/speecTpavyiiiHmii
nepiog, abo sk pe3ynbTar OLiHKK
3BITY 3 JOCNiAKEHb, NPOBEAEHNX
Bi4NoBIAHO A0 NnaHy
negiarpuyHunx gocnigpxers (PIP)
(3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) 3MiHN BHECEHO A0
IHCTPYKUii 4Nns MegnyHoro
3acTOCyBaHHS NiKapcbKoro
3acoby y posginu
"apmakonoriyHi BnacTmBocTi”,
"MMokaszaHHA",
"MpoTunokasaHHa", "B3aemogis
3 iHWYMK NiKapcbKMMn
3acobamu Ta iHLWi Buan
B3aemogijin”, "OcobmBocTi
3acToCcyBaHHA", "3acToCyBaHHSA
y nepioa BariTHOCTi abo
rogyBaHHs rpyaar”, "3aatHicTb
BMAIMBATY Ha LIBUAKICTb peakuil
npu KepyBaHHi
aBTOTPaHCNOPTOM ab60 iHWKMK
mMexaHismamu", "Cnoci6
3acTocyBaHHsA Ta gosun”, "ditn",
"Mepeno3yBaHHA", "M06IYHI
peakuii" BiANOBIAHO A0
OHOBNEHOT iHhopMaLii 3
6e3nekun Ajtoyol pevOBUHM.
3miHu | Tvny - 3MiHn Woao
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn)
3MiHU BHECEHO A0 IHCTPYKLUi
[ONA MeAnYHOro 3acToCyBaHHs
NiKapcbKoro 3acoby y po3ain
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka HS** 20
mosaHa HU nocsioYyeHHs1
Hassa*
"Mo6iuHi peakyji" Wwoao
BaXX/IMBOCTI 3BITYBaHHS Npo
noGiyHi peakuii.
4, | ASUTPO azithromyc | asutpom | JO1FA | mopoLlok Ans CaHpo3 CnoseHi CaHnpo3 C. P. /1. PymyHis BHECEHHS 3MiH 0 3a He UA/4764/02/01
CAHAO03® in iLUH y 10 0OpasibHOT CyCneHsil, dapmacb A peecTpauiiHnux maTepianis: peyenmom | nidnse
copmi 100 mr/5 mn: no 17,1 oTiKan3 3MiHu | TUnNy - 3MiHK Woa0 ae
asnTpom I nopouuky ansa 20 Aa.4. 6e3nekn/edekTMBHOCTI Ta
iLuHy M1 Opa/1bHOT thapmakoHarnagy. 3miHa y
ourigpat cycneHsii y dpnakoHi; KOPOTKili XapakTepucTuL,i
y no 1 conakoHy y nNikapcbKoro 3acoby, TeKCTi

KOMMJIEKTI 3
afjantepom Ta
LINpYUom ans
[03yBaHHA y
KapTOHHI KopooLyi

MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA NiKapCbKOro
3aco6y B nic/sipeecTpaviiiHmii
nepiog, abo sk pe3ynbTar OLiHKK
3BITY 3 JOCNiAKEHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy
negiatpuyHux gocnigpxkern (PIP)
(3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXKEHVM
opraHom) 3MiHN BHECEHO A0
IHCTPYKLii ANns MeguyHoro
3acTOCyBaHHS NiKapCcbKoro
3acoby y po3ginu
"apmakonoriyHi BnacTmBocTi",
"MMoka3zaHHA",
"MpoTunoka3aHHs", "B3aemogis
3 iHWYMK NiKapCbKMn
3acobamu Ta iHWi Buan
B3aemogiin", "OcobamBocCTi
3acTocyBaHHA", "3acToCyBaHHSA
y nepiof BariTHOCTi abo
rogyBaHHs rpyaar”, "3aatHicTb
BMNAMBATY Ha LIBUAKICTb peakLuil
npu KepyBaHHi
aBTOTPaAHCMOPTOM ab60 iHWKMK
MexaHismamu", "Cnoci6
3acTocyBaHHA Ta gosun”, "ditn",
"Mepeno3yBaHHA", "T06IYHI
peakuii” BiANOBIAHO A0
OHOBNEHOT iHhopMaLii 3

6e3nekun Aitoyoi peYOBUHH.
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
3MiHu | TURY - 3MiHK LWoAo
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn)
3MiHN BHECEHO A0 IHCTPYKLT
[ANA MeANYHOro 3acToCyBaHHs
nikapcbKoro 3acoby y po3ain
"Mo6iuHi peakyji" Wwoao
BaXX/IMBOCTI 3BITYBaHHS Npo
noGiyHi peakuii.
5. | AIPTEK salmeterol | canbmet | RO3A aeposo/b Ans nexmapk IHAis neHmapk IHAis BHECEHHS 3MiH 0 3a UA/13756/01/01
and epon (y K06 iHransuin dapmacb dapmacbloTrKan3 peecTpauiiH1ux maTepianis: peyenmom
fluticasone | surnsagi [no30BaHwuii, 25/250 10TMKanN3 nra. 3MiHY | TMNY - 3MiHK 3 AKOCTI.
casibmeT MKr/go3y no 120 o3 nra. [oTOBWIA Nikapcbknit 3aci6.
epony B &/TIOMiHIEBOMY KOHTpO/b rOTOBOrO /iKapCbKoro
KcuHado KOHTElHepi 3 3aco06y (iHLWi 3MiHW) - BUYyYEHHS
aty) i [03Y04MM meTogy "OcamkeHHs
hnyTrka KnanaHom i po3nuneHoi go3n'” i3
30HY PO3NUIIOIYO0I0 cneumaikaLii rotoBoro
nponioH HacafKow 3 nikapcbKoro 3acoby.
ar 3aXMCHUM 3aMwaeTbCa albTepHaTUBHUIA
KoBMnaykom; rno 1 mMeTog, «[lo3a TOHKOAMCNEPCHNX
KOHTeliHepy B YacCTOK».
KapPTOHHI Kopobui
6. | AIPTEK salmeterol | canbmetr | RO3A aepo30/b Ans neHmapk IHAis neHmapk IHAis BHECEHHS 3MiH 0 3a UA/13755/01/01
and epon (y K06 iHransauin dapmach dapmacbloTvKan3 peecTpauiiHnx matepianis: peyenmom
fluticasone | surnagi [030BaHui, 25/125 l0TUKanN3 nra. 3MiHY | TUNY - 3MiHK 3 AKOCTI.
canibmeT MKr/go3sy; no 120 nra. [oTOBWIA Nikapcbkuii 3aci6.
epony [,03 B /TIOMIHIEBOMY KOHTPO/1b FOTOBOrO NiKapcbkoro
KcuHado KOHTeliHepi 3 3aco6y (iHLUi 3MiHW) - BUNYYEHHS
aty) i L03Y04MM mMeToay "OcamkeHHs
dnyTrka KnanaHom i posnuaeHoi gosn'" i3
30HY PO3NUIIOIYO0I0 cneumaikaLii rotoBoro
nponioH Hacazkow 3 NiKapcbKoro 3acoby.
ar 3aXUCHUM 3a/MWaETbCa albTePHATUBHUIA
KoBMnaykom; rno 1 mMeTog «[lo3a TOHKOANCNEPCHNX
KOHTelHepy B 4acToK».
KapTOHHI Kopo6Lii
7. | AIPTEK salmeterol | canbmer | RO3A aepo30/b Ans "neHmapk IHais "neHmapk IHais BHECEHHS 3MiH [0 3a UA/13754/01/01
and epon (y K06 iHransauiii dapmach dapmacboTvKan3 peecTpauiiiHix matepianis: peyenmom
fluticasone | Burnsagi [030BaHnii, 25/50 H0TMKaN3 nra. 3MiHu | TMNY - 3MiHK 3 AKOCTI.
canbmeT MKr/go3y no 120 no3 nrp. [oTOBWIA Nikapcbknii 3aci6.
epony B a/1IOMiHIEBOMY KOHTpO/b rOTOBOrO Nikapcbkoro
KcuHado KOHTeliHepi 3 3aco6y (iHLWi 3MiHWN) BUYYEHHS
aty) i [03Y04MM mMeToay "OcamkeHHs
dnyTrka KnanaHom i po3snunaeHoi gosn" i3
30HY PO3NUKKYO0K cneumgikaL,jii rotoBoro
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
nponioH HacafKolo 3 nikapcbKoro 3acoby.
ar 3aXMCHUM 3a/MWaeTbCa albTePHATUBHUIA
KoBnaykom; rno 1 mMeTog «[lo3a TOHKOAMCNEPCHUX
KOHTelHepy B 4acToK».
KapPTOHHI Kopobui
8. | AIPTEK salmeterol | canbmetr | RO3A aepo30/b Ans neHmapk IHais neHmapk IHAis BHECEHHS 3MiH 0 3a UA/13754/01/01
and epon (y K06 iHransauin dapmacb dapmacboTvKan3 peecTpauiiHnx matepianis: peyenmom
fluticasone | surnsagi [030BaHwniA, 25/50 H0TMKaN3 nra. 3MiHu | TMNY - 3MiHKU 3 SKOCTI.
canibmeT MKr/go3y no 120 nos nra. [oTOBWIA Nikapcbkuii 3aci6.
epony B a/1ItOMiHIEBOMY 3MiHM Yy BUPOGHMLTBI. 3MiHa
KcuHadgho KOHTeliHepi 3 iMnopTepa/3miHu, Lo
aty) i L03Y04MM CTOCYHTbCS BUMYCKY cepii Ta
dnyTrka KnanaHom i KOHTPOJIO SIKOCTi FOTOBOro
30HY PO3MUIIOKYOI0 nikapcbKoro 3acoby (3amiHa abo
nponioH HacagKoto 3 [0AaBaHHA BUPOOHNKa, L0
ar 3aXNCHUM BiANOBIAaE 3a BBE3EHHA Ta/abo
KoBnaykom; no 1 BUMYyCK cepii) - He BkIoyatoun
KOHTeliHepy B KOHTPONb/BUNPOGYBAHHS cepil.
KapTOHHI KOpOOL; [lo maTepianis peecTpauiiHoro
[0CbEe BHOCUTLCS iHChopMmaw,is
npo imnoptepa ToBapucTBO 3
06MeXeHOH0 BifnoBiganbHICTIO
«JIEHMAPK YKPAIHA». 3MiHu
BHOCSITbCA 3TiAHO BUMOT
noctaHosu KabiHeTy MiHicTpiB
Ykpainm Ne 287 Big 14.03.2025
p. Mpo 3arBepaxeHHA Mopagky
BBE3EHHS Ha TepMTOPIto YKpaiHu
NiKapCbKNX 3acobiB.
9. | AUNAP® insulin iHCYniH A10AE | po3uuH st iH exuin, AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 3a UA/15749/01/01
glargine rnaprid 04 100 oauHWLb/MA; NO "®papmak” peecTpauiiHnx matepianis: peyenmom
(OHK- 3 MY KapTpuaxi; 3MiHY | TUNY - 3MiHW 3 AKOCTI.
pekombi no 5 kapTpuoxis y [oTOBWIA Nikapcbkuii 3aci6.
HaHTHWI 6nicTepi, no 1 Cucrema

)

6nicTepy B nauui; no
10 mn y dpnakoHi; no
1 chnakoHy B nayu,i

KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa napameTpis
cneuudikauin Ta/abo
OONyCTUMUX MEX NEPBUHHOT
yNakoBKM rOTOBOTO NliKapCbKOro
3aco6y (BW/TyYEHHST HE3HAYHOTO
nokasHuka (Hanpukniag,
3acTapisioro NokasHuka)) -
BunyueHHs i3 cneumdpikanii Ha
MAyHXep ryMoBuii TEMHO-CipOro
KONbOpY AN KapTpuaXis
BMPOGHMLITBA KOMMaHii
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uKa Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
"Datwyler", Benbrisi nokasHuka

"Baxki meTasu, Wwo
ekcTparytoTbcsa”. 3MiHu | Tuny -
3MiHK 3 SiKOCTi. FOTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3miHa napameTpis
cneuudikauin Ta/abo
OOMyCTUMUX MEX NEPBUHHOT
yNakoBKN rOTOBOrO NiKapCbKoro
3aco06y (iHLWi 3MiHN) -
OHoBneHHsA creundikadii Ha
MAyHXep ryMoBuii TEMHO-CipOro
KONbOPY A5 KapTPUAXIB,
BUPOGHMLUTBA KOMMaHIT
"Datwyler", benbrisi. 3MiHm |
MRy - 3MiHK 3 sikocTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHUi
3aci6 (iHwWi 3mMiHW) - OHOB/IEHHS
po3giny 3.2.P.7 Cuctema
KOHTelHep/3aKynopoBasibHUi
3acib, a came 3a3HavyeHo
maTepianu, 3 SKux Bupob6eHo
KOMMOHEHTU NepBUHHOT
ynakoBku. 3MiHu | Tuny - 3MiHM 3
AKOCTi. [OTOBWIA NikapcbKuii
3aci6. Cucrtema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa napameTpis
cneuudikauii Ta/abo
O0NYyCTUMUX MEX NEPBUHHOT
yNakoBKM rOTOBOTO /likapCbKOro
3aco6y (iHWi 3MiHK) - 3miHa B
cneuudikauii Ha Mpobky rymoBy
[ANs iH'eKUiliHNX dhakoHiB, a
came [j0flaHO NOCWNaHHA Ha
MeTOAW KOHTPOI0 Y
Cneuumdpikauii. MokasHWkn Ta
Bumorn Creumdikauii
3a/mMwaTbes 6e3 3MiH. 3minn |
TUny - 3MiHK 3 AKoCTi. FOTOBWIA
nikapcbkuii 3aci6. Cucrema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3miHa napameTpis

cneumdikauii Ta/abo
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uKa Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
JOMyCTUMUX MEX NEPBUHHOT

yMaKoBKW rOTOBOTO NiKapCbKOro
3aco06y (iHLWi 3MiHK) - 3MiHa B
cneumdikauii Ha KombiHoBaHy
KpuLKy/AntOMiHIEBUIA KOBMAYOK 3
ryMOBOI NPOKNaAKOK ANt
KapTpuaxis, a came gofaHo
nocunaHHsA Ha MeToamn
KOHTponto y Cneuudpikadii.
[Moka3HuKn Ta BUMOrun
Cneuudpikauii 3anvwatoTbes 6e3
3MiH. 3MiHK | TUNY - 3MiHK 3
AKOCTI. FOTOBUIA Nikapcbkuii
3aci6. Cuctema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3miHa napameTpis
cneuudikauin Ta/abo
OOMYyCTUMUX MEX NEPBUHHOT
yNakoBKN rOTOBOrO NiKapCbKoro
3aco0y (iHWi 3MiHN) - 3miHa B
cneuugikauii Ha Kaptpuoxki 3
npo30poro ckna, a came A0AaHO
nocunaHHA Ha MeToamn
KOHTponto y Cneuudpikadii.
[Moka3HuKn Ta BUMOrun
Creuudpikauii 3anvwatoTbes 6e3
3MiH. 3MiHK | TUNY - 3MiHK 3
AKOCTI. FOTOBUIA Nikapcbkuii
3aci6. Cuctema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3miHa napameTpis
cneuudikauin Ta/abo
OOMYyCTUMUX MEX NEPBUHHOT
yNakoBK1 rOTOBOrO NiKapCbKoro
3aco0y (iHWi 3MiHK) - 3miHa B
cneumaikaLii Ha ®nakoH 3
Npo30poro ckna Ans iH'ekuild, a
came [ofjaHO NOCWNaHHA Ha
MeTOoAW KOHTPONI0 Y
Cneuumcpikaunii. MokasHukn Ta
Bumorn Cneumdikauii
3a/mwaTbea 6e3 3MiH. 3miHn |
™Mny - 3MiHW 3 SIKOCTi. FOTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoproBasibHWi

3aci6. 3miHa napameTpis
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep

peecmpayitiHo

20
nocsi0YeHHs1

cneuudikauii Ta/abo
OONYCTUMUX MEX NEPBUHHOT
yNakoBKM rOTOBOTO /likapCbKOro
3aco6y (iHWi 3MiHK) - 3miHa B
cneuudikauii Ha ANOMIHIEBY
KPULLIKY KOMBiIHOBaHY 3
NAacTVKOBMM KOBMAYKoOM, a
came [oflaHO NOCWNaHHA Ha
MeTOAW KOHTPONI0 Y
Cneuumcpikauii. MokasHukn Ta
Bumorun Cneumdikauii
3aMLAaTLCA 63 3MiH.

10.

AKHETPEKC
10

isotretinoin

i3oTpeTn
HOIH

D10B
A0l

Kancynm m'aki no 10
mr; no 10 kancyn y
6nictepi, no 3
6nictepu B
KapTOHHI Kopo6Lyi

Mera
Naiidpcaiie
HCI3
Mabnik
Komnawi
NimiTen

TainaHg

Mera
NavidhcaiieHcis
Mabnik Komnani
Nimiteq

TainaHpg,

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHu | TUnNy - 3MiHK Woa0
6e3nekn/edeKTNBHOCTI Ta

dhapmakoHarnsgy. BHeceHHs
a60 3MiHa(K) L0 3060B'A3aHb Ta
YyMOB BMAaui peectpauiiHoro
nocBig4YeHHs, BkIovatoun Mnax
ynpas/iHHA pusnkamm (iHLi
3MiHW) - 3aBHMKOM HafaHo
OHOB/IEHUIA MnaH ynpaBniHHA
pu3nkamm Bepcis 2.1
3MiHVM BHECEHO A0 YacTuWH:
| «3aranbHa iHhopmaLis npo
nikapcbkuii (i) 3aci6 (3acobu)»
Il «Cneuwndikauis 3 6e3nekmn»
V «3axoau 3 MiHiMi3awjii pu3ukis
(BK/THOYAKOUM OLLIHKY
ehbekTnBHOCTI 3axofiB 3
MiHimi3aLii pu3mkiB)»

VI «Pe3tome nnaHy ynpasniHHA
pusmkammn» VIl «logatkn» y
3B’AA3KY 3 OHOB/IEHHAM
[04aTKOBUX 3ax0fiB 3
MiHimi3aLii pusukis, a came
BBEJEHHA HaBYAIbHUX
MaTepianis Ta nMcTa-3BepHEHHS
[0 MefUyHMX Ta
thapmaLeBTUYHMX MpaLiBHUKIB
(DHPC).

Pestome MNnaHy ynpasiHHA
pu3nkamu Bepcis 2.1 gogaetbes

3a
peyerimom

UA/16557/01/01

11.

AKHETPEKC
20

isotretinoin

i3oTpeTn
HOTH

D10B
A01

Kancynm m'ski no 20
Mr; no 10 kancyn y

Mera
Jaiicpcaie

TainaHg

Mera
JaincpcaineHcis

TainaHg,

BHECEHHS 3MiH [0
peecTpaLiinHMX MaTepianis:

3a
peyenmom

UA/16557/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

6nictepi; no 3
6nictepu B
KapTOHHI KopooLli

HCi3
Mabnik
KomnaHi
Nimiten

Ma6nik Komnai
NimiTen

3MiHu | TURY - 3MiHK LWoAo
6e3nekn/edeKTBHOCTI Ta
dhapmakoHarnsgy. BHeceHHs
a60 3MiHa(1) 40 3060B'A3aHb Ta
YMOB BMAaui peectpauiiHoro
nocBig4eHHs, Bkovatoun Mnax
ynpasnAiHHA pu3nkamn (iHLi
3MiHW) - 3a9BHMKOM HaJaHo
OHOBNEHUIA MNNaH ynpasniHHSA
pv3vkamm Bepcisa 2.1
3MiHV BHECEHO [0 YaCTUuH:
| «3aranbHa iHopmaLis npo
nikapcbkuii (i) 3aci6 (3acobu)»
Il «Cneundpikauis 3 6e3nekmns»
V «3axoay 3 MiHiMi3au,ii pu3nkis
(BKNHOYAOUN OLLIHKY
ehbeKTNBHOCTI 3axopiB 3
MiHiMi3aLii pu3nkiB)»

VI «Pestome nnaHy ynpasniHHA
pusnkamun» VIl «logatku» y
3B’A13KY 3 OHOB/IEHHAM
[04aTKOBMX 3axofiB 3
MiHimi3aLii pusukis, a came
BBEEHHA HaBYAIbHUX
marepianis Ta iMCTa-3BEPHEHHSA
[0 MeMYHNX Ta
hapMaueBTUYHMX NpaLiBHUKIB
(DHPC).

Pestome MNnaHy ynpasiHHA
pu3nkamm Bepcis 2.1 nogaeTbes

12.

ANEHOPA®

alendronic
acid

HaTpito
anexpo
Hat

MO05B
A04

Tabnetkv no 70 wmr,
no 4 Tabnetkn y
6nictepi; no 1
6nictepy y
KapTOHHI ynakoBLi

TOB
"KyCym*

Ykpaina

BMPOBHULITBO,
nepBuHHe
nakyBaHHsl,
BTOPUHHE
nakyBaHHS,
KOHTPO/b SKOCTI,
BWMYCK cepil
abo
BUPOOHULTBO
npoaykuii in bulk:
KYCYM
XENTXKEP MBT
NTA, Ingis;
BTOPVHHE
nakyBaHHs1, BUMyCK

cepii 3 npoaykui

IHpis/
Ykpaina

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHa HaliMeHyBaHHS 3asBHUKa
(BnacHvika peecTpadiiHoro
noceigyeHHs), 6e3 3mMiHun
0pUANYHOT 0Cco6uU:
3arBepaxeHo: TOB
"TNEAPAPM NTA", YkpaiHa.
3anponoHoBaHo: TOB "KYCYM",
YkpaiHa. BeegeHHs 3MiH
npoTArom 12-Tu micsAuiB nicns
3aTBEPMKEHHSA. 3MiHK | TUny -
AfMiHiCTpaTMBHI 3MiHU. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
MiCLA MPOBaMKEHHS AiANbHOCTI
BMPO6HMKa/imnopTepa rotosoro

3a
peyerimom

He
nionsie
ae

UA/7210/01/02
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uKa Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
in bulk: niKapcbKoro 3acoby, BKIUaum
TOB «KYCYM», AiNbHULI BUNYCKy cepii abo
YKpaiHa,

KOHTPO/1b AKOCTI:

TOB «KYCYM»,
Ykpaina

MicLie NpoBeAEeHHSI KOHTPO/I0
AKOCTI. (AIANBHICTb, 3a AKY
BiANOBiAae BMPOGHMK/iMNopTep,
BK/IOUAOUM BUMYCK cepild) -
3MiHa HaliMeHyBaHHS
BMPO6HMKa, 6e3 3MiHM Micus
BUPOGHMLTBA: 3aTBEPAKEHO:
TOB "TNIEAPAPM NTL",
Ykpaina. 3anponoHosaHo: TOB
"KYCYM", YkpaiHa. 3miHu
BHECEHO B IHCTPYKLit0 415
MeAMYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"BUpOo6HMK" 3 BiANOBIAHMMU
3MiHaMu B TEKCTi MapKyBaHHS
ynakoBOK. BBefeHHS 3MiH
npotarom 12-Tu micsAuis nicns
3aTBEPMKEHHA. SMiHu | Tuny -
3MiHK 3 sKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y
BMPO6HMLTBI. 3amiHa abo
BBEEHHS [0AAaTKOBOI AiNbHUL
BMPOGHULTBA A1 YacTUHU abo
BCbOro BMPOOHMYOro npouecy
roTOBOrO J1iKapCbKOro 3acoby
(ainbHULA NS BTOPUHHOMO
nakyBaHHS) - BBEAEHHSA
fopartkoBoro Bupo6Huka TOB
«KYCYM», YKPATHA, wo
3fjicHIOBaTME BTOPWHHE
nakyBaHHs 3 npoAaykuii in bulk,
BUIOTOB/IEHOT BUPOOHKOM
KYCYM XENTXKEP MBT NTA4 /
KUSUM HEALTHCARE PVT
LTD, 3 meTot0 onTumisawii
BMPO6HULITBA. BBEAEHHS 3MiH
npoTArom 12-tu micAauis nicns
3aTBEPMKEHHSA. 3MiHu | TNy -
3MiHu 3 aKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHULTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHTbCS BUMYCKY cepil Ta

KOHTPOJH0 SIKOCTi rOTOBOro




Hasga
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MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uKa Hs** 20
mosaHa HU nocsioYyeHHs1
Ha3sa*
nikapcbKoro 3acoby (3amiHa abo

O0JaBaHHs Ai/TbHULI, Ha SKil
3[jCHI0ETbCS
KOHTPO/b/BUNPOBYBaHHA cepil) -
BBEAEHHS 40AATKOBOI AiNbHUL
TOB «KYCYM» 3a agpecoto
02149, YkpaiHa, M. Kuis,
npocnekt Mukonun baxaxa, 38,
Ha SIKill 34iACHIOETLCSA KOHTPOSb
AKOCTi. BBEEHHS 3MiH NPOTAroMm
12-T1 micsauiB nicnsa
3aTBepMKEHHS. 3MiHK | Tuny -
3MiHK 3 SiKOCTi. FOTOBUIA
nikapcbknii 3aci6. 3MiHn y
BUPOGHUUTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHOTbCSl BUMYCKY Cepii Ta
KOHTPO/I0 SKOCTi FOTOBOTO
nikapcbKoro 3acoby (3amiHa abo
[0aBaHHA BUPOOHNKa, L0
BiAANOBIAAaE 3a BBE3EHHS Ta/abo
BUNYCK cepil) - He Bkovaroun
KOHTPO/Ib/BMNPOBYBaHHS cepil -
BBEJEHHA [104aTKOBOro
BMpo6HUKa TOB «KYCYM»,
YKPAIHA 3a agpecoto 08039,
YkpaiHa, Kuiscbka 06nacTb,
By4aHcbKuii palioH,
MakapiBcbka TepuTopiasibHa
rpomaga, ceno CeBepuHiBKa,
By/. Mepemoru, 6yanHok 2B, wo
3pjicHIOBaTMMeE BUMYCK Cepii 3
npogykuii in bulk, BurotosneHoi
BMPO6HMKOM KYCYM
XENTXKEP MBT NTA4 / KUSUM
HEALTHCARE PVT LTD.
BBefeHHs 3MiH npoTarom 12-1u
MiCSLIB NiCNS 3aTBEPAXKEHHS.
3MiHV BHECEHO B iIHCTPYKLi0 ANs
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby B po3inm
"BUpPOGHMK",
"Micue3HaxomKeHHs BUPOGHMKa
Ta agpeca MicLs NPoBaKEHHS
oro fisnbHoCTI" y 3B'A3KY 3i

3MiHOI Ha3BW BUPOGHMKA Ta
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
BBEEHHAM [04aTKOBOI
BMPOGHWYOI AiNbHNL, SK
HacnifokK - 3aTBEPAKEHHS
TEKCTY MapKyBaHHS yNakoBOK
NiKapCbKoro 3acooy.
13. | AIEHAPA® alendronic | HaTpito - Tabnetku no 70 mr; TOB YkpaiHa KYCYM IHAis BHECEHHS 3MiH 0 - UA/12663/01/01
acid anenapo in bulk Ne 7200 "KyCymMm" XENTXKEP MBT peecTpauiiHnx matepianis:
HaT (4x1800): no 4 nTa 3MiHa HaliMeHyBaHHS 3asBHUKa
Tabnetku y 6nicrepi, (BnacHvika peecTpadiiiHoro
no 1800 6nicTepis y noceigyeHHs), 6e3 3mMiHun
KapTOHHiI kopobuy; 1opUANYHOI 0Co6HU:
in bulk Ne 2560 3arBepmxeHo: TOB
(4x640): no 4 "TNEAPAPM NTA", Ykpaina.
Tabnetkn y 6nictepi; 3anponoHoBaHo: TOB "KYCYM",
no 640 6nictepiB y YkpaiHa. BBegeHHs 3MiH
KapTOHHI KOpOOL; npoTsArom 12-tn micAuis nicas
3aTBEPMKEHHA. 3MiHK | Tuny -
3MiHK 3 sKOCTi. FOTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO J1iKapCbKOro 3acoby
(iHWi 3MiHW) - BBEAEHHSA
[0aTKOBOT yNakoBkuM y hopmi in
bulk, y 3B'3Ky 3 BUpOGHUYOIO
HeobXigHicTio, a came: Ne 2560
(4x640): no 4 TabneTkn y
6nicTepi; no 640 6nicTepis y
KaPTOHHI KOpOoOLIi.
14. | AIKAPHIT levocarniti | neBokap | AL16AA | po3unH ANs iH'eKLit ToBapucTB | YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 3a UA/18902/01/01
ne HITUH 01 200 mr/mn; no 5 mn 03 akuioHepHe peecTpavuinHMx maTepianis: peyenmom
B amnyni, no 5 06MeXxXeHo TOBapUCTBO 3miHa 3asBHuKa /13 (MIBIM)
amnyn y énictepi, no 10 "Jlekxim - Xapkis" (BnacHvika peecTpadiiiHoro
1 6nicTepy B nauui Bignosiga NoCBI4YEHHS1): BBEAEHHSA 3MiH
NBHICTIO npoTArom 6 Micauis nicns
"PAPMAX 3aTBEePMKEHHS. 3MiHK | Tuny -
ENC" 3MiHV Wwoao

6e3nekn/edeKTBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX
[aHux nNpo cuctemy
thapmakoHarnagy (BBegeHHs
y3araslbHeHUX AaHux npo
cuctemy dhapmakoHarnagy,
3MiHa yNOBHOBaXeHOI 0cobu,
BiANOBIAa/IbHOI 3@ 3AiiCHEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiICHEHHA
thapmakoHarnagy B YkpaiHi,
SIKLLO BOHA BigMiHHa Bif,
YMOBHOBaXEHOT 0cobY,
BiNOBIAAbHOI 3a 3iICHEHHS
thapmakoHarnagy (Bkiouyarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
PO3MiLLEeHHI MacTep-thaiina
cuctemu chapmakoHarnsgy)
3MiHa ynoBHOBaXXeHOi 0cobu
3a8BHVKa, BiANOBIAA/ILHOI 3a
hapmakoHarnag,. ditoua
pepakuisi: JlebeamHeub IHHa
BacwunisHa. MponoHoBaHa
pepakuis: Nasnosa Konis
CepriiBHa. 3MiHa KOHTaKTHUX
[aHnX yrnoBHOB&XeHOI 0cobu
3asBHVKA, BignoBigasibHOI 3a
hapMakoHarnag. 3miHa
MiCLLe3HaxXOMKEHHS MacTep-
thaiina cuctemu
thapmakoHarnsgy Ta iioro
Homepa. 3MiHa Micua
3[iiCHEHHS] OCHOBHOI Aisi/TbHOCTI
3 (hapmakoHarnagy.

15.

ANTEMIKC

althea root

anrtei
KopeHs
eKCTpakT

R0O5C
AO05

cvpon, 25 mr/5 mMn
no 100 mny
chnakoHi; no 1
hnakoHy y
KOMMJ/IEKTI 3 MipHOO
JIOXKOIO Y KapTOHHIl
Kopoo6Li

TOBAPUC
TBO 3
OBMEXE
HORO
BIAMOBIA
ANBbHICT
O
«KOPMOP
AUIA
«300P0OB
A

YkpaiHa

BCi cTagii
BMPOBHULITBA,
KOHTPO/b SKOCTI,
BMNYCK Cepil:
TOBAPUCTBO 3
OBMEXXEHOIO
BIAMOBIOANBHI
CTIO
«KOPMOPALIA
«300POB'A»,
YKpaiHa;

BCi cTagii
BMPOOHULITBA,
KOHTPO/b AKOCTI:
ToBapucTso 3
06MEXEHOI0
BiANOBiAA/IbHICTIO
«XapkiBCcbke
hapmauleBTMyHe

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiH1ux maTepianis:
3MiHu | TUNY - AgMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHSA AiSNIbHOCTI
BMPOGHMKa/iMnopTepa rotosoro
nNikapcbKoro 3acoby, BKIOUaUn
LOinbHULI BUNYCKY cepii abo
MicLie NpOBeAEHHS KOHTPO/HO
AKOCTI. (BISNbHICTb, 3a AKY
Bignosigae BUPOGHUK/iMNopTep,
He BK/IH0Yatoumn BUMYCK cepili)-
3MiHa agpecy BUPO6HUKa
ToBapnCTBO 3 06MEXEHOI0
BiANOBIAAUTBbHICTIO «XapKiBCbke
hapmaueBTMYHe NiANPUEMCTBO
«30,0p0B’A Hapoay». 3MiHu |
TMny - 3MiHM 3 AKocTi. FoToBMIA

6e3
peyenma

UA/7157/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

nignpPUEMCTBO
«3[0poB’'A
Hapoay»,
Ykpaina

nikapcbkuii 3aci6. 3MiHW y
BVMPOGHMLTBI. 3MiHa po3mipy
cepil (BKIOYaouM fianasoH

po3Mmipy cepii) roToBOro
NiKapcbKoro 3acoby (3MeHLIeHHS

00 10 pasiB)- BBEAEHHS
[04aTkoBoro posmipy cepii '3
ans supobHuka TOBAPUCTBO

3 OBMEXXEHOIO

BIAMNOBISANBHICTHO

«KOPMOPALIA «300POB’A»
3arsepaxeHo: TOB

«KOPMOPALIA «300POB'A»,

uex Ne 4 XL, ginbHuus

MPN®CTaA. Po3mip cepil

cknagae: 5,000 Tuc. yn. no 100
M y conakoHax (500 n) TOB
“X®I1 “3p0pos's Hapoay”
Posmip cepii cknagae: 4,557
Tunc. yn. no 100 mn y chnakoHax
(500 n) 3anpornoHoBaHo: TOB
«KOPMOPALIA «300POB'A»,
uex Ne 4 XL, ginbHuus
MP/1®CtaA Po3mip cepii
cknagae: 5,000 Tuc. yn. no 100
mn y conakoHax (500 n); 3,150
THC. yn. no 100 mMn y donakoHax
(315 n) TOB “X®MN “3g0poB's
Hapopay”. Po3mip cepii cknagae:
4,557 Tc. yn. no 100 mny
dnakoHax (500 n)

16.

AMBIT®

ketorolac

KeTopos
aKy
TpomeTa
Mo/

MO1A
B15

TabneTkn, BKpUTI
nniBKOBOIO
060/10HKO0, M0 10
Mr no 10 TabneTtok y
6nictepi; no 1 a6o
10 6nicTepiB y nauui

AT
"®apmak”

Ykpaina

AT "dapmak"

Ykpaina

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
YTOUYHEHHs peecTpauiiiHol
npoueaypu B Hakasi MO3

Ykpainu Ne 1060 Big,
31.07.2026 - 3miHn | TUny -
3miHu 3 sKocTi. CepTudikat

BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpPONENCHKIi
thapmakonei/MoHorpadii.

MopaHHA HoBoro abo

OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudikaTa BiZnNoBiAHOCTI
€Bponelicbkiin dhapmakonei: ans

3a
peyenmom

UA/19563/01/01
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Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

A®I; ansa suxigHoro
marepiany/peareHTy/npomMibkHOro
NPOAYKTY, L0
BUKOPWCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ons
[0MNOMDKHOT peyoBUHU
(cepTudoikaT BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
HoBwii cepTudpikat Bifg HOBOro
BMPOGHMKa (3amiHa abo
[IOMOBHEHHS) - NOAAaHHS HOBOIO
cepTudikara BiAnNoBIAHOCTI
€Bponeiicbkiii hapmakonei Ne
R1-CEP 2014-369-Rev 01 ans
niroyoi pevoBuHY Ketorolac
trometamol Big HOBOrO
Bmpo6Huka VASUDHA PHARMA
CHEM LIMITED, IHgjs
(nonoBHeHHS). 3MiHu | TNy -
3miHu 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiNOBIAHOCTI €Bponelickkilt
thapmakonei/mMoHorpadii.
MopaHHA HoBoro a6o
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTudikara BiZnNoBIAHOCTI
€Bponelicbkili hapmakonei: ans
A®l; gns BuxigHoro
MaTtepiany/peareHTy/npoMiKHOro
NpoAyKTy, Wo
BUKOPVCTOBYHOTBCS Y
BUPOGHULTBI ADI; Ans
[OMOMDKHOT pEYOBUHM
(cepTudpikaT BigMOBIAHOCTI
€Bponeiicbkili hapmakonei) -
HoBwii cepTudikaT Big, HOBOTO
BMPOGHMKa (3amiHa abo
[IOMOBHEHHS) - NOAAaHHS HOBOrO
cepTucpikaTa BiANOBIAHOCTI
€Bponevicbkiin dhapmakonei Ne
R1-CEP 2008-069 - Rev 05 ans
Aitoyoi peyosrHu Ketorolac
trometamol Big HOBOro
BMpo6HuKa DR. REDDY'S

LABORATORIES LIMITED,
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

IHAiA. 3MiHW | TURY - 3MiHK 3
akocTi. A®l. KoHTposnb AdL.
3MmiHa y napameTpax
cneuudikauii Ta/abo
[OMyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha Adl, abo
BUXiZAHUA/NPOMiXHWIA
npoAyKT/pearexT, wo
BUKOPVCTOBYIOTHCS Y NPOLEC
BMPOGHULTBA AP (iHLLI 3MiHN) -
3MiHM Ao cneuudikauii BXigHOro
KOHTPOSIO Ajit040T pevoBUHU
KeToposiaky TpomMeTamosn 3a
noKasHNKOM «laeHTudpikauis»,
30Kpema JONOBHEHHS
cneuudikauii npumitTkamu: ns
BMpo6HMKiB VASUDHA
PHARMA CHEM LIMITED, Ingis
Ta DR. REDDY'S
LABORATORIES LIMITED,
IHais: pna meTody PomaHiBCbKOT
cnektpomeTpii (2.2.48) AOY*EP*
** «lpeHTndikauis NpoBoAUTLCS
0151 KOXKHOI TapHOI EMHOCTI»;
ANA MeToAy, WO 3a3HayYeHuii B
MoHorpadii (2.2.24 AdY*, EP¥)-
*** «lpeHTndikauis nposoanTbLCA
Ha cepefHiii Npobi» Ans
BMpO6HMKa Quimica Sintetica
S.A., IcnaHis: gnsa meToay, WO
3a3HayeHnii B MoHorpadii
(2.2.24 [oY*, EP*)-**
«Bu3HauveHHs ineHTudikauii
NpoBOAATL Ha cepefHii NpoGix,
Ana metogy PomaHiBCbKOI
crnekTpomeTpii (2.2.48)
OOY*EP*- *** «[lonycKaeTbCA
BM3HA4YeHHS igeHTudikaui
KOXHOr0O TapHOro micus». 3MiHn
| TMny - 3MiHK 3 AKocTi. ADI.
KoHTponb A®I. 3miHa y
napameTpax crneuudikauiii
Ta/abo [onycTUMNX MEX,
BM3HAYEHNX Yy cneundikauisx Ha
A®I, ab60 BUXigHWIA/NPOMDKHWIA
npoAyKT/peareHT, Wo




33

n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BMKOPUCTOBYIOTLCSA Y NpOLLeCi
BMPOGHMLTBA AD| (4ONOBHEHHS
cneuuaqikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BiAMNOBIAHUM METOA0M
BMNPOGYBaHHS) - AOMOBHEHHS
cneuudikauii BXigHoro
KOHTPOIO Ait040T pevOBUHN
KeToponaky TpomMeTamon
BMpo6HMUTBa VASUDHA
PHARMA CHEM LIMITED, Ingis
Ta DR. REDDY'S
LABORATORIES LIMITED,
IHAiA HOBUM NOKA3HUKOM SIKOCTI
«MikpobionoriyHa uncrota» 3
KpUTEPIAMY NPUAHATHOCTI:
3arasibHe 4ncno aepobHUX
mikpoopraHismis (TAMC)-10
3KYO/r 3aranbHe uncno
OPDKDKOBMX | NAiceHeBuX rpnbis
(TYMC) -10 2 KYOIr (%Y, €
2.6.12,2.6.13, 5.1.4). 3MiHn |
TMny - 3MiHK 3 aKocTi. AdI.
KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA Ad®I abo
BUXiAHOrO
mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, Lo
BVIKOPWCTOBYETbLCS Y NpoLieci
BMPOGHMLUTBA ADI (iHLWi 3MiHU Y
mMeToAax BUNpPoGyBaHHS
(Bkntovaroumn 3amiHy abo
[0MnoBHEHH:A) AD| abo
BUXiAHOro/NPOMIXHOro
NpoaykTy) - 3MiHa y meTofax
BMNPOBYBaHHA Ail040i peYOBVHN
KeToponaky TpomMeTamon
BMpo6HuuTBa VASUDHA
PHARMA CHEM LIMITED, Ingis
3a NOKa3HUKOM AoMmilku N-
Hitposogubytunaminy (NDBA)
(meTopg 2.2.29 Y, ED)

17.

AMBIT®

ketorolac

KeTopon
aKy
TpomeTa
Mon

MO1A
B15

PO3YUH NS iH'EKLN,
30 mr/mn; o 1 mn B
amnyni, no 10 amnyn
y 6nictepi, no 1

6nicTepy y nayuj; no

AT
"Papmak”

YkpaiHa

AT "®dapmak”

YkpaiHa

BHECEHHS 3MiH [j0
peecTpavuinHMx maTepianis:
YTOUHEHHS1 peecTpauiiiHol
npoueaypu B Hakasi MO3

YkpaiHun Ne 1060 Big

3a
peyenmom

UA/18024/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
31.07.2026 - 3MmiHu | TUNy -

1 mn B amnyni, no 5
amnyn y 6nictepi, no
1 a6o 2 6nictepu y
navui

3miHu 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiNOBIAHOCTI €Bponelickkilt
thapmakonei/mMoHorpadii.
MopaHHA HoBoro a6o
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTudikara BiAnNoBIAHOCTI
€Bponelicbkili hapmakonei: ans
A®l; gns BuxigHoro
MaTtepiany/peareHTy/npoMiKHOro
NpoAyKTy, Wo
BUKOPVCTOBYHOTBCS Y
BUPOGHULTBI ADI; Ans
[OMOMDKHOT pEYOBUHM
(cepTudpikaT BigMOBIAHOCTI
€Bponeiicbkili hapmakonei) -
HoBwii cepTudikaT Big, HOBOTO
BMPO6HMKa (3amiHa abo
[IOMOBHEHHS) - NOAAaHHS HOBOrO
cepTuchikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei Ne
R1-CEP 2014-369-Rev 01 gns
Aitoyoi peyosrHu Ketorolac
trometamol Big HOBOro
BupobHuka VASUDHA PHARMA
CHEM LIMITED, IHgis
(monoBHeHHS). 3miHu | TNy -
3MiHu 3 sKocTi. CepTudikar
BignosigHocTi/IE-cepTudikart
BiANOBIAHOCTI EBPONECHKIi
thapmakonei/MmoHorpadii.
MopaHHA HOBOro a6o
OHOBJ/IEHOTO cepTudikaTa
BiAnoBigHOCTI ab0 BUTyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkin dhapmakonei: ans
A®I; ons BuxigHoro
MaTtepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO
BUKOPVICTOBYIOTHCS Y
BUPOGHMLTBI ADI; ans
[0MOMDKHOT PEYOBUHMN
(cepTudpikat BiAMNOBIAHOCTI

€Bponeiicbkiii hapmakonei) -
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

HoBwii cepTudikaT Big, HOBOTO
BMPO6HMKa (3amiHa abo
[IOMOBHEHHS) - NOAAaHHS HOBOrO
cepTuchikaTa BiANOBIAHOCTI
€Bponevicbkiin dhapmakonei Ne
R1-CEP 2008-069 - Rev 05 ans
Aitoyoi peyosrHu Ketorolac
trometamol Big HOBOro
BMpo6HuKa DR. REDDY'S
LABORATORIES LIMITED,
IHAiA (BONOBHEHHS). 3MiHK |
MYy - 3MiHU 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y
napameTpax cneuudikaui
Ta/abo AoNyCTUMUX MEX,
BM3HAYEHUX Y cneundikauisx Ha
A®I, abo BMXigHWIA/NPOMDKHWIA
NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NpOLLeCi
BMpo6bHULTBa AP (iHLWi 3MiHN) -
3MiHM [0 cneumdikauii BXigHOro
KOHTPOIO Ait040T pevOBUHN
KeToposiaky TpomeTamon 3a
NOKa3HWKOM «laeHTudikawis»,
30Kpema [OMOBHEHHS
cneundikauii npumiTkamu: Ans
BMpo6HUKiB VASUDHA
PHARMA CHEM LIMITED, Ingis
Ta DR. REDDY'S
LABORATORIES LIMITED,
IHAajs: pns metody PoMaHiBCbKOT
cnekTpomeTpii (2.2.48) AOY*EP*
** «lpeHTudikauis NpoBoAnTLCA
AN KOXHOT TapHOi EMHOCTI»;
ANA MeToAy, WO 3a3HadYeHuii B
MOHorpadii (2.2.24 AdY*, EP*)-
*** «|peHTudikaLis NpoBOANTLCA
Ha cepefHiin Npobi»

[ns BupobHuKa Quimica
Sintetica S.A., Icnanis: gna
meToAy, L0 3a3HavyeHuli B
MOHorpadii (2.2.24 AdY*, EP*)-
** «Bu3HayeHHs igeHTudikaii
NpoBOAATb Ha cepeAHili NpoGi»;
4ns metoay PomaHiBCbKoi
cnekTpomMeTpii (2.2.48)
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

OOY*EP*- *** «[lonycKaeTbCA
BM3HAYeHHS igeHTudikaui
KOXHOr0O TapHOro micus». 3MiHn
| TMny - 3MiHK 3 AKocTi. ADI.
KoHTponb A®I. 3miHa y
napameTpax crneuudikauiii
Ta/abo [onyCcTUMNX MEX,
BM3HAYEHNX Yy cneundikauisx Ha
A®I, ab60 BMXigHWIA/NPOMDKHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYIOTBCS Y NPOLEC
BUpO6HULUTBA AD| (JONOBHEHHSA
cneumdikaLii HOBUM NMOKa3HUKOM
SIKOCTi Ta BigNoOBIigHNM MeToA0M
BUNPOOYBaHHSA) - AONOBHEHHS
cneumdikauii BXigHOro
KOHTPO/IIO Ail040i peYOBUHN
KeToponaky TpomMeTamon
BMpo6HuuTBa VASUDHA
PHARMA CHEM LIMITED, Ingis
Ta DR. REDDY'S
LABORATORIES LIMITED,
IHAiS HOBUM MOKA3HWMKOM SIKOCTi
«MikpobionoriyHa uncrota» 3
KpUTEPIAMM NPUIAHATHOCTI:
3arasibHe uncno aepobHMX
MikpoopraHismis (TAMC)-10
3KYO/r 3arasibHe uncno
OPPKIKOBUX | MNiceEHEBUX rpubiB
(TYMC) -10 2 KYOIr (4®Y, €EP
2.6.12,2.6.13, 5.1.4). 3MiHn |
TMny - 3MiHK 3 aKocTi. ADI.
KoHTponb A®L. 3MiHa y meTogax
BMNpobysaHHA Ad| abo
BMXiAHOTO
mMartepiany/npomiKHOro
NpoAyKTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA ADI (iHLWi 3MiHU Y
mMeTofax BUNPo6yBaHHSA
(Bkntovaroum 3amiHy abo
[0NoBHeHHs)) A®| abo
BVIXiZHOr0/NMPOMiXHOro
npoaykty) (b.1.6.2. (') 1B)
3MiHa y MeToAax BUNpo6yBaHHSA
[it040i pevoBUHM KETOpOaKy
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
TpomMeTamos BUPO6HMLTBA
VASUDHA PHARMA CHEM
LIMITED, IHgjsa 3a NoKa3HUKOM
Aomitkm N-
Hitpozogubytunaminy (NDBA)
(meTopg 2.2.29 AdY, ED)
18. | AMOKCUKNA | Amoxicillin | amokeuy, | JOICR | nopoLuok ans CaHpo3 CnoseHi CaHpo3 M'M6X - AscTpis BHECEHHS 3MiH 0 3a UA/15213/01/01
B® 2S and beta- VniH (y 02 opasibHOT cycneHaii dapmacb A Brpo6Huya peecTpauiiHnux matepianis: peyenmom
lactamase | chopmi (400 mr/57 MrB 5 oTiKan3 OinbHUUA 3MiHY | TMNY - 3MiHK 3 AKOCTI.
inhibitor amoKcuL, mn); no 5,70 r (35 Aa.4. AHTUIHDEKLIAHI CeptudpikaT BignosigHocTi/l E-
UNiHY mMn)abono11,0r N3 Ta XimiyHi cepTudikaT BignoBigHOCTI
Tpurigpa (70 mn) nopoLuky y Onepauii KyHanb €Bponeiicbkili
Ty) i dnakoHi; no 1 (AIXO N3 thapmakonei/MoHorpadii.
KMcnoTta dhnakoHy pa3om 3 KyHanb), ABCTpis MogaHHsA HoBOroO abo
Knaeyna MIpHOIO JTOXKOI ab0o OHOBJIEHOrO cepTudikaTa
HoBa (y MIpHUM WApULEM Y BiANOBIAHOCTI ab0 BU/TyUYEHHS
chopmi KapTOHHI Kopo6Lyi cepTudpikaTa BiANoOBIQHOCTI
Kanito €Bponelicbkiin hapmakonei: ans
Knasyna A®I; onsa BuxigHoro
HaTy) mMarepiany/peareHTy/npomMikHOro
NPOAYKTY, WO
BUKOPVCTOBYHOTHCS Y
BMPOGHULTBI A®I; ons
[0MNOMDKHOT peyoBUHU
(cepTudoikaT BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHOBNEHWi cepTudikaT Big yxe
3aTBEPIXEHOr0 BUPOOHUKA -
nofaHHA OHOBIEHOTO
cepTuguikaty BiAnoBIAHOCTI
€sponelicbkin dhapmakonei CEP
2023-277-Rev 01 Big,
3aTBEPAKEHOI0 BUPOOHMKA
Sandoz GmbH, Kundl, AT
[il040T PEYOBVHY aMOKCULAMIHY
TpurigpaTty (3aTBepgxeHo: CEP
2023-277-Rev 00;
3anpornoHosaHo: CEP 2023-277-
Rev 01).
19. | AHANBIOAE | dexketopr | gekckeT | MO1A | po3uumH ANs iH'eKUi TOB Nartsiiic Crepun-[hxeH IHAis BHECEHHS 3MiH 40 3a UA/19104/01/01
KC ofen onpodpe | E17 25 Mmr/mnno 2 mn B «IHPAPM bka Naiicp CaiieHcn3 peecTpauiiHix matepiasis: peyenmom
H (Y amnyni, no 5 amnyn A Pecnybn (m nTg 3miHa 3asBHuka 13 (MIBIM)
dopmi Y KOHTYpHIiA TpengiHr» iKa (BnacHvika peecTpadiiHoro
LeKckeT ynakosui, no 1 nocBifYeHHs) (3rigHo Hakasy
onpodpe KOHTYPHIli ynakoBLj MO3 Big 23.07.2015 Ne 460):

Hy

Y KapTOHHIli Kopobui

TepMiH BBE[IEHHS 3MiH -
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6e3nekn/edeKTUBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs
ab0 3MiHM [0 y3ara/ibHeHUX
[aHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHux npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiICHEHHA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YMOBHOBaXeEHOT 0cobY,
BiNOBIAaAbHOI 3a 3iICHEHHS
thapmakoHarnagy (Bkiouyarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
PO3MiLLEeHHI MacTep-thaiina
cuctemu chapmakoHarnsgy)
3MiHa ynoBHOBaXXeHOi 0cobu
3a8BHVKa, BiANOBIAA/ILHOI 3a
hapmakoHarnag,. ditoua
pefakuis: JokTop XapikeLu
[Ly6eii. MponoHoBaHa pefakuis:
MoniHa Amato. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0COobY,
BignoBigasibHOI 3a
hapMakoHarnag. 3miHa
KOHTaKTHOI 0CO6U 3asiBHUKA,
BignoBigasibHOI 3a
hapMakoHarnsag B YkpaiHi.
[itoua pegakuis: 1BaHNLbKNI
AHApii.
MponoHoBaHa peaakuis:
Minienko Mapis BaneHTuHiBHa.
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6U 3asiBHUKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg, B Ykpaii.
3MiHa MicLs 3AiiCHEHHS
OCHOBHOI f1iifIbHOCTI 3

Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
TpomeTa npoTArom 6 micAuis nicns
Mony) 3aTBEPMKEHHS. 3MiHu | Tuny -
3MiHV Wwoao
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
hapmakoHarnsagy. 3miHa
MiCLIe3HaxXO[pKeHHs1 macTep-
thaiina cuctemu
hapmakoHarnsgy Ta iioro
Homepa. 3MiHn | Tuny - 3MiHK
wopo 6e3sneku/edpekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn)
3MiHN BHECEHI B TEKCT
MapKyBaHHS BTOPUHHOT i
NepBUHHOT YNakoBOK
nikapcbKoro 3acoby, a came:
BUAAIEHHA N10rOTUMY Ta
BHECEHHS peAakLiiiHoi npaBkm
LLOAI0 HAMMUCaHHS <LITPUXKOAY>.
TepMiH BBEAEHHS 3MiH -
npotsArom 6 micAuis nicns
3aTBEPAKEHHS.
20. | AHTUDNY® paracetam | napauet | NO2B NOPOLLOK A/1A TOB YkpaiHa MepBuHHA Ta CWA BHECEHHS 3MiH 0 6e3 UA/4910/02/01
ol amon E51 OpasIbHOro PO34nHY "Bainep" BTOPVHHA peecTpauiiHnx matepianis: peyenma
combinatio | (auetami no 17 r y nakerti; no ynakoBka, [03Bin 3MiHu | TMNY - 3MiHKU 3 SKOCTI.
ns excl. HOGDEH), 5 nakeTiB y Ha BUMYCK cepii: [oTOBWIA Nnikapcbkunii 3aci6.
psycholept | ceHine KapTOHHI KOpOOL; KoHTpakT Cuctema
ics hpuHy Papmakan KOHTeliHep/3aKynopoBasibHWi
rigpoxno KopnopeiiH, 3aci6. 3miHa napameTpis
pua, CLA; crneundikauii Ta/abo
xnopde Brpo6HMLTBO in [ONYCTUMUX MEX NEPBUHHOI
HipamiHy bulk: KoHTpakT yNaKkoBKU FOTOBOrO /iKapCbKoro
Manear dapmakas 3ac006y (iHLi 3MiHWN) BHECEHHS
KopnopefiwH, 3MiH B p. 3.2.P.7 Cuctema
CLA KOHTelHep/ 3aKynoprBasbHuiA

3acib, a came 3MiHW B KpUTEPIAX
NPUIAHATHOCTI cneumdikauii
nakyBaHHS FOTOBOrO NPOAYKTY
(Specification of Laminate
Pouch). BHeceHO He3HauHi
pefakLiiiHi 3MiHW, BKHOYHO 3
BMAAIEHHSIM KOZAIB MaTtepianis
KOHCTPYKLT, 1106 403BO/UTK
BUKOPVCTaHHA NakyBaslbHUX
MaTepianis 3 iHLWMMW KOgaMK,
SIKLO BOHM BiAMNOBiga0Th
crneundikaLii; BHECEHO TEXHIUHI
peaakuivini 3MiHu. 3MiHn | Tuny -
3MiHu 3 aKocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
3aci6. 3miHa napameTpis
cneuudikauin Ta/abo
O0MyCTUMUX MEX NEPBUHHOT
yNakoBKN rOTOBOrO NiKapCbKoro
3ac00y (BUyYEHHSI HE3HAYHOTO
nokasHuka (Hanpukniag,
3acTapifioro nokasHuka))
BHECEHHS 3MiH B po3gini 3.2.P.7
Cucrema
KOHTelHep/3aKynopoBasibHUi
3acib, a came 3MiHW B KpUTEPIAX
NPUIAHATHOCTI cneumdikauii
nakyBaHHS FOTOBOrO NPOAYKTY
(Specification of Laminate
Pouch).
21. | AHTUDPNY® paracetam | auetami | NO2B NOPOLLIOK ANA TOB YkpaiHa nepBuHHa Ta CLIA BHECEHHS 3MiH 0 6es UA/8974/01/01
Kiac ol, HOdheH, E51 0pa/IbHOTO PO3UUHY; "Baiep"” BTOPUHHA peecTpauiiHnx maTepianis: peyenma
combinatio | ackop6iH no 12 r nopoLuky y yrnakoBKa, 3MiHY | TMNY - 3MiHW 3 AKOCTI.
ns excl. oBa naketi 3 nanepy, KOHTPO/Ib SKOCTI, [oTOBWIA Nikapcbknit 3aci6.
psycholept | kucnorta, namMiHOBaHOro [03BI/T HAa BUMYCK Cunctema
ics xnopce antoMiHiEBOIO cepii: KoHTpakT KOHTeliHep/3aKynoproBasibHWi
HipamiHy donbrowo Ta dapmakan 3aci6. 3miHa napameTpis
Manear nonietuneHom; no 5 KopnopefiwH, cneuudikauin Ta/abo
nakeTiB B KAPTOHHIlA CLA; O0MYyCTUMUX MEX NEPBUHHOT
Kopoo6Li BVMPOGHMLTBO in yNakoBKM rOTOBOrO NikapCbKoro
bulk: 3aco6y (iHWi 3MiHK)- 3MiHK B
KoHTpakT KpUTEPIAX NPUAHATHOCTI
dapmakas cneumdikauii nakysaHHs
KopnopeiiLuH, roToBOro NpoAykTy. BHeceHo
CLWA He3HauHi pefakLiliHi 3MiHu,

BK/IIOYHO 3 BUJAIEHHAM KOAiB
Marepianis KOHCTPYKL;T, 06
[03BONINTN BUKOPUCTaHHSA
nakyBaslbHUX MaTepianis 3
iHWMMW KOJamMK, SKLLO BOHU
BignosigaTb cnewundikadir.
TakoX BK/HOYAE TEXHIYHI
pepakuiiHi 3MiHu. 3MiHn | Tuny -
3MiHK 3 sKoCTi. FOTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa napameTpis
cneuudikauin Ta/abo
OONYyCTUMUX MEX NEPBUHHOT
yNakoBKM rOTOBOTO NiKapCbKOro
3aco6y (BW/IYyYEHHs1 HE3HAYHOTO
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
nokasHuka (Hanpuknag
3aCcTapifioro NokasHKka)) - 3miHn
B KpUTEPIsiX MPUAHATHOCTI
cneumdikaLii naKkysaHHs
roTOBOro NPoAykTy. Byno
3anpoBapkKeHo fianas3oHu, a
HecyTTeBI aTpnbyTn
cneyudikayii BuganeHo,
30Kpema MiLHICTb
TEepMO3BapoBaHHs, fka He
BMMaraeTbcs K peecTpaujinHa
iHhopmauisi.
22. | AMIBAPTPOH - CraHgap | MO2A | ma3b; no 20 r abo no | Maccayep | Himeuun Bunyck cepii: Himeuun BHECEHHS 3MiH 0 6es UA/8595/01/01
® Tm3oBaH | X10 30r,abono 50T, dapma Ha Maccayep ®apma Ha peecTpauiiHnux maTepianis: peyenma
a a6o no 100 r y Ty6i; m6X 'M6X, HimeuyunHa,; 3MiHY | TMNY - 3MiHK 3 AKOCTI.
6mK0NN no 1 Ty6i B Brpo6HMUTBO in [oTOBWIA Nikapcbknit 3aci6.
Ha KapTOHHI Kopo6Lyi bulk, nepeunHHe Cunctema
oTpyTa, nakyBaHHsl, KOHTelHep/3aKynoploBasTbHUi
meTunica BTOPUHHE 3aci6. 3MiHa y NepBuHHIN
niyunar, nakyBaHHS, yNakoBL{i FOTOBOTrO NikapCbKOro
aninisoti KOHTPO/1b SAKOCTI: 3ac006y (SKICHWIA Ta KiflbKicHUIA
oujaHar Nixtenxenbar cknag) - M’'saki Ta HeCTepunbHi
6X piaki nikapcbki hopmm -
dapmaueBTuyHa BBefeHHS 3MiHU y 3B'A3KY 3
thabpuka, NOSBOI0 HOBOIO 30BHILLHLOTO
HimeuunHa MOKPUTTS, WO NigXoANTb ANS
aNOMIHIEBUX TY6 Ta MOXe
3aCTOCOBYBaTUCH NpU
BMPOGHULITBI NPOAYKTY.
23. | APFOCYNb® | sulfathiazo | cynbtpar | DO6B Kpem, 20 mr/r; no 15 TOB YkpaiHa Papmsasof, MonbLa BHECEHHS 3MiH 0 6e3 UA/1031/01/01
AH® le iazon A02 ra6o 40 ry Ty6i; no «BAYLL Enbtha A.T. peecTpavuinHMx maTepianis: peyenma
cpibna 1 Ty6i B KAPTOHHiIl XENC» 3MiHu | TUNY - 3MiHK LWoAao

KopoobLi

6e3nekun/edekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHM [0 y3araslbHEHNX
[aHux nNpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHux npo
cuctemy hapmakoHarnsagy,
3MiHa yNoBHOBaXXeHOI 0cobw,
BignoBiAabHOI 3a 3AjACHEHHS
hapmakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3aABHUKa A1 3AiICHEHHSA
hapmakoHarnsagy B YkpaiHi,
SIKLLIO BOHA BigMiHHa Bif,
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

YNOBHOBaXEHOI 0CcobY,
BiANoBiAa/IbHOI 32 3[jACHEHHS
hapmakoHarnagy (Bkiroyaroum
KOHTaKTHi fiaHi) Ta/abo 3MiHn y

pO3MilLeHHi MacTep-chaiina
cuctemu chapmakoHarniagy).
3MiHa MiCL,e3HaxXoMKeHHS
mMacTep-aiina cucremm
hapmakoHarnsagy. 3miHa micus
3[jl/iCHEHHSI OCHOBHOI AifANIbHOCTI
3 (hapmakoHarnagy.

24,

APTE/IAK®

hypromell
ose

rinpome
nosa

SO01XA
20

Kpanni O4Hi, po3ynH
3,2 mr/mn no 10 mn
y chnakoHi 3
KpanenbHuueto; no 1
nakoHy 3
KpanenbHuLelo B
KapTOHHI Kopo6Lyi

TOB
«BAYL
XEJIC»

YkpaiHa

Op. l'epxapg MaHH
Xewm.-chapm.
Pabpuk MM6X

Himeyun
Ha

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3miHu | TYny - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta

thapmakoHarnsgy. BeegeHHs
ab60 3miHU [0 y3arasibHeHNX
[aHuxX nNpo cuctemy
hapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX faHux npo
cuctemy hapmakoHarnsagy,
3MiHa yNOBHOBaXXEHOI 0cobw,
BiANoBiAa/IbHOI 3a 3AjACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKA 419 34iICHEHHS
thapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHa Bif,
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapMakoHarnsgy (Bkirovaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHi MacTep-thaiina
cuctemun chapmakoHarangy).
3MiHa MicLLe3HaX0mKEHHS
macTep-chaiina cuctemm
hapmakoHarnsgy. 3miHa micus
3[iiCHEHHS OCHOBHOI AisiNTIbHOCTI
3 (hapmakoHarnagy.

6e3
peyenma

UA/6038/01/01

25.

ATEHO/ON -
310POB'SA

atenolol

aTeHono
n

CO7A
BO3

Tabnetku, no 50 wr,
no 10 TabneTtok y
6nictepi; no 2
6nictepn y
KapTOHHI kopobuy;
no 10 TabneTok y
6nicTepi

TOBAPUC
TBO 3
OBMEXE
HOO
BIAMOBIA,
AJTLHICT
to

YkpaiHa

TOBAPUCTBO 3
OBMEXXEHOIO
BIAMOBIOANBHI
CTHO
«KOPIMOPALIA
«3[00POB’'A»

Ykpaina

BHECEHHS 3MiH 40
peecTpauiiHnx matepianis:
3MiHu | TMNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknit 3aci6.
3MiHM Yy BUPOBGHMLTBI. 3MiHa
po3Mipy cepii (BkHo4Yaoun
AianasoH po3mipy cepii)

3a
peyenmom

UA/6065/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

«KOPINOP
ALIA
«300P0OB
"A»

roTOBOrO JliKapCbKOro 3acoby
(3meHweHHs o 10 pasiB) -
BBe/leHHS 0AATKOBOr0 Po3mipy
cepii npenaparty Ans ynakoBku
no 10 TabneTok y 6nictepi; no 2
6nicTepun y KapTOHHIli KOpoo6Li
uexy N3 fitova pegakuis - uex
'N3 Po3mip cepii cknagae:
24,825 tuc. yn. Ne 20 (10x2) y
6nictepax B kopobLi abo 49,650
Tuc. yn. Ne 10 y 6nictepax
(89,370 kr) 40,00 Tunc. yn. Ne 20
(10x2) y 6nicTepax B KOpoobLi
a60 80,00 Tmc. yn. Ne 10y
6nictepax (144,000 kr) uex MNo
Po3awmip cepii cknagae: 40,00
Tuc. yn. Ne 20 (10x2) y
6nictepax B kopobui abo 80,00
Tnc. yn. Ne 10 y 6nictepax
(144,000 «r) - NponoHoBaHa
pepakuis - uex N3 Po3wmip cepii
cknagae: 24,825 tuc. yn. Ne 20
(10x2) y 6nicTepax B KOpoo6Li
a60 49,650 Tnc. yn. Ne 10 y
6nictepax (89,370 kr) 40,00 Tuc.
yn. Ne 20 (10x2) y 6nictepax B
Kopo6ui a6o 80,00 Tuc. yn. Ne 10
y bnictepax (144,000 kr) 16,027
Tuc. yn. Ne 20 (10x2) y
6nicTepax B kopo6ui (57,700 «kr)
uex Mo Po3wmip cepii cknagae:
40,00 Tuc. yn. Ne 20 (10x2) y
6nictepax B kopobui abo 80,00
Tnc. yn. Ne 10 y 6nictepax
(144,000 «r)

26.

AYITMEHTUH

amoxicillin
and beta-
lactamase
inhibitor

amokcuL,
nAiH (y
chopmi
amokcuL,
NAiHY
Tpurigpa
TY) i
Kucnota
Knasyna
HoBa (y

dopmi

JO1CR
02

NopoLLOK AN
OpaUibHOI CyCcneHsil,
400 mr/57 mr B 5 mn;
1 chnakoH 3
NnopoLLKOM ANns
npuroTyBaHHs 70 mMn
cycneHsii y
dhnakoHax 3
npo30poro ckna 3
MeTaneBoo
KPULLIKOHO, LU0

nakcoCmi
TKNsiiH
EkcnopTt
NimiTen

Benuka
Bputai
a

CMITKNsiiiH Bivem
PapmacbloTuKaic,
Benuka BpuTaHis;
Inakco Bennkom
MpoaakLuH,
®paHuisa

Benuka
BpuTai
al
®paHuin

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHu | TMNY - 3MiHKU 3 SKOCTI.
CepTtudoikat BignosigHocTi/lE-
cepTtudikaT BigNoBigHOCTI
€Bponeiicbkili
thapmakonei/MmoHorpadii.
MopaHHsA HOBOro abo
OHOBJ/IEHOTO cepTudikata
BiAnoBiAHOCTI ab0 BU/TyYEHHS
cepTucpikaTa BiANOBIAHOCTI

3a
peyenmom

UA/0987/05/02
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HS** 20
mosaHa HU nocsioYyeHHs1
Hassa*
Kaunito 3arBuMHYyeTHCA (3 €Bponelicbkili hapmakonei: ans
Knasyna KOHTPO/IEM MEepLLOro A®I; ansa BuxigHOro
Haty) BigKPUTTSA i MaTtepiany/peareHTy/npoMiKHOro
noniMepHoo NpoaykKTy, Lo
N/1iBKOIO, LU0 BUKOPVCTOBYHOTBCS Y
MiCTUTbCA BUPOGHULTBI ADI; Ans
BCepeauHi) pasom 3 L0MNOMDKHOT peYOBUHU
L,03YI0UMM LUMPULOM (cepTudpikaT BigMOBIAHOCTI
a6o MipHUM €Bponeiicbkili hapmakonei) -
KOBMa4kom, abo HoBwuii cepTudpikat Bif HOBOro
MipHOIO JTOXKOHO, BMPOGHMKa (3amiHa abo
NOMIiLLEHWI B [0MOBHEHHSA) MoAaHHs HOBOro
KapTOHHY KOPOOKY cepTucpikaTa BiANOBIAHOCTI
ab0 3 KpULLKOIO i3 €Bponevicbkiin dhapmakonei Ne
3aX1CTOM Bif, CEP 2019-244 - Rev 02 gna AdI
BIAKPUTTA 4iTbMK AMOKCULMNIHY TpurigpaTy Big,
pasom 3 [03YIUnMm HOBOrO &/IbTEPHATUBHOIO
wnpuom abo BUpo6HMKa Sinopharm Weigida
MipPHOIO JTOXKOIO, Pharmaceutical Co., Ltd, China.
nomiLeHn B
KapTOHHY KOpPOGKY
27. | AYTMEHTUH | amoxicillin | amokcuy, | JOICR | nopowlok gns FnakcoCwmi | Benwuka CmIiTKNsiH Bivem Benvka BHECEHHS 3MiH 0 3a UA/0987/05/01
and beta- VniH (y 02 opasibHOT cycneHaii TKnsiH BputaHi | ®apmacbloTukanc, | Bputani peecTpauiiHnux maTepianis: peyenmom
lactamase | chopmi (200 mr/28,5 mr B 5 Ekcnopt a Benvka BputaHis; al 3MiHY | TMNY - 3MiHK 3 AKOCTI.
inhibitor amoKcuL, mn); 1 donakoH 3 Niviten "nakco Bennkom ®paHuis CeptudpikaT BignosigHocTi/l E-
UNiHY NopoLLKOM ANns MpopakLuH, cepTudikaT BignoBigHOCTI
Tpurigpa npurotyBaHHs 70 Mn PpaHuis €Bponeiicbkili
Ty) i cycnexsii 3 MipHUM thapmakonei/mMoHorpadii.
Kucnota KOBMa4ykoM, abo MopaHHA HoBoro abo
Knasyna [03YH04NM OHOB/IEHOro cepTudikara
HoBa (y wnpuuem, abo 3 BiANOBIAHOCTI ab0 BU/TyUYEHHS
chopmi MipHOIO JTOXXEUKOIO, cepTudpikaTa BiANoOBIAHOCTI
Kanito B KapTOHHI1 kopobui €Bponelicbkiin hapmakonei: ans
Knasyna ab0 3 KPULLIKOHO i3 A®I; onsa BuxigHoro
HaTy) 3aXMUCTOM Bif Marepiany/peareHTy/npomMikHOro

BiAKPUTTA AiTbMU
pasom 3 [03ylUnMm
wnpuuom abo
MIpHOIO JTOXKOI0, B
KapTOHHI Kopo6Lyi

NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y
BMPOGHULTBI A®I; ons
[0MNOMDKHOT peyoBUHU
(cepTudoikaT BiANOBIAHOCTI
€poneiicbkili hapmakonei) -
HoBwuii cepTudpikat Bif HOBOro
BMPO6GHMKa (3amiHa abo
[OMOBHEHHS)
MopaHHA HOBOrO cepTudikaTa
BiANOBIAHOCTI €BpONeChKii
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
hapmakonei Ne CEP 2019-244 -
Rev 02 gna A®l Amokenuuniny
TpurigpaTy Bif HOBOro
aNbTepHaTUBHOIO BMPOGHMKA
Sinopharm Weigida
Pharmaceutical Co., Ltd, China.
28. | AYTMEHTUH | amoxicillin | amokcuy, | JOICR | nopowlok gns FnakcoCwmi | Benwuka CmIiTKNsiH Bivem Benvka BHECEHHS 3MiH 0 3a UA/0987/04/01
ES and beta- VniH (y 02 0OpasibHOT CyCneHsil, TKnsiH BputaHi | ®apmacbloTukanc, | Bputani peecTpauiiHnux matepianis: peyenmom
lactamase | chopmi 600 mr/42,9 mr/5 mn; Ekcnopt a Benvka BputaHis; al 3MiHY | TMNY - 3MiHK 3 AKOCTI.
inhibitor amoKcuL, 1 chnakoH 3 Niviten "nakco Bennkom ®paHuis CeptudpikaT BignosigHocTi/l E-
UNiHY MOPOLLKOM 3 MpopakLuH, cepTudikaT BignoBigHOCTI
Tpurigpa antoMiHiEBOIO PpaHuis €Bponeiicbkili
Ty) i KPWLLIEYKOIO, LLIO thapmakonei/MoHorpadii.
Kucnota HaKpy4yeTbCs MopaHHA HoBoro abo
Knaeyna (MicTnTb BCepeauHi OHOBJIEHOrO cepTudikaTa
HoBa (y nonimepHy BiANOBIAHOCTI ab0 BU/TyUYEHHS
chopmi (nonisiHiNxnopuaHy cepTudpikaTa BiANoOBIQHOCTI
Kanito a6o nonionegiHoBy) €Bponelicbkiin hapmakonei: ans
Knaeyna nnieky), 3 Adl; gns BuxigHoro
HaTy) KOHTPO/IEM NEpLLOro mMarepiany/peareHTy/npomMikHOro
BigKpuTTa abo 3 NPOAYKTY, L0
naacTMKoBOO BMKOPUCTOBYHOTbCS Y
KPULLIKOHO i3 BMPOGHULTBI A®I; ons
3aXMCTOM Bif, [OMOMIXHOI PEYOBWHM
BiAKPUTTA AiTbMM TA (cepTuddikaT BiANOBIAHOCTI
nnacTKoBOO €Bponeiicbkili hapmakonei) -
MIpPHOIO JTOXKOHO 3 HoBwuii cepTudpikat Bif HOBOro
nosHaykamu 2,5 mn BMpO6HUMKa (3amiHa abo
Ta 5 M1, y KapTOHHIl [OMOBHEHHS)
KopooLi MopaHHA HOBOrO cepTudikaTa
BiANOBIAHOCTI EBpPONENCHKIi
thapmakonei Ne CEP 2019-244 -
Rev 02 ana A®l AMOKCULWAIHY
TpurigpaTy Big HOBOro
a/IbTEPHATNBHOIO BUPOBHMKaA
Sinopharm Weigida
Pharmaceutical Co., Ltd, China.
29. | AYKCUNEH® dexketopr [eKckeT MO1A PO3YMH ANS iH'EKLN, AT Nartsia BCi cTagii Cnosauy BHECEHHSA 3MiH 40 3a UA/17119/01/01
ofen onpocpe | E17 50 mr/2 mn, no 2 mn "Kanuekc" BMPOBHMYOrO nHa/ peecTpavuiiHux maTepianis: peuenmom
H(y B amnyni; no 5 npovecy, Kpim NaTB.is 3MiHu | TNy - 3MiHn Wwoao
BUrNALJ amnyn B KOHTYPHii BUNYCKY cepii: 6e3nekn/edeKTUBHOCTI Ta
[eKckeT YapyHKOBIli ynakoBLj XBM ®apma hapmakoHarnsgy. BeefeHHs
onpodpe (niggoHi); no 1 c.p.o., a60 3MiHM [0 y3arasibHeHNX
HY KOHTYPHIli CnoBayyunHa; [JaHux npo cuctemy
TpomeTa YapyHKOBIli ynakoBLj BMPOGHUK, SIKWiA thapmakoHarnagy (BBefeHHs

Mony)

(nigAoHy) B nayui 3

Bignosigae 3a

y3arasibHeHUX faHNX nNpo
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
KapTOHY KOHTpONb cucTemy chapmakoHarnsgy,
cepii/sunpobyBaHH 3MiHa yNOBHOBaXEHOI 0cobu,
A BiANOBIAA/ILHOI 3a 34iiCHEHHS
AT "IpiHgekc", hapmakoHarnsgy; KOHTakTHol
Natsis; ocobu 3 hapmakoHarnisgy
BUPOGHWK, AKuii 3asBHUKA AN 34iICHEHHS
Bignosigae 3a thapmakoHarnagy B Ykpaii,
BMNYCK Cepil: SKLLO BOHA BigMiHHA Bifg,
AT "Kanuekc", YMNOBHOBaXEHOT 0co6M,
Nartsis BiZiNOBIAANbHOI 3a 34iACHEHHS
thapmakoHarnagy (Bko4yatum
KOHTaKTHI flaHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-thaiina
cucTemu chapmakoHarnsgy)
3MiHa yNnoBHOBaXXeHOI 0cobu
3asBHVKa, BigNoBigabHOT 3a
thapmakoHarnag.
[Oitoua pepakuin: Mapist bpiege /
Marija Briede. MNponoHoBaHa
pepakuis: ApiHa bobposiua /
Arina Bobrovica. 3miHa
KOHTaKTHUX AaHnX
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
dhapmakoHarnag.
30. | Adny - Aconitu - po3uuH ans [Op. Taiicc | Himeuun [Op. Taiicc Himeuun BHECEHHS 3MiH g0 6e3 UA/6805/01/01
TAINCC m opasibHoro Harypsap Ha HaTypsapeH Mv6X Ha peecTpavuiiHux maTepianis: peyenma
napellus 3acTocyBaHHs no 30 eH 'm6X 3MiHu | TMNY - 3MiHK 3 AKOCTI.
D6, M abo no 50 mny A®I. KoHTponb A®l. 3miHa y
Baptisia hnakoHi- napameTpax crneuudikauiii
tinctoria KpanenbHuui; no 1 Ta/abo fonycTMMUNX MEX,
D4, dhnakoHy- BM3HAYEHNX Y cneundikauisx Ha
Eupatori KpanesibHULji B A®I, ab60 BUXigHWIA/NPOMIKHWIA
um KapTOHHI KOpo6Lyi npoaykT/peareHT, Wwo
perfoliat BMKOPUCTOBYIOTbCS Y NPOLLEC
um D4, BUPOGHMLTBA AD| (3BYXKEHHS
Ferrum [OMYCTUMUX MEX, BU3HAYEHUX Y
phospho cneuudikauii) - 3By>EHHS
ricum [OMYyCTUMUX MEX 3a NOKa3HWKOM
D8, «MikpobionoriyHa uncrota» gns
Gelsemi mother tincture Baptisia tinctoria
um BIAMNOBIAHO A0 YMHHOI
semperv MoHorpadii €sp. Papm. 5.1.4
irens D6 Mikpob6ionoriyHa unctota

HeCTepPUIbHUX NIKAPCbKNX
3aco6iB Ta cybcTaHuii ans
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

hapmaLeBTUYHOIO
3acTocyBaHHs. BignosigHo
afanToBaHi MeToAW KOHTPOI0
[o €Bp. Papm. 2.6.12. Takox A0
cneuudikauii mother tincture
[0AaHO TpU BUHOCKU. [lo
moayns 3.2.S.4.1 Cneuucpikauis
JopaHa cneuudikauis NpoTArom
TepMiHy
npuAAaTHOCTI/NOBTOPHOrO
TecTyBaHHA mother tincture.
3MiHY | TUNY - 3MiHK 3 AKOCTI.
A®I. KoHTponb APl. 3miHa y
napameTpax cneuudikaui
Ta/abo AoNyCTUMUX MEX,
BM3HAYEHUX Y cneundikauisx Ha
A®I, abo BMXigHWIA/NPOMDKHWIA
NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NpOLLeCi
BMPOGHMLTBA AD| (4ONOBHEHHS
cneuuaqikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BiAMNOBIAHUM METOA0M
BMMNPOGYBaHHS) JONOBHEHHS
cneuundikauii starting material
Baptisia tinctoria napameTtpom
"CTOpOoHHI gomiwkun” (Foreign
matter) meTog €Bp. Papm. 2.8.2
3 KPUTEPIEM NPUAHATHOCTI
«MakcumMyM 5 %». 3MiHn | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb
A®l. 3miHa y napameTpax
cneuudikauin Ta/abo
[0MYyCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisx Ha Adl, abo
BVIXiAHWI/MPOMIKXHWIA
NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCS Y NpoLLeCi
BMPOGHMLTBA AD| (4ONOBHEHHS
cneuuaqikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifMNOBIAHUM METOA0M
BMMNPOGYBaHHS) JONOBHEHHS
cneuundikauii starting material
Baptisia tinctoria napameTtpom
"CBiXIiCTb" 3 KpUTEpPIEM
NPUIAHATHOCTI (YCi YacTUHN
pPOCAVHU CBiXi, 6€3 3iB'annx abo
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
MEPTBUX YaCTWH) METOA;:

BizyanbHuii. 3MiHu | TUny -
3MiHu 3 aKocTi. A®Il. KoHTponb
A®l. 3miHa y napameTpax
cneuudikauin Ta/abo
[0MYyCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisx Ha Adl, abo
BVIXiAHWI/MPOMIKXHWIA
NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCS Y NpoLLeCi
BMPOGHMLTBA AD| (4ONOBHEHHS
cneuuaqikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifMNOBIAHUM METOA0M
BMMNPOGYBaHHS) JONOBHEHHS
cneuundikauii starting material
Baptisia tinctoria napameTtpom
"BTpaTa B Maci npu
BUCYLLYBaHHI" (MeTo €Bp.
dapm. 2.2.32), kputepiii
NPUAHATHOCTI: «BU3HAYaETbCA
(3a3Bnyaii MeHLe 60 %
BOJIOrOCTI) 3 MPUMITKO: «SKLLO
CBiXY pOC/IMHY 06p0o6NsATb
ni3Hilwe Hix yepes 24 roanHu
nicnsa 36opy Bpoxato,
BMNPOGYBaHHSA HEOOXIAHO
NPOBECTU A0 NOAPIGHEHHS».
3MiHu | TURY - 3MiHK 3 SKOCTI.
A®I. KoHTponb A®l. 3miHa y
MeTofax BunpobyBaHHsa AdI
ab6o BuxigHoro
mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, Lo
BVIKOPWCTOBYETLCS Y NpoLieci
BMPO6HMLTBA AD| (HE3HAYHI
3MiHW Y 3aTBEpAKEHUX METoAAX
BMNpobyBaHHA) 3MiHa MeToay
Ans napameTtpa «3anax» B
cneuudikavii KiHLeBoro
po3BefeHHs Baptisia tinctoria i3
«CEHCOPHWIA» Ha MeTop,
BiAMNOBIAHO A0 YMHHOI
MoHorpadii Ph. Eur., 2.3.4 a6o
GHP, H 2.2.1. 3aTBepaxeHo:
MapameTp: 3anax
Cneuucpikauis: K eTaHon
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

MeToz: ceHcopHuii
3anponoHosaHo: MapameTp:
3anax Cneuudikauis: sk eTaHon
MeToa: GHP, H 2.2.1 a6o Ph.
Eur., 2.3.4. 3miHu | TNy - 3MiHK
3 AkocTi. CepTudikar
BignosigHocTi/IE-cepTudikart
BiANOBIAHOCTI EBPONECHKIi
thapmakonei/MoHorpadii. 3miHn,
noB'sAA3aHi 3 HEOOXIiAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii AdPY abo
€Bponeiicbkoi thapmakonei, abo
iHLIOT HauioHasIbHOI dhapmakonel
nepxasun €C (3miHa y
cneuudikawii
HedhapmakoneiiHoro A®l ans
npuBeAeHHs y BiANOBIAHICTb J0
BumMor dY abo €BponeiicbKoi
thapmakonei, abo iHLOoi
HauioHas1bHOT hapmakonet
fepxasn €C) - AdD| - aganTauis
cneundikauii starting material Ta
mother tincture BignosigHo Ao
UYMHHOI MOHOrpadii Baptisia
tinctoria HAB 2019.

31.

AUWVKNOBIP

aciclovir

auukoB
ip

MOPOLLIOK
KpuctanivyHmim
(cybeTaHuis) y
noAgiiHnx
nonieTuneHoBNX
Millkax gns
BUPOGHMLTBA
HeCTepUbHUX
nikapcbkux hopm

BE3
Papmaxem
4.0.0.

Xopsari
A

Marpikc
dapmakopn
MpiBart JlimiTeq,

IHAis

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHu | TMNY - 3MiHKU 3 SKOCTI.
CepTtudoikat BignosigHocTi/lE-
cepTtudikaT BigNoBigHOCTI
€Bponeiicbkili
thapmakonei/MmoHorpadii.
MopaHHsA HOBOro abo
OHOBJ/IEHOTO cepTudikata
BiAnoBiAHOCTI ab0 BU/TyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ons BuxigHoro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO
BUKOPVCTOBYIOTHCS Y
BUPOGHMLTBI ADI; ans
[0MOMDKHOT PEYOBUHMN
(cepTudpikat BIANOBIAHOCTI

€Bponeiicbkili hapmakonei) -

UA/7707/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
OHoBNEHWIA cepTUdikar Big, yxe
3aTBEPAKEHOIO BUPOOHMKA -
MofaHHA OHOBNEHOrO
cepTuchikaTa BiANOBIAHOCTI
€Bponevicbkiin dhapmakonei Ne
CEP 1998-029 - Rev 11
(3aTBepmxeHo: CEP 1998-029 -
Rev 10; 3anponoHosaHo: CEP
1998-029 - Rev 11). Ak Hacnigok
3MiHa Ha3BW BUPOGHNIKA;
BBE/leHHS1 TepPMiHYy
nepeTecTyBaHHs.
32. | AUL® 100 acetylcyst | auetwnny | RO5C NOPOLLIOK ANA CaHpo3 CnoseHi Bunyck cepii Himeuun BHECEHHS 3MiH 0 6es nionsi2 UA/2030/02/01
eine UCTETH BO1 Opas1bHOro PO34UHY Papmachb a Canotac Papma Ha peecTpauiiHnux maTepianis: peyenma ae
no 100 mr,no 3r oTiKan3 'M6X, HimeuyunHa,; 3MiHu | TUNY - AgMiHICTPaTUBHI
NMOPOLLKY Y Aa.4. 3MiHW. BunyyeHHs BUpoOHUYOI
nakeTuky; no 20 Brpo6HMUTBO in AinbHUUI (BKTHOYAOYM AiNbHUL
nakeTukis y bulk, TecTyBaHHs, ons A®l, NPOMKHOTO NPOAYKTY

KapTOHHI KOpo6Lyi

nakyBaHHs
Ninpochapm M6X,
HimeuunHa

ab0 roToBOro NiKapcbkoro
3acoby, AinbHuULi Ans
NpoBefEeHHs NakyBaHHs,
BMPOGHWKA, BiAMNOBIfa/IbHOTO 3a
BWMYCK Cepiid, MicLe
NpoBeEeHHS KOHTPOIO cepil)
abo noctavasibHVKa BUXIAHOMO
mMarepiany, peareHty abo
[LOMOMDKHOT peYOBUHM (SKLLO
3a3HayeHo y A0CbE). BunyyeHHs
BMPOGHMKa 3aM60H CBiT3enaHg,
Ntp, Wseiiuapis
BiANOBIAa/IbHOIO 3a
BMPO6HULTBO in bulk, nakyBaHHs
Ta TeCTYBaHHSA BUPOGHUKY, L0
3a/IMLWATbCSA BUKOHYHOTb Ti X
OYHKLT WO | BUNYYEHWIA. 3MiHK
BHECEHO A0 IHCTPYKUiT ANns
MEAMYHOI0 3aCTOCYBaHHS
nikapcbKoro 3acoby B po3inu
"BUpo6HMK",
"Micue3HaxoKeHHs BUPOGHMKa
Ta lioro agpeca micus
NPOBaKEHHS AisiNbHOCTI", 3
BIANOBIAHUMY 3MiHaMK A0
TEKCTY MapKyBaHHA BTOPUHHOT
yNakoBKU NiKapcbKoro 3acoby
(nyHkT 11). BBEAEHHS 3MiH
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

npoTArom 6-Tn MicALiB nicns
3aTBEPMKEHHA. SMiHu | Tuny -
3MiHV Wwoao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTu,i
NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUIiT Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigctasi perynspHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
LocnimpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCbKOro
3acoby B nic/speecTpaviiiHmii
nepiog, abo sk pe3ynbTar OLiHKK
3BITY 3 JOCNiAKEHb, NPOBEAEHNX
Bi4NoBIAHO A0 NnaHy
negiarpuyHux gocnigpxers (PIP)
(iHWi 3miHK). 3MiHW BHECEHO A0
IHCTPYKUIT AN MeguyHoro
3aCTOCYBaHHS NikapCbKoro
3acoby B po3ginv "B3aemogis 3
iHLWMMK NiKapcbknMy 3acobamm
Ta iHWi BUAW B3aemopii",
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Oitn", "Mepeno3ysaHHA"
BiAANOBIAHO [0 OHOBMEHOT
iHchopmawuii 3 6e3neku gitoyoi
PEUYOBUHU; TAKOX [0 iIHCTPYKU,T
[ofaHo iHdopmalito npo
3asBHUKa (po3aim "3asBHuK",
"Micue3HaxomKeHHs 3asBHMKA").
BBefeHHs 3MiH NpoTArom 6-Tu
MiCSLB NiCNs 3aTBEPAXKEHHS.
3MiHu | TUNY - AgMiHICTpPaTUBHI
3MiHW. BunyyeHHs BUpOOHUYOI
AinbHUUI (BKTHOYAKOYM AiNbHUL
ons A®l, NPOMKHOTO NPOAYKTY
ab0 roToBOro NiKapcbkoro
3acoby, AinbHuULi Ans
npoBefeHHs NakyBaHHs,
BMPOGHWKA, BiANOBIfa/IbHOTO 3a
BWMYCK Cepiid, MicLe
NpoBeEeHHSA KOHTPOIO cepil)
ab0o noctavasibHvKa BUXiAHOrO
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

mMaTepiany, peareHTy abo
[L0MOMIXHOT peYOBUHU (SIKLLO
3a3HayeHo y J0CbE). BunyyeHHs
BMpO6HUKa Castotac Papma
m6X, HimewunHa
BiANOBIAA/ILHOIO 3a NakyBaHHS,
KOHTPO/b cepii BUPOOHUKN, LLIO
3a/MLWATLCA BUKOHYIOTb Ti X
QOYHKLUT O | BUNYYEHWIA.
3MiHN BHECEHO [0 IHCTPYKLT
[AN19 MeANYHOro 3acToCyBaHHs
nikapcbKoro 3acoby B po3zinu
"BUpo6HMK",
"MicLe3HaxomKeHHs BUPOGHMKa
Ta iloro agpeca micus
NPoBafPKEHHNA AiSNIbHOCTI", 3
BiANOBIAHMMMN 3MiHaMK A0
TEKCTY MapKyBaHHA BTOPUHHOT
yNaKoBKM NiKapCbKoro 3acoby
(nyHkT 11). BBEAEHHS 3MiH
NPOTArom 6-Tv MicALiB nicns
3aTBEPMKEHHSA. 3MiHu | Tuny -
3MiHM Wwoao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn).
3MiHM BHECEHO [0 TEKCTY
MapKyBaHHS BTOPUHHOI (MYyHKTU
6, 8, 11, 14, 17) Ta nepBUHHOI
(MyHKT 6) ynakoBKu NikapCbKoro
3acoby. BBefieHHs 3MiH
npoTArom 6-Tn MicAUiB nicns
3aTBEPMKEHHA. 3MiHu | Tuny -
AOMIHICTpaTVBHI 3MiHW.
BunyueHHs BUPO6HUYOI
AinbHUUI (BKTHOYAKOYM AiNbHUL
ons A®l, NPOMKHOTO NPOAYKTY
ab0 roToBOro Nikapcbkoro
3acoby, AinbHuULi Ans
npoBefeHHs NakyBaHHs,
BMPOGHUKA, BiAMNOBIfa/IbHOTO 3a
BWMYCK Cepiid, Micue
NpoBeEeHHSA KOHTPOIO cepil)
abo noctavasibHVKa BUXIAHOMO
marepiany, peareHty abo
[LOMOMDKHOI peYOBUHM (SKLLO
3a3Ha4YeHo y A0CbE). BunyyeHHs
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
BMPO6HUKa APl aueTnnumcTein
F.I.S. Fabbrica Italiana Sintetici
S.P.A., ltaly BUpOGHMKM, L0
3a/IMLLATHCSA BUKOHYHOTb Ti X
OYHKLIT LLIO | BUIYYEHWIA
33. | AUU® 200 acetylcyst auetuny, | RO5C NOPOLLOK A/1A CaHpo3 CnoseHi Bunyck cepii Himeuun BHECEHHS 3MiH 0 6e3 nionsie UA/2031/02/01
eine NCTEIH BO1 OpasIbHOr0 PO34NHY dapmacb A CantoTtac ®apma Ha peecTpavuinHMx maTepianis: peuyenma ae
no 200 mr; no 3r loTikan3 vm6X, HimeuunHa 3MmiHu | TYny - AgMiHICTpaTUBHI
NOPOLLKY Y A.4. 3MiHW. BunyyeHHs BUpOOHUYOT
nakeTuky, no 20 Brpo6HMUTBO in AinbHUUI (BKIOYAOYM AiNbHUL
nakeTvkiB y bulk, TecTyBaHHs, ons A®l, npomiXHOro NpPoAyKTy

KapTOHHI KopooLyi

nakyBaHHS
Ningodhapm MvbX,
HimeuunHa

ab0o roToBoro siikapcbKoro
3acoby, AinbHULi Ans
NpoBefeHHsA NaKyBaHHs,
BMPOGHMKA, BIANOBIA&/ILHOTO 3a
BWMYCK Cepiid, MicLe
NpPOBeLEHHS KOHTPOSIO cepii)
abo nocrtavasibHMKa BUXIAHOMO
maTtepiany, peareHty abo
[L0MOMIXHOT PeYOBUHU (SIKLLO
3a3HayeHo y JOCbE). BunyyeHHs
BMPO6HMKa 3aM60H CBiT3enaHg,
Ntp, Weeiiuapis
BignoBigasbHOro 3a
BMPO6HULTBO in bulk, nakyBaHHA
Ta TeCTyBaHHS BUPOOHUKY, WO
3a/MLLATLCA BUKOHYIOTb Ti X
OYHKLT L0 | BUNYYEHWIA. 3MiHK
BHECEHO [0 iHCTPYKLi Ans
MeAMYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby B po3ginu
"BMpPOGHMK",
"Micue3HaxompKeHHA BUPOGHMKa
Ta ioro agpeca micus
NPOBaPKEHHS AiS/IbHOCTI", 3
BiANOBIAHMMU 3MiHaMKN A0
TEKCTY MapKyBaHHA BTOPUHHOT
yMakoBKM MiKapcbKoro 3acoby
(nyHKT 11). BBEAEHHA 3MiH
npoTArom 6-Tn MicAUiB micns
3aTBEPMKEHHA. 3MiHK | Tuny -
3MiHV Wwoao
6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuL,i
NikapcbKoro 3acoby, TeKCTi
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
MapKyBaHHA Ta IHCTPYKUIT Ans

MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnimxeHb 3 6e3neku
3aCcTOCyBaHHS NikapCbKoro
3acoby B mic/ispeecTpavyiiHmii
nepiog, abo sk pe3ynbTar OLiHKK
3BiTY 3 LOCNiLKEHb, MPOBEAEHNX
BiANOBIAHO A0 MnaHy
negiatpuyHux gocnigpxeHs (PIP)
(IHWi 3MiHK). 3MiHW BHeceHo f0
IHCTPYKUii ANns MegnyHoro
3acTOCyBaHHS NikapcbKoro
3acoby B po3ginu "B3aemogis 3
HLIMMKM NikapcbkMKM 3acobamm
Ta iHWi BUAW B3aemogiin”,
"Oco61MBOCTI 3aCTOCYyBaHHA",
"Aitn", "MepenosyBaHHsA"
BiNOBIAHO 0 OHOB/IEHOT
iHchopmawii 3 6e3neku gitouoi
PEYOBUHM; TAKOX A0 IHCTPYKLT
[ofaHo iHdopmauito npo
3asBHUKa (po34im "3asBHuUK",
"MicLe3HaxomkeHHs 3asBHMKA").
BBefeHHA 3MiH NPOTArom 6-Tn
MicSLiB NiCNs 3aTBEPAYKEHHS.
3MmiHu | TYny - AgMiHICTpaTUBHI
3MiHW. BunyyeHHs BUpOOHUYOT
AinbHUUI (BKIOYAOYN AiNbHULL
ons A®l, npomiXHOro NPoOAyKTy
a60 roToBOro Nikapcbkoro
3acoby, AinbHnui Ans
NpoBefEeHHsA NaKyBaHHs,
BMPOGHMKa, BiANOBIA&/ILHOTO 3a
BUMYyCK cepiid, MicLe
NPOBeLEHHS KOHTPOSTO cepii)
abo nocTayasibHVKa BUXiAHOMO
maTepiany, peareHty abo
[L0MOMIXHOT PeYOBUHU (SIKLLO
3a3HayeHo y [0CbE). BunyyeHHs
BMpO6HUKa Casntotac Papma
m6X, HimewunHa
BiANOBIAA/ILHOIO 3a NakyBaHHS,

KOHTPO/b cepii BUPOOHUKMY, LLIO
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3a/IMLLATHCSA BUKOHYHOTb Ti X
QOYHKLUIT L0 | BUTYYEHWA.
3MiHV BHECEHO [0 IHCTPYKUIT
ONS MeMyYHOro 3acTocyBaHHsA
nikapcbKoro 3acoby B po3inm
"BUpOGHUK",
"Micue3HaxoMKeHHs BUPOGHMKa
Ta lioro agpeca micus
NPoBaKEHHS AisNbHOCTI", 3
BIANOBIAHUMY 3MiHaMK A0
TEKCTY MapKyBaHHA BTOPUHHOT
ynakoBKU NiKapcbKoro 3acoby
(nyHKT 11). BBEAEHHSA 3MiH
npoTArom 6-T1 MicAUIB micns
3aTBEepMKEHHS. 3MiHK | Tuny -
3MiHV Wwoao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHLwi 3MiHK).
3MiHN BHECEHO [10 TEKCTY
MapKyBaHHS BTOPVHHOI (MyHKTW
6, 8, 11, 14, 17) Ta NepBUHHOI
(MyHKT 6) ynakoBKu NikapCbKoro
3acoby. BBegeHHs 3MiH
NpPOTArom 6-Tv MicALiB nicns
3aTBEPMKEHHSA. 3MiHu | TNy -
AAMIHICTPaTUBHI 3MiHN.
BunyueHHsi BUPO6HUYOI
AinbHUUI (BKTHOYAOYN AiNbHULL
ons A®l, npomiKHOro NPoAyKTy
a60 roToBOro Nikapcbkoro
3acoby, AinbHULi Ans
NpoBefEeHHsA NakyBaHHs,
BMPOGHMKa, BiANOBIA&/IbLHOTO 3a
BUMYyCK cepiiA, MicLe
NPOBeLEHHS KOHTPOSTO cepii)
abo nocTayasibHVKa BUXigHOMO
maTepiany, peareHTy abo
[L0MOMIXHOT peYOBUHU (SIKLLO
3a3HayeHo y [0CbE). BunyyeHHs
BMPO6HUKa APl aueTniumcTein
F.I.S. Fabbrica Italiana Sintetici
S.P.A., ltaly BUpOGHMKM, L0
3a/IMLLATHCSA BUKOHYHOTb Ti X
OYHKLIT LLIO | BUIYYEHWIA

34.

BAK/TO®PEH

baclofen

6axnod
eH

MO03B
X01

Tabnetkn no 20 mr;
no 10 Tabnetok y

TOB
«AMina

YkpaiHa

Py6ikoH Picepu
Mer. /114,

IHAis

BHECEHHS 3MiH [0
peecTpaLinHMxX MaTepianis:

3a
peyenmom

UA/21052/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

6nictepi, no 5
6nictepiB y
KapTOHHI KopooLli

Xenc Kea»

3MiHu | TURY - 3MiHK LWoAo
6e3nekn/edeKTBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX
[aHux nNpo cuctemy
thapmakoHarnagy (BBegeHHs
y3araslbHeHUX fAaHux npo
cuctemy dhapmakoHarniagy,
3MiHa YNOBHOBaXeHOI ocobu,
BiNOBIAabHOI 3a 3iICHEHHS
hapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3aABHUKA ANA 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
SAKLLO BOHa BigMiHHa Bif,
YNOBHOBaXEHOI 0Cco6bY,
BiANoBiAa/IbHOI 32 3[jACHEHHS
hapmMakoHarnagy (Bkiroyaoum
KOHTaKTHi fiaHi) Ta/abo 3MiHu y
pO3MiLLeHHi MacTep-chaiina
cucTemMu chapmMakoHarnsay)
3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXEHOI 0cobu
3asBHVKa, BignoBigasibHOI 3a
hapMakoHarnsg. 3miHa
MiCLIe3HaxXO[pKeHHsI macTep-
thaiina cuctemu
hapmakoHarnsgy Ta iioro
Homepa. 3MiHa Micus
3[iACHEHHSI OCHOBHOT AisiNbHOCTI
3 dhapmakoHarnsay

35.

BAKNO®EH

baclofen

6aknod
€H

M03B
X01

Tabnetku no 10 wmr;
no 10 Tabnetok y
6nictepi, no 5
6nictepiB y
KapTOHHI Kopo6Lyi

TOB
«Amina
Xenc
Kea»,
YkpaiHa

Ykpaina

Py6ikoH Picepu
MeT. N14., IHAiA

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHu | TURY - 3MiHK WoAo
6e3nekn/edeKTBHOCTI Ta

chapmakoHarnsgy. BeegeHHs
ab60 3MiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHarniagy,
3MiHa yNoOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHMKa ANs1 3AIVCHEHHS

3a
peyenmom

UA/21052/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YMOBHOBaXeEHOT 0cobY,
BiNOBIAabHOI 3a 3iICHEHHS
thapmakoHarnagy (Bkiouyarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
PO3MiLLEeHHI MacTep-thaiina
cuctemu chapmakoHarnsgy)
3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOI 0co6u
3as1BHYMKA, BignoBigasibHOI 3a
hapMakoHarnag. 3miHa
MiCLLe3HaxXOMKEHHS MacTep-
thaiina cuctemu
thapmakoHarnsgy Ta iioro
Homepa. 3MiHa Micua
3[iiCHEHHS OCHOBHOI Aisi/TbHOCTI
3 papmakoHarnsgy

36.

BE/NOPETUH

isotretinoin

i3oTpeTn
HOIH

D10B
A0l

Kancynm m'aki no 10
Mmr no 15 kancyny
6nictepi, no 2 a6o 4
6nictepn y
KapTOHHIN nayui

Benyno,
nikn Ta
KOoCMeTuKa

. 0.4

Xopsari
A

nepBuHHa Ta
BTOPVHHA
ynakoBka,
KOHTPO/b AKOCTI
Ta BUMyCK cepii:
Benyno, nikn Ta
KOCMeTuka, A4.4.,
XopBaris;
BUPOBHULTBO
6asKy, KOHTPO/b
akocTi: CBICC
KAMC AT,
LLsenuapis;
BMPOGHMLTBO
6asnky, KOHTPONb
sakocTi: AYTNAC
MAHY®EKTOPIH
I T4, Hosa
3enaHgis

Xopsari
a/
Lseiina
pisi/
HoBa
3enaHgi
a

BHECEHHS 3MiH [0
peecTpauiiHnux maTepianis:
3MiHuM | TUnNY - 3MiHK 3 AKOCTI.
CeptudpikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii.
MogaHHA HOBOrO abo
OHOBJIEHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUTyYEHHS
cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ansa BuxigHoro
mMarepiany/peareHTy/npomMiKHOTo
NPOAYKTY, L0
BUKOPVCTOBYHOTHCS Y
BMPOGHULTBI A®I; ans
[0MNOMDKHOT peYOBUHU
(cepTuddikaT BigNOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBEeHWiA cepTuddikaT Big yxe
3aTBEPAKEHOr0 BUPOGHMKA
nofaHHA OHOBIEHOTO
cepTudikaTa BiZANoBiAHOCTI
€sponevicbkin hapmakonei Ne
R1-CEP 1999-068-Rev 07
(3aTBEepaxeHo: R1-CEP 1999-
068-Rev 06) ans API

3a
peyerimom

UA/20248/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
130TPeTUHOIHY Bif, BXeE
3aTBEPAKEHOIO BUPOOHMKA
3ircopug PapmakemikaneH
MingeH T'mM6X, HimeuunHa/
Siegfried Pharmachemikalien
Minden GmbH, Germany.
37. | BENOPETUH | isotretinoin | i3oTpetn | D10B Kancynm m'aki no 20 Benyno, Xopsari nepBuHHa Ta Xopsari BHECEHHS 3MiH 0 3a UA/20248/01/02
HOTH A01 Mr no 15 kancyn y nikn Ta A BTOPUHHA s/ Hoea peecTpauiiHnux maTepiasnis: peyenmom
6nictepi, o 2 a6o 4 | KocMmeTuka ynakoBKa, 3enaHgi 3MiHuM | TUNY - 3MiHK 3 AKOCTI.
6nictepn y , &.4. KOHTPO/b SKOCTI A CeptudpikaT BignosigHocTi/lE-
KapTOHHIN nayui Ta BUMyCK cepii: cepTudikaT BignoBigHOCTI
Benyno, niku Ta €Bponeiicbkili
KocMeTuka, A.4., thapmakonei/moHorpadii.
XopBaris; MopaHHsa HoBOro abo
BUPOBHULTBO OHOBJIEHOrO cepTudikaTa
6as1Ky, KOHTPO/Ib BiANOBIAHOCTI 260 BUTyYEHHS
akocTi: CBICC cepTudpikaTa BiANOBIAHOCTI
KAMC Ar, €Bponelicbkiin hapmakonei: ans
LLsenuapis; A®I; ans BuxigHoro
BMPOGHMLTBO mMarepiany/peareHTy/npomMiKHOTo
6anky, KOHTPOsb NPOAYKTY, WO
akocTi: YT NIAC BUKOPUCTOBYIOTLCA Y
MAHY®EKTOPIH BMPOGHULTBI A®I; ans
I T4, Hosa [0MNOMDKHOT peyYoBUHU
3enaHgis (cepTuddikaT BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBeHWiA cepTuddikaT Big yxe
3aTBEPAKEHOro BUPOGHMKA
nofaHHs OHOBIEHOTO
cepTudikaTa BiZANoBILHOCTI
€sponevicbkin hapmakonei Ne
R1-CEP 1999-068-Rev 07
(3aTBEepaxeHo: R1-CEP 1999-
068-Rev 06) ans A®I
130TpeTUHOIHY Bif BXe
3aTBEPAKEHOIO BUPOOHMKA
3ircopng PapmakemikaneH
MiHgeH T'm6X, HimeuunHa/
Siegfried Pharmachemikalien
Minden GmbH, Germany.
38. | BEHOKCI Oxybuproc | okcubyn | SO01H Kpansi O4Hi, po34ynH TOB Cnosay, TOB "YHIMEL, Cnosay, BHECEHHS 3MiH [0 3a UA/12824/01/01
aine pokaiHy A02 0,4 %; "YHIME[, bka PAPMA" bka peecTpavuiiHux maTepianis: peuenmom
rigpoxno no10 mny PAPMA" Pecny6n Pecny6n 3MiHu | TMRY - 3MiHK 3 SKOCTI.
png KOHTeliHepi- iKa ika [oTOBWIA Nnikapcbknii 3aci6.

KpanenbHuui; no 1
KOHTeWHepy-

Cucrema
KOHTeliHep/3akynoptoBaibHNIA
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
KpanesnbHuLi B

KapTOHHI Kopo6Lyi

3aci6 (iHWi 3MiHW) - 3MmiHa
CTOCYETLCA NOAAHHS OHOB/IEHNX
cepTuaikaTiB AKOCTI Bif,
BMPOGHMKA NEPBUHHOIO
nakyBa/IbHOrO matepiasy -
KomnaHii Bormioli Pharma, a
TaKoX OHOBJ/IEHOI 3asBU
BUPOOBHMKA LLIOAO CUPOBUHMY,
BKJ/IHOYA0UM IHGhOpMaLLto Mo T
perynsiTopHuii ctatyc. 3miHu |
TMMy - 3MiHM 3 AKOCTI.
CepTudoikat BignosigHocTi/l'E-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
hapmakonei/MoHorpadii. 3miHn,
noB'sA3aHi 3 HEOOXIiAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii AdPY abo
€Bponeiicbkoi thapmakonei, a6o
iHLIOT HauioHasIbHOI dhapmakonel
nepxasun €C (3miHa y
cneuudikauisix, nos'asaHa 3i
3MiHamu B 1®Y, abo
€Bponelicbkii hapmakonei, abo
iHWilA HauioHanbHil hapmakonei
nepxasu €C) 3MiHa CTOCYETbCA
OHOBJEHHSA creundikaLii Ha
nakyBaslbHWIA enemMeHT
(kOHTelHep) 3 MeTo
npuBeAeHHs y BiANOBIAHICTb J0
YMHHKX BUMOT EBPONENCHKOT
hapmakonei, a Takox
[ofaBaHHA NocunaHHA Ha
BifNOBigHMIA hapmakoneinHnii
aHa/TITMYHWIA MeToA. 3MiHn |
MMy - 3MiHK 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-
cepTtudikaT BigNoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii. 3miHu,
noB'si3aHi 3 HEOOXIiAHICTIO
npuBeAeHHs y BiANOBIAHICTb J0
MoHorpadii AdY a6o
€Bponeiicbkoi hapmakonei, abo
iHLWOT HauioHanbHOI thapmakonei

aepxasu €C (3miHa y
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

cneuudikauisix, nos'asaHa 3i
3MiHamu B 1®Y, abo
€Bponelicbkii hapmakonei, abo
iHWIilA HauioHanbHil hapmakonei
aepxasu €C) - 3miHa
CTOCYETbCSA OHOB/IEHHS
cneumdikauii Ha nakyBanbHUiA
e/IeMeHT — 3aKynopBasIbHNI
3aci6 (rBMHTOBA KpULLKA i3
3ano6iKHMM KiflbLieM) 3 METOHO
npuBELEHHS Y BiANOBIAHICTb A0
YMHHUX BUMOT EBPONERCLKOI
thapmakonei, a Takox
[ofaBaHHA NocuNaHHA Ha
BiANOBIAHWI hapmakoneiHuii
aHaniTMYHWA MeTog,. 3MiHn |
MMy - 3MiHM 3 AKOCTI.
CepTtudpikat BignosigHocTi/l'E-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii. 3miHn,
noB'sAi3aHi 3 HEOOXIiAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii AdPY abo
€Bponeiicbkoi thapmakonei, a6o
iHLIOT HauioHasIbHOI dhapmakonel
nepxasun €C (3miHa y
cneuudikauisix, nos'asaHa 3i
3MiHamu B 1®Y, abo
€Bponelicbkii hapmakonei, abo
iHWIilA HauioHanbHil hapmakonei
Aepxasu €C) 3anponoHoBaHa
3MiHa CTOCYETbCA OHOBJIEHHS
cneumdikauii Ha nakyBanbHUiA
efleMeHT — A03YHUnii MPUCTPIl
(kpanenbHWLA) 3 METO
npuBELEHHS Y BiANOBIAHICTb A0
YMHHUX BUMOT EBPONERCbKOI
thapmakonei. OHOBNEHHSA
BK/IOYAE rapMOHi3aLiito Bumor
cneundikaii i3 BignosigHo0
MOHorpadieto €BponeicbKoi
thapmakonei, a Takox
[ofaBaHHA NocUNaHHA Ha
BiANOBIAHWI hapmakoneiHuii

aHaNiTUYHKIA MeToa.
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
39. | BITYB® isoniazid i30Hia3n | JO4AC | po3ynH ANs iH'eKwiid, TOB YkpaiHa | TOB "lOpia-®apm" | YkpaiHa BHECEHHS 3MiH [0 3a UA/13377/01/01
il 01 100 mr/mnno 5 mny "HOpis- peecTpauiiHnx matepianis: peyenmom
chnakoHi; no 10 abo Papm” 3MiHY | TMNY - 3MiHK 3 AKOCTI.
no 30 chnakoHiB y [oTOBWIA Nikapcbkunii 3aci6.
nauyj; no 5 mn B 3MiHM Yy BUPOGHMLTBI. 3MiHa
amnyni; no 5 amnyn po3Mipy cepil (BKHoYaoun
Y KOHTYpHilA AianasoH po3mipy cepii)
YapyHKOBIli rOTOBOrO J1iKapCbKOro 3acoby
ynakosLi; rno 2 (iHWi 3miHW) 3MiHa po3mipy cepil,
KOHTYPHi YapyHKOBI a came BWIy4YeHHs1 po3mipy cepii
yNakoBKM B nauLyi 40 n - [jtoya pepakuis:
Po3wmipu cepiii 40 n, 80 n -
MponoHoBaHa pegakuis: -
Po3awmip cepiii 80 n (amnynu no 5
M1 16000 wr).
40. | BOPHOI boric acid kucnota | DO8BA po34vH AN TOB YkpaiHa TOB «®apma YkpaiHa BHECEHHS 3MiH 0 6es UA/17147/01/01
KNCNoTn 60pHa D 30BHILLHLOIO «®bapma Yepkac» peecTpauiiHnx maTepianis: peyenma
PO34YMH 3acToCyBaHHS, Yepkac» 3MiHu | TUNY - AgMiHICTPaTUBHI
CNUPTOBUIN cnupToBuii 3 %; no 3MiHW. 3MiHa HaliMeHyBaHHS
3% 20 mn abo no 25 mn Ta/abo agpecy 3asBHMKa
y hnakoHi, (BnacHvika peecTpadiiiHoro
3aKyrnopeHomy noceigyeHHs) - 3miHa agpecu
npo6koto Ta 3asBHMKa. 3MiHW | TUnYy -
KpULLKOIO; Nno 1 AAMiHICTPaTVBHI 3MiHW. 3MiHa
dNakoHy B HalilmeHyBaHHs Ta/abo agpecu
KapTOHHI kopobui 3 MiCLi NPOBaKEHHS AiSNIbHOCTI
KapTOHHUM BMpOo6HUKa/iMnopTepa rotoBoro
nigaoHom abo 6e3 nNikapcbKoro 3acoby, BkIoUaun
HbOro AiNbHULI BUNYCKy cepii abo
MicLie NpoBeAEeHHSI KOHTPO/IO
AKOCTI. (AIANbHICTb, 3a AKY
BiANOBiAae BMPOGHMK/iMNopTep,
BK/104AK0UM BUMYCK Cepiid)-
3miHa agpecu Bupo6Huka M3
BiANOBIAA/IbHOIO 3a MOBHUIA
Luukn BupobHuuTea "TOB
"papma Yepkac". 3MiHn
BHECEHO B iHCTPYKL,il0 Ans
MeAMYHOro 3acTOCYBaHHS
NiKapcbKoro 3acoby y po3ain
"MicLe3HaxomKeHHs BUPOGHMKa
Ta agpeca MicLsa NPoBaAKEHHS
noro gisnbHocCTI" 3 BIANOBIAHUMM
3MiHaMu B TEKCTi MapKyBaHHS
YNaKoBOK.
41. | BOPTEKCA bortezomi 6opTe3o | LOIXG | niodinizaT ans CaH IHAis CaH IHAis BHECEHHS 3MiH 0 3a UA/17634/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

CAH

b

Mi6

01

PO3UMHY ANA H'EKLil
no 3,5 wr; 1 donakoH
3 MOPOLLKOM Y
KapTOHHi KopooLyi

®Papmacb
HoTMKaN

IHOacTpi3
Nimiten

PapmacbioTuKas
IHpacTpi3 /lTa.

peecTpavuiiHux matepianis:
3MiHu | TMNY - 3MiHKM 3 SKOCTI.
A®I. KoHTposnb A®L. 3miHa y
napameTpax cneuudikaviii
Ta/abo [onycTMMNX MEX,
BU3HaYeHNX y crneyndikauisx Ha
A®I, abo BUXIZHWA/NPOMIXKHWIA
npoAyKT/pearexT, wo
BUKOPVCTOBYIOTHCS Y NPOLEC
BMPOGHULTBA AP| (BUNYyYEHHSA
HEe3HaYyHOro MoKasHuKa SKOCTi
(Hanpuknag BUAYyYeHHs
3acTapifioro NokasHuka)) -
BUJTYYEHHS TECTY Ha BaKKi
mMeTauun 3i cneuudikauii A®l ans
Y3rofpKeHHs creuudikawi i3
cyyacHUMU dpapmakoneinHumm
pekomeHgauissMu. 3MiHu | Tuny -
3MiHu 3 sKocTi. A®Il. KoHTponb
A®I. 3miHa y meTogax
BMNpo6yBaHHA Ad®I abo
BUXiAHOrO
mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, Lo
BVIKOPWCTOBYETLCS Y NpoLieci
BMPO6HMLTBA AD| (HE3HAYHI
3MiHW Y 3aTBEpAKEHUX METoAAX
BMNPOGYBaHHS) -3amiHa
peareHTy(pO34MHHUKA), WO
BMKOPWCTOBYETLCA B METOAMLi
BUNPO6YBaHHA APl «3anunLLKOBI
PO3UYNHHUKM», 3 N,N-
anmveTundopmMamigy Ha
anmetuncynsdokens (DMSO).

peyenmom

42.

BPUMOHAN
0,2%

brimonidin
e

6GPVMOHI
AnHy
TapTpar

SO1EA

Kpani O4Hi, po34nH
0,2 % no 5 mn abo
10 mn y donakoHi-
KpanenbHuui; no 1
hnakoHy-
KpanenbHuLi B
KapTOHHI Kopo6Lli

TOB
"YHIME[
OAPMA"

Cnosay
bka
Pecny6n
iKa

TOB "YHIMEL
DAPMA"

Cnosau
bka
Pecny6n
ika

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHu | TURY - 3MiHK 3 SKOCTI.
CepTudpikaT BignosigHocTi/l E-
cepTudikar BianoBigHOCTI
€Bponecbkin
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudikaTa BiZnNoBiAHOCTI
€Bponelicbkiin dhapmakonei: ans

3a
peyenmom

UA/7532/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

A®I; ansa suxigHoro
marepiany/peareHTy/npomMibkHOro
NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y
BMPOGHMLTBI A®I; ons
[0MNOMDKHOT peyoBUHU
(cepTudoikaT BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHOBNEHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
nofaHHA OHOBIEHOTO
cepTudikara BiAnNoBIAHOCTI
€sponeiicbkiii hapmakonei Ne
CEP 2014-331-Rev 04 gns Adl
OGPVIMOHIAVHY TapTpaTy Bif, BXe
3aTBEPAKEHOr0 BUPOGHMKA
FARMAK, a.s., Czech Republic
(3aTBepaxeHo: CEP 2014-331-
Rev 03; 3anponoHosaHo: CEP
2014-331-Rev 04).
BBefeHHA 3MiH NPOTArom 6-Tn
MicsILLiB NicNs 3aTBEPAKEHHS.

BPUMOHAN
0,2%

brimonidin
e

6GPVMOHI
AnHy
TapTpar

SO1EA
05

Kpanni O4Hi, po34nH
0,2 %; no 5 mn a6o
10 mn y donakoHi-
KpanenbHuui; no 1
hnakoHy-
KpanenbHuLi B
KapTOHHI Kopo6Lyi

TOB
"YHIME[
OAPMA"

Cnosay
bka
Pecny6n
iKa

TOB "YHIMEL
DAPMA"

Cnosay
bka
Pecny6n
ika

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHu | TMRY - 3MiHKU 3 SKOCTI.
CepTudpikaT BignosigHocTi/l E-
cepTuduikar BianoBigHOCTI
€Bponecobkin
thapmakonei/mMoHorpadii. 3miHu,
noB'A3aHi 3 HeO6XiAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HaLjioHaNbHOI hapMakonei
Aepxasu EC (3miHa y
crneundikaLisx, nos'asaHa 3i
3MiHamu B 1®Y, abo
€Bponelicbkii hapmakonei, abo
iHLWIN HauioHanbHiI chapmakonei
nepxasun €C) OHOBNEHHSA
cneuudikauii Ha nakyBasbHUIA
efleMeHT (KpuLLKa) 3 MeTo
npuBELEHHS Y BiANOBIAHICTb A0
YMHHUX BUMOT E®. 3miHu | Trny
- 3MiHK 3 AkocTi. CepTudpikat

BignosigHocTi/l E-cepTudikar

3a
peyenmom

UA/7532/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

BiNOBIAHOCTI €Bponelickkilt
thapmakonei/moHorpadii. 3miHu,
noB'sA3aHi 3 HeOO6XIiAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HavuioHaNbHOI hapMakonei
aepxasu EC (3miHa y
crneuundikaLisx, nos'azaHa 3i
3MiHamu B 1®Y, abo
€Bponelicbkii hapmakonei, abo
iHLWIN HauioHanbHiIK hapmakonei
nepxasun €C) OHOBNEHHA
cneuudikaLii Ha nakyBasibHUIA
efleMeHT (KpanesibHuus) 3
MEeTOI0 NPUBEAEHHS Y
BiANOBIAHICTb A0 YMHHUX BUMOT
€Bponelicbkoi hapmakonei.
3MiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbknii 3acib.
Cucrema
KOHTelHep/3aKynopoBasibHUi
3aci6 (iHwi 3miHW) MogaHHA
OHOB/IEHUX cepTUdikaTiB AKOCTI
Bifi BUPOGHMKA NEPBUHHOIO
nakyBaJIbHOrO matepiasy -
KomnaHii Bormioli Pharma, a
TaKoX OHOBJ/IEHOI 3asBU
BUPOOBHMKA LLIOAO CUPOBUHMY,
BKJ/IHOYAK0OUM IHGhOpMaLLto MO T
perynsiTopHuii ctatyc. 3miHu |
MMy - 3MiHM 3 AKOCTI.
CepTudoikat BignosigHocTi/l'E-
cepTudikaT BigNoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii. 3miHn,
noB'sAA3aHi 3 HEOOXIiAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii AdPY abo
€Bponeiicbkoi thapmakonei, abo
iHLIOT HauioHasIbHOI dhapmakonel
nepxasun €C (3miHa y
cneuudikaLisix, nos'asaHa 3i
3MiHamu B 1®Y, abo
€Bponelicbkii hapmakonei, abo

iHWili HauioHanbHiI dapmakonei
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
nepxasun €C) OHOBNEHHA
cneuudikaLii Ha naKkyBasibHUIA
enemeHT (po1akoH) 3 MeTol0
npuBELEHHS Y BiANOBIAHICTb A0
YVMHHUX BUMOT €.
44. | BPIHEWPA cerliponas | uepnino | A16AB | po3uvH Ans iHQya3ii, BioMapuH | IpnaHgis roToBwit Himeuun BHECEHHS 3MiH 0 3a UA/16841/01/01
e alfa Hasa 17 30 mr/mna no 5 mn IHTepHeLuH nikapcbkuii 3aci6: Ha/ peecTpauiiHnx matepianis: peyenmom
anba po3uunHy ans iHdoysivi | n Nimiteq, o0b6pobka Benuko6 3miHu | TYny - 3MiHK Woao
y Npo30opomMy nikapcbKoro putaHis 6e3nekun/edekTBHOCTI Ta
CKNsAHOMY DN1aKoHi 3acoby Ta thapmakoHarnagy. BHeceHHs
(ckno | Tuny), nepBuHHE abo 3miHa(n) oo 3060B'A3aHb Ta
3aKynopeHomy nakyBaHHS YMOB BuAadi peecTpaLiiiHoro
npoo6Koto (HanoBHeHHs nocsigyeHHs, Bknoyaoun Mnax
(6yTnnkay4yk) 3 roTOBUM ynpaBniHHA py3nKamn (iHLi
TOpnoniMepHUM nNiKapcbkum 3MiHW) - [HhopmaLia woao
NOKPUTTAM Ta 3acobom) Ta CMCTEMU YNpasiHHA pUsnkamm
06TUCHYTOMY BUMNPOOYBaHHSA 3asaBHMKOM HalaHO OHOBJIEHWIA

a/IlOMIHIEBOIO
Kpuwukoto Tuny flip-
off seal 3
n1acTKoBUM
KOBMa4YKOM 3€/1EHOT0
KO/IbOpY; No 2
hnakoHu 3
pO34MHOM ANns
iHdpy3ii y KomnnekTi
3 1 chnakoHoM 3
pO34MHOM ANns
npommBaHHs (Mo 5
M1 PO34MHY AN
NPOMMBAHHS y
npo3opomy
CKNSAHOMY (hr1akoHi
(ckno | Tuny),
3aKynopeHomy
npo6koto
(6yTnnkayuyk) 3
hTopnonimepHUmM
NoKpUTTAM Ta
06TUCHYTOMY
asIlOMiHIEBOIO
KpuLukoro Tuny flip-
off seal 3
n1acTUKOBUM
KOBMa4YKkOM >KOBTOro
KONbOopy) B

KOHTPOO AKOCTI
(koHTpOsb B
npoveci
BMPOOHULTBA:
ineHTudikauis,
BisyasibHWiA
KOHTPO/b,
6GioHaBaHTaXEHHS
Ta KOHTPO/b Npu
BUMYCKY:
CTEPUSIBHICTD,
6akTepiasibHi
€HO0TOKCUHN)
PO34MH ans
NPOMMBAHHS:
06pobKa
nikapcbkoro
3acoby Ta
nepBuHHe
nakyBaHHs
(HanoBHeHHs
PO34YMHOM ANA
NMPOMMBAHHS) Ta
BMNPOGYBaHHSA
KOHTPOO AKOCTI
(koHTpOsb B
npoveci
BMPOOHULTBA:
ineHTndikauis,

Mnax ynpasniHHA pu3nkamu
Bepcis 5.1. 3mMiHu BHeceHo 1o
yacTuH: VIl «JopaTtku» y 3B'a3Ky
3 OHOBJIEHHAM aAMiHICTPaTUBHOI
iHcbopmauii y gogatky 6,
BiANOBIAHO A0 pilLEeHHSA
perynsaTopHoro oprasy
EMEA/H/C/004065/1B/0048.
Pestome MNnaHy ynpasiHHA
pusmkamm Bepcis 5.1 gogaeTbes.
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbK020 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uKa Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
KapTOHHI kopobui 3 BidyaslbHWiA
MapKyBaHHAM KOHTPO/b,

YKPaiHCbLKO0 MOBOO

6ioHaBaHTaXeHHS,
KOHTPO/b Npun
BUMYCKY:
CTEepPWIbHICTb,
6akTepiasibHi
€HZO0TOKCUHW)
BeTTep ®apma-
®epTiryHr MM6X i
Ko. KT,
HimeuuunHa,;
roToBuit
nikapcbkuii 3aci6:
BMNPO6YBaHHSA
KOHTPOJHO SIKOCTI
(koHTpOsb B
npoueci
BMPOOHMLITBA:
ineHTUdikauis,
BizyaslbHWi
KOHTPO/b,
6iOHaBaHTaXKEeHHS
Ta KOHTPO/b Npu
BUMYCKY:
CTEPUSIBHICTD,
6akTepiasibHi
€H0TOKCUHW)
PO34MH Ana
NPOMMBAHHS:
BMNPOGYBaHHSA
KOHTPO/IO AKOCTI
(KOHTpOSIb B
npoueci
BMPOGHMLTBA:
iaeHTUdiKawis,
6GioHaBaHTaXEHHSA
Ta KOHTPO/b Npu
BUMYCKY:
CTEPUSIBHICTD,
6akTepiasibHi
€HO0TOKCUHN)
BeTTep ®apma-
®epTiryHr M'M6X i
Ko. KT,
HimeuuunHa,;
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbK020 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
roToBuit
nikapcbkuii 3aci6:
BMNPO6YBaHHSA

KOHTPOJHO SIKOCTI
(koHTpOsb B
npoueci
BMPOOHULITBA:
iaeHTUdikauis,
BizyaslbHWi
KOHTPO/b,
6iOHaBaHTaXKEHHS
Ta KOHTPO/b Npu
BUMYCKY:
CTEPUSIBHICTD,
6akTepiasibHi
€H0TOKCUHW)
PO34MH Ana
NPOMMBAHHS:
BMNPOGYBaHHSA
KOHTPO/IO AKOCTI
(KOHTpOSIb B
npoueci
BMPOGHMLTBA:
iaeHTudiKawis,
Bi3yaslbHWiA
KOHTPO/b,
6ioHaBaHTaXEHHS
Ta KOHTPO/b Npu
BUMYCKY:
CTEepPWIbHICTb,
6akTepiasibHi
€HJO0TOKCUHW)
BeTTep ®apma-
®epTiryHr MM6X i
Ko. KT,
HimeuuunHa,;
roToBuit
nikapcbkuii 3aci6:
BTOPVHHE
nakyBaHHS
(MapkyBaHHs Ta
npouec KiHLeBoro
nakyBaHHs)
PO34MH ANna
NPOMMBAHHS:

BTOPVHHE
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbK020 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
nakyBaHHsA

(MapkyBaHHs Ta
npouec KiHLeBoro
nakyBaHHs) Anmak

dapma Cepsices

(AlipneHg)
Nimiten, IpnaHgis;
roToBui
nikapcbkuii 3aci6:

BMNPOGYBaHHSA
KOHTPO/HO AKOCTI

(KOHTpOSIb B
npoueci
BMPOGHMLTBA:
iaeHTuiKawis,
KOHTPO/b Npun
BUMYCKY (Kpim
CTepu/bHOCTI) Ta

BMNPOGYBaHHSA

cTabinbHOCTI)
PO34MH Ana
NPOMUBAHHS:
06pobka
nikapcbKoro
3acoby

(BMpPOGHMLTBO
Hepo3dhacoBaHoro

NPOMXHOro
pO34nHy An1A
NPOMUBAHHSA) Ta

BMNPOGYBaHHSA

KOHTPO/IO AKOCTI
(KOHTpOSIb B
npoueci

BMPOGHMLTBA:

iaeHTUdiKawis,

KOHTPO/b Npun

BUMYCKY (Kpim
CTepu/bHOCTI) Ta

BMNPOGYBaHHSA

cTabinbHOCTI)

BioMapuH
PapmacbioTuKas

IHK., CnonyueHi
LTatn AMepuku;

roToBUiA
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbK020 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

nikapcbkuii 3aci6:
36epiraHHsa Ta
BMNPO6YBaHHSA
KOHTPOJHO SIKOCTI
(koHTpOsb B
npoueci
BMPOOHULITBA:
Bi3yasibHWiA
KOHTPO/1b) PO3YWH
0111 NPOMUBaHHSA:
36epiraHHa Ta
BMNPO6YBaHHSA
KOHTPOJHO SIKOCTI
(koHTpOsb B
npoueci
BMPOOHMLITBA:
BisyasibHWi
KOHTpOsb) BeTTep
dapma-depTiryHr
Mv6X i Ko. K,
HimeuuunHa,;
roToBuit
nikapcbkuii 3aci6:
BMNPO6YBaHHSA
KOHTPOJHO SIKOCTI
(KOHTpO/Ib NpK
BMMNYCKY: KPiM
CTEepW/IbLHOCTI) Ta
BMNPOGYBaHHSA
CTabiNbHOCTI Ta
BUMNYCK cepil
PO34MH ANna
NPOMMBaHHS:
06pob6ka
nNiKapcbKoro
3acoby
(BPOGHNLTBO
Hepo3dacosaHoro
NPOMIXHOro
pO3UnHy AnA
NPOMMBAaHHS ) Ta
BMNPO6YBaHHSA
KOHTPOJHO SIKOCTI
(koHTpOsb B
npoueci
BMPOGHMLITBA:
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
ineHTUdikavis,
KOHTPO/b Npu
BMMNYCKY: KpiM
CTEepW/bLHOCTI),
BMNPOGYBaHHSA
CTabiNbHOCTI Ta
BUMNYCK cepil
BioMapwH
IHTEepHeLwHN
Nimiten, Ipnangis;
roToBui
nikapcbkuii 3aci6:
BTOPVHHE
nakyBaHHs
(MapkyBaHHS Ta
npoLec KiHLEeBOro
nakyBaHHs1)
PO34MH Ana
NPOMUBAHHS:
BTOPVIHHE
nakyBaHHS
AHfepcoHBpekoH
(FOK) NimiTeg,
BenukobpuTtaHis
45. | BPOHXO- - nioginis | RO7A Kancynv no 7 mr; no OM LWsenua OM dapma CA Lseiua BHECEHHS 3MiH [0 3a UA/18521/01/01
BAKCOM art X 10 kancyn y dapma CA pis pis peecTpauiiHnux matepianis: peyenmom
AoprPocni bakTepia 6nictepi; no 1 a6o 3MiHY | TMNY - 3MiHW 3 AKOCTI.
NbHUX no 3 6nictepu B [oTOBWIA Nikapcbknit 3aci6.
nisaTis: KapTOHHI Kopo6Lyi 3MiHM Yy BUPOGHMLTBI. 3MiHa
Haemop po3Mipy cepil (BkHoYaoun
hilus fianasoH po3mipy cepir)
influenz rOTOBOrO J1iKapCbKOro 3acoby
ae, (36inbLueHHs fo 10 pasis
Streptoc MOPIBHAHO i3 3aTBEPAXEHUM
occus po3mipom) BBegeHHs
pneumo anbTepHaTUBHOIO Po3Mmipy cepii
niae, (To670 350,0 Kr, Wo BignoBigae
Klebsiell 1 750 000 kancysn) foAaTKoBO
a [10 YAHHOTO CXBa/IEHOTO PO3Mipy
pneumo cepii (to61o 183,4 «r, Wo
niae npubsausHo Bignosigae 917 000
Ssp. kancyn). 3miHu Il Tuny - 3MiHu 3
pneumo AKOCTI. [0TOBWIA NikapcbKuii
niae and 3aci6. 3MiHVM Yy BUPOOHULITBI.
ozaehae 3MiHV y npoueci BUPOBHULTBA

]

roTOBOrO /iKapCbKOro 3acoby,
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
Staphylo BK/THOHAI0YN NPOMIXHUIA MPOAYKT,
coccus LLIO 3aCTOCOBYETLCS NP
aureus, BUPOGHMLTBI FOTOBOrO
Streptoc nikapcbKoro 3acoby (cyTreBa
occus 3MiHa y npoueci BUpo6HMLTBa,
pyogene AKa MOXe MaTu iCTOTHWIA BVB
s and Ha AKicTb, 6e3neky Ta
sanguini eheKTVBHICTb NikapCbKoro
S, 3acoby) BeeneHHs
Moraxell albTepHaTUBHOT NiHil
a MPOCitOBaHHS, 3MilLlyBaHHS Ta
(Branha HarnoBHEHHS Karcyn B iHLUii
mella) 6yaisni, ane Ha TOMy X
catarrhal BMPOGHWYOMY MaiJaHumKy, Lo
is 1 Hapasi 3apeecTpoBaHmii
(To6T0 6YAiBNS B2), i3
BiANOBIAHMMMN eleMeHTamu
KOHTPO/II0 Npovecy Ta
KPUTUYHUMK NapaMeTpamm
npouecy. Y mexax Lji€i 3MiHn
OHOBJIEHI HACTYMHI po34inu
peecTpavujiiHoro A0ChLE:
3.2.P.2.3;3.2.P.3.3; 3.2.P.3.4;
3.2.P.3.5;3.2.P.54;3.2.P.8.1;
3.2.P.8.2;3.2.P.8.3; 3.2.A.1.
3anponoHoBaHo
fpopatu/neperpynysatu
iHchopmauito B posginax mogyns
3 CTD, sika Bxe hakTu4HO
3aCTOCOBYETLCS, TOMY Lie He
BiANOBIAAE BU3HAYEHHIO
«3MiHW», @ Nue A03BONSE
y3roAnTN AOCbE 3 aKTyalbHUMM
ctaHgaptamu ICH i nonerwmtmn
CNPUIAHATTSA iHdopMmalLlil.

46. | BYCTPUKC Diphtheria | andtepi | JO7CA | cycneHsia ans nakcoCwmi | Benuka FnakcoCmiTKnsiiH | ®paHuis BHECEHHS 3MiH 0 3a UA/15071/01/01
nonio -pertussis- | liHWi 02 iH'ekuin no 1 posi TKnsiH Bputai Bionogxikan3 / peecTpauiiHnx matepianis: peyenmom
KOMBIHOBA poliomyelit | aHaTokc (0,5 mn/po3y); no 1 EkcnopT A C.A., benbris Benbris 3MmiHu | TYny - AgMiHICTpaTUBHI
HA BAKUWHA | is-tetanus nH (D)% 0031 y nonepeHbo NimiTen (npoBeaeHHs 3MiHW. BunyyeHHs BUpOBHUYOT
Anda npasLieB HanoBHeHOMY KOHTPO/HO AKOCTI AinbHUUI (BKIOYAOYN AiNbHUL
MPO®PINAKTA niA wnpuui; no 1 BaKLMHK, BUNYCK ons A®l, npomiXHOro NpPoAyKTy
KU AUDTEPII, aHartokc nonepegHL0 cepiii rotoBoro abo roToBOro NiKapcbkoro
MPABLS, uH (T)% HanoBHEHOMY npoaykKTy); 3acoby, AinbHULi Ans
KALUMOKY Bordetell LINpULY Y KOMMEKTI "nakcoCmiTKnsiiH NpOBeLEHHS NaKyBaHHS,

(ALENONAP a 3 1BOMa rosikamu B Bionomxikans, BMPOGHMKa, BiANOBIA&/ILHOTO 3a
HWUIA pertussi N1acTUKOBOMY PpaHuis BMNYCK Cepiii, micue
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
KOMIMOHEHT S Kawuno KOHTelHepi; no 1 (chopmyBaHHs NPOBeAEHHS KOHTPOIO cepii)
)TA KOBI KOHTElHepy y BaKLUHU, abo noctavasibHVKa BUXIQHOTO
noniomMmienit aHTureH KapTOHHI KopooLli HanoBHEHHSA mMaTtepiany, peareHTy abo
y n: BaKLMHW B LUNPWUL, [0MOMDKHOT PeYOBUHU (SIKLLO
(IHAKTUBOB KaLusiok MapKyBaHHA Ta 3a3Ha4YeHo y A0CbE) -
AHA) 0BUiA nakyBaHHS BunyueHHsi BUpo6HMKa «GSK
(AgcoprPe0B aHartokc roToBOro Vaccines GmbH», Map6ypr,
AHA, 3I uH (PT)Y npoaykKTy, HimeuuunHa, ans girounx
SMEHLLUEHN hinameH npoBeAeHHs peyvoBuH audpTepiiHnii
M BMICTOM TO3HWA KOHTPOJHO SIKOCTI aHaTtokcuH (Diphtheria Toxoid,
AHTUTEHIB) remarsio BaKLUHN); DT) Ta npaBueBWit aHATOKCWH
TUHIH nakcoCmiTKnsiiH (Tetanus Toxoid, TT), a Takox
(FHA)Y; Bionoaxikans NPOMDKHOro NPOAYKTY
neprakT C.A., benbris afcopboBaHuWii KOHLLEHTpaT
VH (HanoBHEeHHs AndpTepiiiHoro Ta nNpaBLEeBOro
(PRN)%; BaKLMHW B LUNPWUL, aHaTokcuHis (Diphtheria and
iHaKTVBO MapKyBaHHS i tetanus adsorbed concentrate,
BaHi nakyBaHHs DTcc).
Bipycu roToBOro
nosniomie npoaykKTy,
nity: npoBefeHHs
™n 1l KOHTPO/IO AKOCTI
(wtam M BaKLyHW)
ahoney)?
™n2
(wtam M
EF-1)%
™n 3
(wtam S
aukett)?;
ladcopbo
BaHull Ha
a/MOMIHItO
2iopokcu
oi
(Al(OH)3)
ma
Q/IHOMIHIIO
gocgpami
(AIPO.,)
2 pO3MHO
)KeHI Ha
KaimuHa
X Vero
47. | BYCY/Ib®AH | busulfan oycynb | LOLIAB | KoHUeHTpaT ans Akkopfa Monblia BUPOGHULITBO IHAis/ BHECEHHSA 3MiH A0 3a UA/19494/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
AKKOPA, aH 01 NpUroTyBaHHsA Xenckea nikapcbKkoro Yropiym peecTpavuiiHux matepianis: peyenmom
PO34mnHy Ans Moncka 3acoby, NepBUHHE Ha/ 3miHu | Tvny - 3MiHK Woao
iHdpysiia, 6 mr/mn; no Cn. 3.0.0. Ta BTOPUHHE ManbTta/ 6e3nekn/edeKTUBHOCTI Ta
10 mn y dpnakoHi; no nakyBaHHs: IHTac Icnanis/ thapmakoHarnsgy. BeegeHHs
1 chnakoHy y nauui dapmachbloTikanc Benvka ab0 3miHU [0 y3arasibHeHNX
Nimites, 1HAis; BputaHi [aHux npo cuctemy
KOHTPO/1b AKOCTI: al thapmakoHarnsgy (BBefeHHs
€spodiHC MonbLya y3arasibHeHNX faHux npo
AHaniTikan cuctemy thapmakoHarnsgy,

Cepsices XaHrepi
KdpT., YroplumHa;
KOHTPO/1b AKOCTI:
®APMABANIA
nra.
Mikpob6ionoriyHa
nab6opartopis,
YropuuHa;
KOHTPO/1b AKOCTI:
dapmagokc
Xenckea Jitga,.,
ManebTa;
KOHTPO/b AKOCTI
Ta BTOPUHHE
naKyBaHHs:
NNTABOPATOPI
®YHOACIO JAY,
IcnaHis;
poparkose
BTOPUHHE
naKyBaHHs:
AKKOP[,
XEJICKEA
NIMITEL, Benuka
BpuTaHis;
fJoparkose
BTOPUHHE
naKyBaHHs:
CvHonTus
IHpacTpian Cn. 3
0.0., MonbLua;
BignoBigasbHWi 3a
BUNYCK cepil:
AKKopp, Xenckea
Moncka Cn. 3 0.0.
Cknag Imnoptepa,
Monbla

3MiHa yNoBHOBaXeHOIT 0cobw,

BiANoBiAa/IbHOI 3a 3[jACHEHHS

thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3as1BHMKA 419 34iCHEHHS
hapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XeHOT 0cobw,

BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnsay (Bkiroyaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y

pO3MiLLieHHi MacTep-chaiina
cuctemu chapmakoHarnsgy) -
3MiHa yNnoBHOBaXKeHOT 0cobm
3asBHVKa, BignoBigasibHOI 3a
hapmakoHarnsg.
[itoua pepakuis: Apnetta

BepuHcbKa / Arletta Werynska.
MponoHoBaHa pepakuis: Arata

leficeBny / Agata Gesiewicz.
3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOI 0COobY,
BignoBigasibHOI 3a
hapmakoHarnsag
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
48. | BAECT denosuma | geHocym | MO5B PO34MH ANa iH'eKL, CaHpo3 AscTpis NOBHUIA LKA CnoseHi BHECEHHS 3MiH [0 3a UA/21158/01/01
b ab X04 70 mr/mn; mo 1,7 mn 6X BMPOGHMLTBA: Jlek al peecTpauiiHnx matepianis: peyenmom
(120 wr) y chnakoHi; dPapmaLeBTUYHA AscTpisi/ 3MiHu | TUNYy - 3MiHK Wwoa0
no 1 conakoHy B KomnaHia g.4., LBeliua 6e3nekn/edekTBHOCTI Ta
KapTOHHI KOpo6Lyi CnoBeHis; pis thapmakoHarnagy. BHeceHHs
KOHTPO/b Ccepil: a60 3MiHa(K) L0 3060B'A3aHb Ta
HosaprTic YMOB BuAadi peecTpaLiiiHoro
dapmacbloTika nocBig4YeHHs, BkIovatoun Mnax
MaHydakTypuHr ynpas/iHHA pusnkamm (iHLi
NNC, CnoseHis; 3MiHW) - 3asBHMKOM CaHA03
KOHTPO/b cepii: 'M6X, ABCTpisi OHOB/IEHO A0
HosapTic Bepcii 2.0 nnaH ynpasniHHA
dapmacbloTikan pusvkamm (gani — NyP)
MaHydhakTypiHr nikapcbkoro 3acoby BAECT,
'M6X, ABCTpIst; pO34uH ANs iH'ekyiin, 70 Mr/mn;
KOHTPO/b cepii: no 1,7 mn (120 mr) y donakoHi;
Consiac Al’, no 1 conakoHy B KapTOHHIi
LLiBeiiuapis; KOpPOO6Li 3 MapKyBaHHSAM
PO3MOPOXYBaHHS i YKParHCLKOI MOBOIO Y 3B’AA3KY 3
3BaXKyBaHHSA 3aTBEPAKEHHAM OHOB/IEHOIO
pPeyoBUH, MYP pedhepeHTHOro nikapcbKoro
KOHTPONb Y 3acoby (Ikcaxesa).
npoveci 3MiHV BHECEHO [0 YacTuH
BMPOGHULTBA: | «3arasbHa iHhopmaLis»,
HosaprTic Il «Cneundikauis 3 6e3nekn»,
dapmacbloTikan V «3axoay 3 MiHimisawji
MaHyakTypuHr pU3MKIB»,
NINC, CnoseHis VI «Pestome nnaHy ynpasniHHA
pu3nkamm»
Ta [ofaTKiB Y 3B’A3KY 3
nepernagom npobnem 6esneku.
Pestome MYP Bepcisa 2.0
[ofJaeTbes.
49. | BANNEPIAHA Valerianae | sanepia | NO5C TabneTkn, BKpUTI TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 6es UA/17560/01/01
EKCTPAKT radix HK M09 nniBKOBOIO "TepHodha "TepHochapm" peecTpauiiHnux matepianis: peyenma
KOpeHIB 06010HKO10, No 20 pm" 3MiHY | TMNY - 3MiHW 3 AKOCTI.
eKCTpakT mr; no 10 TabneTok [oTOBWIA Nikapcbknit 3aci6.
rycTui y 6nictepi; no 5 abo KOHTpOsb roToBOro nikapcbKoro
(Valeria no 10 6nicTepis y 3acoby. 3miHa napameTpis
nae nauj 3 KapToHy cneuudikauin Ta/abo
radix [0NyCTUMUX MEX rOTOBOrO
extractu nikapcbKoro 3acoby (iHLi 3MiHK)-
m BHECEHHS 3MiH B cneuudikadiito
spissum 040 NepiogNYHOCTI

)

MiKPOBGIONIOr4YHOro KOHTPOSI0
'3, a came: «He pyTUHHWIA
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
TECT: JOoNyCKaeTbCA NPOBOANTH
KOHTPO/1b MEPLLIOT Ta KOXHOT
N'ATOT HACTYMNHOI cepii, ane He
pigwe Hix 1 cepii B pik. B nepiog
LOCNiMpKEHHST CTaBINbHOCTI
BUMPOBYBaHHA 3a faHnM
NOKa3HUKOM NPOBOANTLCA Ha
noyartky Ta B KiHLi TEpMiHY
NPUAATHOCTI».
50. | BAHAEP® dapoxetin | ganokce | G04B TabneTku, BKpUTI TOB YkpaiHa KYCYM IHAis BHECEHHS 3MiH 0 3a UA/15230/01/01
e TUHY X14 nniBKOBOIO "KyCymMm" XENTXKEP MBT peecTpauiiH1ux maTepianis: peyenmom
rigpoxno 06010HKo10, no 30 nTa 3MiHu | TUNY - AgMiHICTPaTUBHI
pua mr; no 1 a6o no 4 3MiHW. 3MiHa HaliMeHyBaHHS
Tabnetkn y 6nictepi; Ta/abo agpecy 3asBHMKa
no 1 6nicrepy y (BnacHvika peecTpadiiHoro
KapTOHHIN ynakoBLii nocBig4eHHs). 3MiHa
HalilMeHyBaHHs 3asiBHuKa 3 TOB
"TNEOAPAPM NITA", YKpaiHa Ha
TOB "KYCYM", YkpaiHa
51. | BAHAEP® dapoxetin panokce | G04B TabneTkn, BKpUTI TOB YkpaiHa KYCYM IHAiA BHECEHHSA 3MiH A0 - UA/21229/01/01
e TUHY X14 nNiBKOBOKO "KyCyMm" XENTXKEP MNBT peecTpavuiiHux maTepianis:
rigpoxno 060/10HKO0, N0 30 nTa 3MmiHu | TUny - AgMiHICTpaTUBHI
pna mr, in bulk: Ne2400 3MiHW. 3MiHa HaliMeHyBaHHS
(1x2400): no 1 Ta/abo agpecu 3asBHMKaA
Tabnetui y 6nictepi; (BnacHvika peecTpadiiHoro
no 2400 6nicTepiB y noceigyeHHs). 3miHa
KapTOHHi kopobuyj; HallMeHyBaHHs 3asiBHMKa 3 TOB
Ne9600 (4x2400): no "TNEAPAPM NTA", YkpaiHa Ha
4 TabneTkn y TOB "KYCYM", ¥YkpaiHa
6nictepi; no 2400
6nictepiB y
KapPTOHHI Kopobui
52. | BAHAEP® dapoxetin | ganokce | G04B TabneTku, BKpUTI TOB YkpaiHa KYCYM IHAis BHECEHHS 3MiH [0 3a UA/15230/01/02
e TUHY X14 NNiBKOBOKO "KyCym" XENTXKEP MNBT peecTpauiiHMX MaTepianis: peuenmom
rigpoxno 060/10HKOI0, N0 60 nTa 3MiHY | TNy - AgMiHICTPaTUBHI
png mr, no 1 a6o no 4 3MiHW. 3MiHa HaliMeHyBaHHS
Tabnetkn y 6nictepi; Ta/abo agpecu 3asBHMKA
no 1 6nictepy y (BnacHvika peecTpadiiHoro
KapPTOHHI ynakoBLi nocBig4eHHs). 3MiHa
HaliMeHyBaHHS 3asiBHVKa 3 TOB
"TNEAPAPM NITA", YKpaiHa Ha
TOB "KYCYM", ¥KpaiHa
53. | BAHOEP® dapoxetin panokce | G04B TabneTkn, BKpUTI TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH g0 - UA/21229/01/02
e TUHY X14 nniBKOBOKO "KyCyM™m" XENTXKEP MNBT peecTpavuiiHux maTepianis:
rigpoxno 060/10HKOI0, N0 60 nTh 3MiHu | TUNy - AgMiHICTpaTUBHI
pua Mr, in bulk: Ne2400 3MiHW. 3MiHa HaliMeHyBaHHS
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
(1x2400): no 1 Ta/abo agpecy 3asBHMKa
Tabnetui y 6nictepi; (BnacHvika peecTpaduiiHoro
no 2400 6nictepiB y noceig4eHHs). 3MiHa
KapTOHHi Kopobuyj; HaliMeHyBaHHs 3asiBHUKa 3 TOB
Ne9600 (4x2400): no "TNEAPAPM NTA", YkpaiHa Ha
4 TabneTkn y TOB "KYCYM", ¥YKpaiHa
6nictepi; no 2400
6nictepiB y
KapTOHHII Kopo6Lli
54. | BETOBI® semaglutid | cemarny | A10BJ | po3uvH Ans iH'ekuili A/T Hoso NaHis NPUroTYBaHHS, NaHis BHECEHHS 3MiH 0 3a UA/20617/01/01
®PNEKCTAY® | e ™ma* 06 no 0,25 mr; no 1,5 Hopgick HarnoBHEHHA Ta peecTpauiiH1ux maTepianis: peyenmom
* AHasnor MJ/1 PO3UMHY Y KOHTPO/b SKOCTI 3MiHY | TMNY - 3MiHK 3 AKOCTI.
NOACHKO nonepegHL0 npoaykuii in bulk [oTOBWIA Nikapcbknit 3aci6.
ro HanoBHEHIN WnpuL- (kapTpuaxi no 1,5 Cuctema
r/oKaro py4ui; 1 nonepegHbo mn Ta 3 mn). KOHTelHep/3aKynoploBasTbHUi
Honogi6 HanoBHeHa LWnpuL- BignosigansHuii 3aci6. 3MiHa nocTavasibHMKa
HOro pyuka Ta 4 3a BUNycK cepii nakyBaJIbHUX MaTepianis abo
nentugy 0/1HOPa30Bi roNkKu roToBOro KOMMNIEKTYUMX (SIKLLLO
-1 (rnn- Hoso®daliH® lMNntoc B nikapcbkoro 3a3HayYeHo B AOCbE) (3amMiHa abo
1), KapTOHHI Kopo6Lyi 3acoby: A/T Hoeo [0faBaHHA nocTavyasibHUKa) -
BUrOTOB Hopgaick, JaHis; JopnasaHHAa Bect
neHui NpUroTyBaHHS, dapmacbtoTikans Mpogakrc
3a HarnoBHEHHS Ta AiipneHg, NTa., Kappikdepiw
TEXHO/10 KOHTPO/b SKOCTI Poyga, Botepcopa, X91 ROV6,
rieto npoaykuii in bulk IpnaHgjs, sk anbTepHaTVBHOMO
pekomoi (kapTpuaxi no 1,5 noctavansHuka RTU ciporo
HaHTHOI M Ta 3 mn). nopLuHa ansa Berosi 3
OHK B KomnnektyBaHHs, KapTpumkom Ha 1,5 mn 1a 3 mn
Sacchar MapKyBaHHA Ta
omyces nakyBaHHS
cerevisia roToBOro
e nikapcbKoro
3acoby
(cemarnyTng,
PO34MH ANna
iH'ekyii no 1,5 mn
Ta 3 mn,
nonepeaHL0
HanoBHeHa
LUNpUIL-pyYKa
PDS290 ans
cemarnytuay): AIT
HoBo Hopgaick,
[JaHis
55. | BEFTOBI® semaglutid | cemarny | A10BJ | po3uuH Ans iH'ekuili A/T Hoso [aHia NPUroTYBaHHS, BHECEHHS 3MiH 0 3a UA/20617/01/02
PNIEKCTAUY® | e ™ma* 06 no 0,5 mr; no 1,5 mn Hopgick, HanoBHEHHS Ta peecTpauiiHnx maTepianis: peyenmom
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
* AHautor pPO3UnHY Y [JaHis KOHTPO/b AKOCTI 3MiHu | TURY - 3MiHK 3 SKOCTI.
NOACHKO nonepegHL0 npoaykuii in bulk [oTOBWIA Nikapcbknii 3aci6.
ro HanoBHEHIl WnpuLy- (kapTpuaxi no 1,5 Cuctema
r7iroKaro pyuui; 1 nonepeaHbo M Ta 3 mn). KOHTeliHep/3aKynoproBasibHWi
Honozio HanoBHEHa LWnpuL- BignosigansHuii 3aci6. 3MiHa nocTadasibHMKa
HOro pyuyka Ta 4 3a BUNycK cepil nakyBasibHUX Martepianis a6o
nentuay 0/IHOPa30Bi roNKK roToBOro KOMMNIEKTYHOUMX (SIKLLO
-1 (rnn- Hoso®aiiH® Mntoc B nNiKapcbKoro 3a3HaveHo B 4OCbE) (3amiHa abo
1), KapTOHHI KopooLli 3acoby: A/T HoBo [oJaBaHHA noctavyaibHUKa) -
BUrOTOB Hopgaick, JaHis; JopnasaHHA Bect
neHuii NPUroTyBaHHs, dapmacbioTikans MpogaxkTc
3a HanoBHEHHS Ta Alipneng, Nta., Kappikcepilu
TEXHO/10 KOHTPO/b SKOCTI Poyga, Botepcopa, X91 ROV6,
TiEto npoaykuii in bulk IpnaHgjs, sk anbTepHaTVBHOMO
pekomoi (kapTpuaxi no 1,5 noctavanbHuka RTU ciporo
HaHTHOI M Ta 3 mn). nopLuHs ans Berosi 3
AHK B KomniiekTyBaHHs, KapTpumkom Ha 1,5 mn 1a 3 mn
Sacchar MapKyBaHHSA Ta
omyces nakyBaHHS
cerevisia roToBOro
e nikapcbKoro
3acoby
(cemarnyTng,
PO34MH Ana
iH'ekuili no 1,5 mn
Ta 3 mn,
nonepeaHLo
HanoBHeHa
LUMPULL-pyYKa
PDS290 ann
cemarnytuay): AIT
Hoso Hopagaick,
[JaHis
56. | BEFOBI® semaglutid | cemarny | A10BJ | po3uvH Ans iH'ekuil A/T HoBo NaHis NPUroTyBaHHS, BHECEHHS 3MiH 0 3a UA/20617/01/03
®PNEKCTAY® | e ™ma* 06 no 1 mr; no 3 mn Hopgick, HarnoBHEHHA Ta peecTpauiiHnux matepianis: peyenmom
* AHasnor PO3UKHY Y [JaHis KOHTPO/b SKOCTI 3MiHY | TMNY - 3MiHW 3 AKOCTI.
NOACHKO nonepegHLo npoaykuii in bulk [oTOBWIA Nikapcbknit 3aci6.
ro HanoBHEHIN WNpwuL- (kapTpuaxi no 1,5 Cuctema
r/oKaro py4ui; 1 nonepegHbo mn Ta 3 mn). KOHTelHep/3aKynoploBasTbHUi
Honogi6 HamnoBHeHa LWnpuL- BignosigansHuii 3aci6. 3MiHa nocTavasibHMKa
HOro pyuka Ta 4 3a BUNycK cepii nakyBaJIbHUX MaTepianis abo
nentugy 0/1HOPa30Bi roNku roToBOro KOMNIEKTYHUMX (SIKLLLO
-1 (rnn- Hoso®daiiH® lMNntoc B nikapcbkoro 3a3HayYeHo B AOCbE) (3amMiHa abo
1), KapTOHHI KOpo6Lyi 3acoby: A/T Hoeo O0faBaHHA nocTavyasibHUKa) -
BUrOTOB Hopgaick, JaHis; JopnasaHHa Bect

NeHni

NPUrOTYBaHHs,

dapmacboTikans Mpoaakrc
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
3a HanoBHEHHSA Ta Alipneng, N14., Kappikdepiw
TEeXHO/10 KOHTPO/b SKOCTI Poya, Botepchopa, X91 ROV6,
rieto npoAaykuii in bulk IpnaHgis, sk anbTepHaTUBHOIO
pekomb6i (kapTpuaxi no 1,5 noctavansHuka RTU ciporo
HaHTHOI M Ta 3 mMn). nopLwHs ans Berosi 3
AHK B KoMniekTyBaHHs, KapTpumkom Ha 1,5 mn ta 3 mn
Sacchar MapKyBaHHA Ta
omyces nakyBaHHS
cerevisia roToBOro
e nikapcbKkoro
3acoby
(cemarnyTng,
po3uunH ans
iH'ekuin no 1,5 mn
Ta 3 Mn,
nonepegHL0
HarnoBHeHa
LUMPUL-pyYKa
PDS290 gns
cemarnytugy): AIT
Hoso Hopgaick,
[JaHis
57. | BEFOBI® semaglutid | cemarny | A10BJ | po3uvH Ans iH'ekuili A/T HoBo [aHis NPUroTyBaHHS, [aHis 3MiHu | TMNY - 3MiHKU 3 SKOCTI. 3a UA/20617/01/04
DNEKCTAY® | e ™ma* 06 no 1,7 mr; no 3 mn Hopgaick HanoBHEHHA Ta [oTOBWIA Nikapcbkunii 3aci6. peyenmom
* AHautor PO3UNHY Y KOHTPO/b SKOCTI Cucrema
NOACHKO nonepegHL0 npoaykuii in bulk KOHTeliHep/3aKynopoBasibHWi
ro HanoBHEHiIl WnpuL- (kapTpuaxi no 1,5 3aci6. 3MiHa nocTavasibHUKa
rNoKaro pyuui; 1 nonepeAHb0 mAa Ta 3 mMn). nakyBasIbHUX MaTepianis abo
Honoaio HanoBHEeHa LWnpuL- BignosigansHuii KOMMIEKTYHOUMX (SIKLO
HOro pyuka Ta 4 3a BUNyck cepii 3a3HayeHo B A0CbE) (3aMiHa abo
nentugy 0iHOPa30Bi rosKn roToBOroO [0faBaHHA nocTavyasibHUKa) -
-1 (rnn- Hoso®aiiH® Mnioc B nikapcbKoro [JopasaHHsa Bect
1), KapTOHHI KopooLyi 3acoby: A/T Hoso dapmacbioTikans Mpogakrc
BUrOTOB Hopgaick, OaHis; AnpneHg, Nta., Kappikdepiw
neHwnit NPUroTYBaHHS, Poya, Botepchopa, X91 ROV6,
3a HanoBHEHHA Ta IpnaHgis, K anbTepHaTUBHOIO
TEXHO/10 KOHTPO/b SKOCTI noctavanbHuka RTU ciporo
rieto npoaykuii in bulk nopLHs ans Berosi 3
pekombi (kapTpuaxi no 1,5 KapTpumpkom Ha 1,5 mn 1a 3 Mn
HaHTHOI mAa Ta 3 mMn).
AHK B KomMniekTyBaHHs,
Sacchar MapKyBaHHSA Ta
omyces nakyBaHHs
cerevisia roToBOro
e nikapcbKoro

3acoby
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
(cemarnyTng,
PO34MH Ana
iH'ekyii no 1,5 mn
Ta 3 mn,
nonepeaHL0
HanoBHeHa
LUNpUIL-pyYKa
PDS290 ans
cemarnytuay): AIT
HoBo Hopgaick,
[JaHis
58. | BEFOBI® semaglutid | cemarny | A10BJ | po3uuH Ans iH'ekuili A/T Hoso [aHia NPUroTyBaHHS, [aHia BHECEHHS 3MiH 0 3a UA/20617/01/05
®IEKCTAUY® | e ™ma* 06 no 2,4 mr; no 3 mn Hopgick HanoBHEHHSA Ta peecTpauiiHnx matepianis: peyenmom
* AHanor pO3uuHy y KOHTPO/b AKOCTI 3MiHu | TUNY - 3MiHKU 3 SKOCTI.
N0ACHKO nonepegHL0 npoaykuii in bulk [oTOBWIA Nnikapcbkunii 3aci6.
ro HanoBHEHIN LWNpuL- (kapTpuaxi no 1,5 Cucrema
rtoKaro pyuuj; 1 a6o 3 M Ta 3 mMn). KOHTeliHep/3aKynopoBasibHWi
Honozi6 nonepegHL0 BignosigansHuii 3aci6. 3MiHa nocTavasibHUKa
Horo HanoBHEHI LNpUL- 3a BMNycK cepil nakyBasIbHUX MaTepianis abo
nentugy pyyku Ta 4 a6o 12 roToBOro KOMMNIEKTYOUMX (SKLWO
-1 (rnn- 0O/LlHOPa30BUX rOMOK nikapcbKoro 3a3HayeHo B A0CbE) (3aMiHa abo
1), Hoso®daliH® lMNntoc B 3acoby: A/T Hoso [04aBaHHS NnocTavya/lbHUKA) -
BUrOTOB KapTOHHI Kopo6Lli Hopgaick, OaHis; [opaBaHHs Bect
neHuii NpUroTyBaHHs, dapmacbtoTikans MpoaakTc
3a HanoBHEHHSA Ta AnpneHg, Nta., Kappikdepiw
TEXHO/10 KOHTPO/b AKOCTI Poya, Botepchopa, X91 ROV6,
rieto npoaykuii in bulk IpnaHgis, sk anbTepHaTUBHOIO
pekomb6i (kapTpuaxi no 1,5 noctavanbHuka RTU ciporo
HaHTHOI M Ta 3 mMn). nopLHs ans Berosi 3
OHK B KomnnekTyBaHHs, KapTpumkom Ha 1,5 mn ta 3 mn
Sacchar MapKyBaHHA Ta
omyces nakyBaHHS
cerevisia roToBOroO
e nikapcbkoro
3acoby
(cemarnyTng,
po3uunH ans
iH'ekUin o 1,5 mn
Ta 3 Mn,
nonepegHL0
HarnoBHeHa
LUMPUL-pyYKa
PDS290 gns

cemarnytugy): AIT
Hoso Hopgaick,
[JaHis
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
59. | BEHOIEMAH | heparin, BeHopyT | CO5B renb, no 40 ry Ty6i; My6niuHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 0 6e3 UA/7100/01/01
on combinatio | wHon, A53 no 1 Ty6i B mauui 3 aKujioHepH akujioHepHe peecTpauiiHnx matepianis: peyenma
ns renapuH, KapTOoHY e TOBapWCTBO 3MiHun | TMNY - 3MiHK 3 AKOCTI.
AekcnaH TOBapucTB "HaykoBo- CeptudpikaT BignosigHocTi/l'E-
TeHon o] BMPOGHUYNIA cepTudikaT BigNoBigHOCTI
"HaykoBo- LEHTP €Bponeiicbkili
BMPOGHUY "BopLyariBCcbkuii thapmakonei/MoHorpadii.
WA LEeHTP XiMiKo- MogaHHsA HOBOro abo
"bopLuaris hapmaLeBTUYHNI OHOBJIEHOrO cepTudikaTa
CbKuii 3aBog" BiANOBIAHOCTI 260 BUYYEHHSA
Ximiko- cepTucpikaTa BiANOBIAHOCTI
thapmaueB €Bponelicbkiin hapmakonei: ans
TUYHWIA A®I; ansa sBuxigHoro
3aBofa" mMarepiany/peareHTy/npomMikHOro
NPOAYKTY, L0
BUKOPVCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ons
[0MNOMDKHOT peyoBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHOBNEeHWit cepTuddikaT Big yxe
3aTBEPAKEHOr0 BUPOBHYKA.
OTpumaHHs oHoBneHoro CEP
ansa A®Il lenapuyH HaTpito Big,
3aTBEPAKEHOr0 BUPOGHMKA
"Hebei Changshan Biochemical
Pharmaceutical Co. Ltd", Kutaii
(piroua pegakuis: CEP 2005 -
270 - Rev 12; nponoHoBaHa
pepaxuis: CEP 2005 - 270 - Rev
13)
60. | BEHOIFEMNAH | heparin, BeHopyT | CO5B renb, no 40 r y Ty6i; My6niyHe | YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 6e3 UA/16813/01/01
O/1 1000 combinatio | uHon, A53 no 1 Ty6i B nayui akuioHepH akuioHepHe peecTpauiiHux maTepianis: peuenma
ns renapuvH e TOBapUCTBO 3MiHu | TMRY - 3MiHK 3 SKOCTI.
y TOBapuUCTB "HaykoBo- CepTudpikaT BignosigHocTi/l E-
Hatpito, o] BMPOGHUYNIA cepTuduikar BianoBigHOCTI
AeKkcnaH "HaykoBo- LeHTp €Bponencbkili
TeHon BMPOGHUY "BopLyariBcbkuii thapmakonei/MoHorpadoii.
WA LEHTP XiMiKo- MopaHHA HOBOro a6o
"BopLuaris hapMaueBTUYHWI OHOB/IEHOTO cepTudikaTa
CbKuit 3aBog" BiANOBIAHOCTI 260 BUYyYEHHS
XiMiKo- cepTudikaTa BiZnNoBIAHOCTI
hapmaves €sponelicbkin hapmakonei: ans
TUYHUIA A®l; gns BuxigHoro
3aBof" MaTtepiany/peareHTy/npoMiKHOro

NPOAYKTY, w0
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
BUKOPVCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ons
[0MNOMDKHOT peyoBUHU
(cepTudoikat BiANOBIAHOCTI
€poneiicbkili hapmakonei) -
OHOBNEeHWit cepTuddikaT Big yxe
3aTBEPAKEHOr0 BUPOGHMKA
nogaHHsa oHossieHoro CEP 2005
- 270 - Rev 13 ana A®l l'enapiH
HaTpilo Bif 3aTBEPAYKEHOrO
BMpo6HMKa "Hebei Changshan
Biochemical Pharmaceutical Co.
Ltd", Kutait y 38'a3ky 3
BBEAEHHAM hipMu- BUPOGHMKa
NPOMIXHOI NpoayKuii AdI (gitoua
pegaxuisi: CEP 2005 - 270 - Rev
12 nponoHoBaHa pegakuis:
3aTBepmxeHuii CEP CEP 2005 -
270 - Rev 13)
61. | BEPTUHEKC prochlorpe | npoxnop | NO5A Tabnetku no 5 Mr no TOB YkpaiHa KYCYM IHgis BHECEHHS 3MiH 0 3a UA/13352/01/01
® razine nepasvH | B04 10 TabneTok y "KyCyMm" XENTXKEP MNBT peecTpauiiHux maTepianis: peuenmom
y 6nicTepi; no 1 nTa 3MmiHu | TUny - AgMiHICTpaTUBHI
Manear 6nictepy B 3MiHW. 3MiHa HaliMeHyBaHHS
KapTOHHI ynakoBL; Ta/abo agpecu 3asBHUKaA
no 10 TabneTtok y (BnacHuka peecTpauiinHoro
6nicTepi; no 1 noceigyeHHs) 3miHa
6nictepy B HallMeHyBaHHS 3asIBHUKa
KapTOHHIN ynakoBLi; (BnacHuka peecTpauiinHoro
no 10 KapTOHHKX noceigyeHHs), 6e3 3mMiHun
yNakoBOK Y HOpUANYHOI 0Co6U
KapTOHHI Kopo6Lii
62. | BEPTUHEKC prochlorpe | npoxnop | NO5A Tabnetkv no 5 mr in TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH [0 - UA/21210/01/01
® razine nepasvH | B04 bulk: Ne 12600 "KyCyMm" XENTXKEP MNBT peecTpavuiiHux maTepianis:
y (10x1260) no 10 Iyt 3MmiHu | TUny - AgMiHICTpaTUBHI
Manear TabneTok y 6nictepi; 3MiHW. 3MiHa HaliMeHyBaHHS
no 1260 6nictepiB y Ta/abo agpecu 3asBHMKaA
KapTOHHI KOpOOL (BnacHuKa peecTpauiinHoro
NnocBigYeHHs) 3MiHa
HaliMeHyBaHHS 3asiBHUKa
(BnacHvika peecTpadiiHoro
noceigyeHHs), 6e3 3MiHun
HOpUAMYHOI 0cobu
63. | BAAAHON® tranexami TpaHekc | BO2AA | Tabnetku, BKpUTI TOB YkpaiHa BMPOGHULITBO, IHgis/ BHECEHHS 3MiH 0 3a He UA/14215/01/01
c acid amoBa 02 060/10HKOH0, No 500 "KyCym™m" nepBuHHE YkpaiHa peecTpauiiHnx matepianis: peuyenmom niosnsie
Kucnora mr; no 10 TabneTok nakyBaHHs, 3MiHu | TURNY - AgMIHICTPaTUBHI ae
y 6nicTepi; no 3 abo BTOPWHHE 3MiHW. 3MiHa HaliMeHyBaHHS




82

Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
no 6 6nictepis y naxyBaHHs, Ta/abo agpecy 3asBHMKa
KapTOHHI ynakoBLi KOHTPO/Ib SKOCTI, (BnacHvika peecTpaduiiHoro
BUNYyCK cepii a6o NOCBIJYEHHS) - 3MiHa
BUPOGHMLITBO HaliMeHyBaHHS 3asiBHUKa
npoaykuii in bulk: (BnacHvika peecTpaduiiHoro
KYCYM NnocBigYeHHs), 6e3 3MiHK
XENTXKEP MBT OpPUANYHOT 0Co6U:
NTA, IHajs; 3artBepmkeHo: TOB
BTOPUHHE "TNEAPAPM NTA", YkpaiHa.
nakyBaHHs1, BUMYCK 3anponoHosaHo: TOB "KYCYM",
cepii 3 npoayku,i YkpaiHa. BBegeHHs 3MiH
in bulk: npoTarom 12 micsauis nicns
TOB «KYCYM», 3aTBepKeHHS.
YKpaiHa;
KOHTPO/b SKOCTI:
TOB «KYCYM»,
YkpaiHa
64. | BAAAHON® tranexami TpaHekc TabneTku, BKPUTI TOB YkpaiHa KYCYM IHAis BHECEHHS 3MiH 0 - UA/19694/01/01
¢ acid amosa o060710HKOt0, No 500 "KyCymMm" XENTXKEP MBT peecTpauiiHnx matepianis:
KucnoTa mr in bulk no 10 nTa 3miHu | TYny - 3MiHK Woao

Tabnetok y 6nictepi;
no 150 6nictepis y
KapTOHHI Kopo6Lli

6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKIili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHA Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnimkeHsb 3 6e3nexu
3aCTOCyBaHHS NiKapCbKoro
3acoby B mic/iApeecTpavyiiiHmii
nepiog, abo sk pe3ynbTar OLiHKU
3BITY 3 AOCNIgKEHb, NPOBEAEHNX
BiANOBIAHO A0 MnaHy
negiatpuyHux gocnipxeHs (PIP)
(3MiHY y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - 3MiHW BHECEHO [0
IHCTPYKUiT 4Nns MeanyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby Ao po3ainy "Mo6iyHi
peakuii” Wwoao 6esnekn
3aCTOCYBaHHS fjil040T peyoBUHU
TpaHekcamoBa kucnota

BIANOBIAHO [0 pekomeHaaLii
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Hasga

MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

PRAC. BBefieHHs 3MiH NpOTArom
12 micsyiB nicns 3aTBEpAKEHHS.
3MiHu | TUNY - AgMiHICTpPaTUBHI
3MiHWU. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asBHMKa
(BnacHvika peecTpadiiiHoro
nocBiAYEHHS) - 3MiHa
HaliMeHyBaHHS 3asiBHMKa
(BnacHvika peecTpadiiHoro
noceifyeHHs), 6e3 3mMiHun
1OpUANYHOI 0Co6HU:
3arsepaxeHo: TOB
"TNEAPAPM NTA", Ykpaina.
3anponoHoBaHo: TOB "KYCYM",
YKpaiHa. 3MiH1 BHECEHO 10
IHCTPYKUiT 4Ns MeanyHoro
3aCTOCyBaHHS NiKapCbKOro
3aco6y A0 po3ainy "Bupo6HuK".
3arBepmkeHo: BupobHuk. TOB
«TNEQ®APM NTO».
3anponoHoBaHo: BUpo6HUK.
TOB «KYCYM». Ta sik Hacnifok
3MiHU [0 TEKCTY MapKyBaHHS
yNakoBKU NiKapcbKoro 3acoby
BBefieHHs 3MiH npoTarom 12-1u
MiCSLB NiCNs 3aTBEPAXKEHHS.
3MiHu | TUNY - AgMiHICTpPaTUBHI
3MiHWU. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaKEeHHA AiANIbHOCTI
BMpO6HMKa/iMnopTepa rotToBoro
nNikapcbKoro 3acoby, BKIOUaUn
AinbHULI BUNYyCKy cepii abo
MicLie NpoBefEHHS KOHTPO/HO
AKOCTI. (BIANbHICTb, 3a AKY
BiANOBigae BUPOGHMK/iIMNopTep,
BK/THOUAIOYMN BUMYCK CEPIid) -
3MiHa HaliMeHyBaHHs
BMPOGHMKa, 6€3 3MiHM MicLs
BMPOGHULTBA: 3aTBEPA)KEHO:
TOB "TNIEA®APM NTA",
YKpaiHa. 3anponoHosaHo: TOB
"KYCYM", YKpaiHa. 3miHu
BHECEHO A0 IHCTpyKUii Ans
MeAMYHOro 3acTOCYBaHHS

NiKapCcbKoro 3acoby A0 posginy
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
"BUpo6HMK". 3aTBEPAKEHO:

Brpo6Huk. TOB «MMELPAPM
NT[A». 3anponoHoBaHo:
Bupo6HuK. TOB «KYCYM». Ta
AK HACNIAOK 3MiHWN [0 TEKCTY
MapKyBaHHS YNakoBKu
nNikapcbKoro 3acoby 3miHun
BHECEHO A0 IHCTpyKUii Ans
MeAMYHOro 3acTOCYBaHHS
nNiKapcbKoro 3acoby A0 po3ainy
"MicLe3HaxomKeHHs BUPOGHMKa
Ta agpeca MicLsa NPoBaAKEHHS
oro gisanbHocTi". Ta 5K
HacnifoK 3MiHU 0 TEKCTY
MapKyBaHHS YNakoBKu
niKkapcbKoro 3acoby o
BiANOBIAHMX po3ainiB. BBeaeHHs
3MiH NpoTArom 12-tu micAuis
nicns saTBepkeHHs. 3MiHu |
MRy - 3MiHM 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS 40AATKOBOI AiNbHUL
BMPOGHMLTBA A/151 YACTUHN abo
BCbOr0 BUPOGHMYOro npoLiecy
rOTOBOrO J1iKapCbKOro 3acoby
(8iNbHULA AN BTOPUHHOTO
nakyBaHHS1) - BBEAEHHS
[opartkoBoro Bupo6bHuka TOB
«KYCYM», YKPAIHA 3a
agpecoto 08039, YkpaiHa,
KniBcbka 06nacTb, ByyaHcbkuii
paiioH, MakapiBcbka
TepuTopiasibHa rpomaga, ceno
CesepyiHiBka, By/. [Mepemoru,
6yanHOK 2B, Lo 3gilicHioBaTME
BTOPUHHE NakKyBaHHA 3 NPOAYKLiT
in bulk, BurotoBneHoi
BMPOGHMKOM KYCYM
XENTXKEP MNBT NTA4 / KUSUM
HEALTHCARE PVT LTD, 3
MeTOK onTuMmisau;i
BMPOGHULTBA BBEEHHS 3MiH
npoTArom 12-Tu micsAuiB nicns
3aTBEepPMKEHHS. 3MiHK | Tuny -

3MiHVM 3 SIKOCTi. FoTOBUIA
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo

CTOCYHOTbCSl BUMYCKY Cepii Ta
KOHTPOJH0 AKOCTi rOTOBOTO
nikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA AinbHUL, Ha SAKIRA
34iCHIOETLCSA
KOHTPO/Ib/BUNPOBYBaHHSA cepil) -
BBEJIEHHS 40AaTKOBOT AiNbHULL
TOB «KYCYM» 3a agpecoto
02149, YkpaiHa, M. Kuis,
npocnekt Mukonun baxaxa, 38,
Ha SIKiil 34iICHIOETBCSA KOHTPOSb
AKOCTi BBeZleHHA 3MiH NPOTArom
12-tn micauis nicna
3aTBEpPMKEHHA. SMiHn | Tuny -
3MiHK 3 sKOCTi. FoTOBUIA

nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo

CTOCYHOTbCSl BUMYCKY Cepii Ta
KOHTPOJH0 AKOCTi rOTOBOTO
nikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA BUPOOHMKA, LLIO
BignoBifae 3a BBe3€eHHS Ta/abo
BUNycK cepii) - He Bkovaroum
KOHTPO/b/BUNPOBYBaHHA cepii -
BBEJIEeHHSA [104aTKOBOro
BMpo6HUKa TOB «KYCYM»,
YKPAIHA 3a agpecoto 08039,
YkpaiHa, Kniscbka 06nacTb,
ByuaHCbKuii paiioH,
Makapiscbka TepuTopiasibHa
rpomaga, ceno CeBepuHiBKa,
By/1. Mepemoru, 6yanHoK 2B, wo
3pjiicHIOBaTMME BMMYCK cepii 3
npoaykuii in bulk, Burotosnexoi
BMPOGHMKOM KYCYM
XENTXKEP MBT NTA / KUSUM
HEALTHCARE PVT LTD.
BBeneHHs 3MiH npoTarom 12
MicsILLiB NicNs 3aTBEPAKEHHS.

65.

BIAICIK

Kapbome
p

SO01XA

renb o4Huin 0,2 % no
10 ry Ty6i; no 1 Ty6i
B KQpPTOHHI kopobui

TOB
«BAYLU
XEJIC»

Ykpaina

Op. l'epxapg MaHH

XeMm.-chapm.
Pabpuk TM6X

Himeuun
Ha

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHu | TMny - 3MiHK Woao

Ees3
peuenma

UA/8536/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

6e3nekn/edeKTUBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs
ab0 3MiHM [0 y3ara/ibHeHUX
[aHux nNpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3aranbHeHUX faHux npo
cuctemy thapmakoHarnsgy,
3MiHa yNMOBHOBaXXEHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asABHUKA 419 3AiICHEHHS
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YMOBHOBaXEHOT 0co6Y,
BiNOBIAaAbHOI 3a 3iICHEHHS
thapmakoHarnagy (Bkio4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
PO3MiLLEeHHI MacTep-thaiina
cmcTemMu dhapmakoHarnagy).
3MiHa MicLe3HaxoMKeHHs
MacTep-chaiina cucremm
thapmakoHarnsgy. 3miHa micus
3[iACHEHHSI OCHOBHOT AisiNbHOCTI
3 thapmakoHarnsgy.

66.

BIHOPE/bBI
H "EBEBE"

vinorelbine

BiHOpen
bOIH (Y
BUTNAAI
BiHOpen
bOIHY
TapTpar
Y)

LO1CA

KOHLUeHTpaT ans
pO34nHY Ans
iHdpy3in, 10 mr/ms;
no 1 mn (10 mr) a6o
5 mn (50 mr) y
hnakoHi; no 1
chnakoHy B
KapTOHHI KopooLyi

EBEBE
Papma
lec.m.6.X.
Hdpr. KI

ABCTpis

MOBHWIA LMKN
BMpOOHULTBA:
PAPEBA YHTepax
M6X, ABCTpIs;
BUNYCK cepil:
EBEBE ®apma
lec.m.6.X. Hdor.
KI", ABCTpis;
TecTyBaHHsa: MIMJ1
Mikpob6ionoriwec
Mptochnabop
'M6X, ABCTpISt;
TeCTyBaHHS:
Na6op /IC CE &
Ko.Kl, HimeuunHa

ABcTpisi/
Himeyun
Ha

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHu | TMRY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa dhopmm abo
pO3Mipy KOHTelHepa uun
3aKyMnopHBa/IbHOIO 3acoby
(NepBUHHOT ynakoBkm)
(cTepunbHI nikapcbki 3acobu)
[ofaBaHHA afibTepHATUBHOIO
CK/ISIHOTO gpriakoHy 2R 2 mn
Tuny blowback, skuii
BMKOPMCTOBYBATUMETLCS K
nepBUHHE NakyBaHHS A/1s
NiKapcbKoro 3acoby.

3a
peyenmom

UA/4020/01/01

67.

BOrniso3

voglibose

BOrNi6o3

Kpuctanu abo
KpucTanivyHmi
NOPOLLIOK
(cyb6eTaHuis) y

TOB
«KYCYM»

YkpaiHa

KONIOH NTAN®
CAEHC, IHK.

Pecny6n
ika
Kopes

BHECEHHS 3MiH 40
peecTpauiiHnx matepianis:
3MiHu | TUNY - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs

UA/19565/01/01




87

n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

nonieTuNeHoBMX
nakeTtax gns
hapMaueBTUYHOTO
3acToCyBaHHs!

Ta/abo agpecu 3asBHMKa
(BnacHvika peecTpaduiiHoro
noceig4eHHs). 3MiHa
HaliMeHyBaHHS 3asiBHUKa
(BnacHvika peecTpaduiiHoro
NnocBigYeHHs), 6e3 3MiHK
opuanyHoi ocobu: fitoua
pepakuisi: TOB «MEA®APM
NTA», YKkpaiHa. NponoHoBaHa
pegakuis: TOB «KYCYM»,
YKpaiHa

68.

BOPUKOHA3
on

voriconazo
le

BOPUKOH
ason

JO2AC
03

NMopoLLOK AN
PO34mnHy ANs iHAY3i
no 200 mr; 1 dpnakoH
3 MOPOLLKOM Y nayvj
3 KapTOHY

xeHodha
pm NiTh,

Benuka
Bputai
a

XaiiHaHb Moni
dPapm Ko., flta,.

Kutaii

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3miHu | TYny - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3MiHn y

KOPOTKIili XapakTepucTu,i
niKapcbKoro 3acoby, TekcTi
MapKyBaHHA Ta iHCTPYKUiT Ans
MeANYHOro 3aCTOCYBaHHS
reHepuyHuX/ribpuaHunx/éionoaio
HUX NiKapCbkUx 3acobis nicns
BHECEHHS Ti€i camoi 3MiHV Ha
pethepeHTHM1 npenapaT (3MiHa
He noTpebye HafaHHS XO4HNX
HOBUWX AOAATKOBUX AaHNX) 3MiHU
BHECEHO A0 IHCTPYKUiT ANns
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ginu
"MpoTunokasaHHA", "B3aemogis
3 iHWYMK NiKapCbKMMn
3aco6amu Ta iHwWi Buan
B3a€emogiit" 3rigHo 3
iHchopmavieto WoA0 MeguyHoro
3aCTOCYBaHHA ped)epeHTHOro
nikapcbkoro 3acoby (VFEND
200 mg powder for solution for
infusion) (eCTD Bepcis 0001).
BBefeHHA 3MiH NPOTAroM 6-Tn
MiCALIB MiC/1A 3aTBEPKEHHS

3a
peyenmom

He
nionsie
ae

UA/20010/01/01

69.

BOPUKOHA3
O/1 AKKOPJ,

voriconazo
le

BOPUKOH
ason

JO2AC
03

TabneTkn, BKpUTI
nniBKOBOO
060710HKO0, Mo 200
Mr no 14 TabneTtok y
6nictepi; no 1 a6o
no 2 6nictepv B

Akkopf,
Xenckea
C.JY.

IcnaHis

BMPOGHMLTBO
nikapcbkoro

3acoby, nepBunHHe

Ta BTOPUHHE
nakyBaHHA,

KOHTPO/b SKOCTI

IHaia/
Benvka
BpuTaHi

al
ManbTa/
ITanis/

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHu | TMRY - 3MiHK 3 SKOCTI.
[oTOBWIA Nnikapcbknii 3aci6.
3MiHM Y BUPOOHULTBI. 3MiHN Y
npoeci BUpo6bHULITBA FOTOBOTO

3a
peyenmom

UA/20312/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
KapPTOHHII nauyui cepii: IHTAC Monblwa | nikapcbkoro 3acoby, BkAoUatouu
SAPMACBIOTIKA NPOMDKHUIA NPOAYKT, WO
NC NIMITEL, 3aCTOCOBYETLCA Mpu
IHAis; BMPOOHULITBI FOTOBOrO
AinbHMUS 3 nikapcbkoro 3acoby (iHLwi 3MiHN)
KOHTPOJIHO SIKOCTI: - 36iN1bLLEHHSA TepMiHY
ACTPOH 36epiraHHa Hepo3dacoBaHol
PECbLOPY npoaykuii 3 270 gHiB Ao 360
NIMITEA, Benuka [HiB. BHECeHO pefiakLiiiHi 3MiHN
BputaHis; y po3ginn 3.2.P.2; 3.2.P.3.3.;
OinbHUUS 3 3.2.P.35,;3.2P.5.4,;3.2.P.7
KOHTPOJIHO0 SIKOCTI: 3MiHY | TUNY - 3MiHK 3 AKOCTI.
dapmagokc FoToBWIA Nnikapcbkuii 3aci6.
Xenckea N114,, 3MiHM Y BUPOGHMLTBI. 3MiHK
ManbTa; BUNpobyBaHb abo AONyCTUMUX
poparkosa MeX, BCTAHOB/EHNX Y
OinbHUUS 3 cneumdikauisix, nig yac
NepBUHHOTO Ta BMPOGHMLITBA FOTOBOTO
BTOPVHHOTIO nNikapcbKoro 3acoby (iHLi 3MiHN)
nakyBaHHS: -
AKKOP/[, 3MiHa MeXi CTilikoCTi 4o
XEJICKEA po3aasnoBaHHs (TBEPAOCTI)
NIMITEA, Benuka Tab/1eTOK HENOKPUTUX 3 «60 N-
BpuTaHis; 130 N» Ha «60 N-145 N»
foparkosa
OinbHUUS 3
BTOPWHHOTO
nakyBaHHS:
AKKOP[-tOKEW
NIMITEL, Benuka
BpuTaHis;
Jopatkosa
OinbHUUA 3
BTOPWHHOTO
nakysaHHsa: A4/
CANJII YEWH
(Itanis) CIA,
ITanis;
BiAnNoBigabHUIA 3a
BUNYCK cepil:
AKKOP[,
XEJNICKEA
NIMITEA, Benvika
BputaHis; Akkopg
Xenckea Moncka
Cn. 3 0.0.,
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
Monbla
70. | BOPUKOHA3 | voriconazo | BopukoH | JO2AC | nopoLlok Ans Akkopg, IcnaHis BMPOGHMLTBO IHgis/ BHECEHHS 3MiH g0 3a UA/20562/01/01
O/1 AKKOPA, le ason 03 PO34unHy ANs iHAy3il Xenckea nikapcbKoro Benuka peecTpauiiHux maTepianis: peuenmom
no 200 mr; no 1 C.JLYy. 3acoby, nepBuHHe | BpuTaHi 3MiHn | TURY - 3MiHK WoAo
thnakoHy B navui Ta BTOPUHHE al 6e3nekn/edeKTBHOCTI Ta
nakyBaHHsl, ManbTa/ dhapmakoHarnsgy. BeegeHHs
KOHTPO/b AKOCTI MonbLa ab60 3MiHN [0 y3arasibHeHNX
cepii: IHTac [aHuX Npo cuctemy
dapmacbioTikanc thapmakoHarnagy (BBegeHHs
Nimitea, IHgis; y3arasibHeHVX AaHunx rnpo
AinbHWUA 3 cuctemy dhapmakoHariagy,
KOHTPOJIHO SIKOCTI: 3MiHa yNoOBHOBaXeHOI ocobu,
ACTPOH BiANOBIAA/IbHOI 3a 34iiCHEHHSA
PECbOPY hapmakoHarnsgy; KOHTakTHoT
NIMITEA, Benuka ocobu 3 hapmakoHarnsagy
BpuTaHis; 3asBHMKa AN 34ICHEHHSA
AinbHUUS 3 thapmakoHarnagy B YkpaiHi,
KOHTPOJIHO0 SIKOCTI: SKLLO BOHa BigMiHHa Bif,
Papmagokc YMOBHOBaXEHOI 0COo6Y,
Xenckea /14., BiAnoBiAa/IbHOI 3a 3AjACHEHHS
ManbTa; dhapmakoHarnsgy (Bknovatoum
JofaTkosa KOHTaKTHi faHi) Ta/abo 3MiHn y
AinbHUUS 3 pO3MilLeHHi MacTep-chaiina
BTOPWHHOTO cuctemu hapmakoHarnsgy) -
nakyBaHHs: 3MiHa yNnoBHOBaXKEHOT 0CcobM
AKKOP[, 3asBHYKA, BignoBigasibHOI 3a
XEJICKEA thapmakoHarnsg.
NIMITE/L, Benuka [Litova pegakuisa: Apnetta
BpuTaHis; BepuHcbka / Arletta Werynska.
fopatkosa MponoHoBaHa peaakuis: Arata
AinbHUUA 3 leiiceBnu / Agata Gesiewicz.
BTOPVHHOTO 3MiHa KOHTaKTHUX AaHnX
nakyBaHHS: YNOBHOB&XXEHOI 0CcOobMU,
CuHonTtn3 BignoBigasibHOI 3a
IHpacTpian Cn. 3 hapmakoHarnsg,.
0.0., MonbLua;
BiANOBIAaIbHNI 3a
BMNYCK Cepil:
Akkopg Xenckea
Nimitea, Benuka
BpuTaHis;
Akkopg Xenckea
Moncka Cn. 3 0.0. ,
MNonbLia
71. | TABANENT gabapenti rabaneH | NO3A Kancynu TBepai Mikpo IHAis MIKPO NABC IHAis BHECEHHS 3MiH 0 3a He UA/18179/01/01
n TUH X12 enatuHosi no 300 Jlabc NIMITEL peecTpaLiinHMX MaTepianis: peyenmom nidnsie
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

mr; no 10 kancyn y
6nicTepi; no 3
6nicTepy B KOPOOLi

Nimiten

3MiHu | TURY - 3MiHK LWoAo
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOpOTKili xapakTepucTu,i
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
Me[MYHOro 3aCTOCyBaHHA Ha
nigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3acTOCyBaHHS NikapcbKoro
3acoby B nicnsipeecTpauiiHnii
nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 OCNIIKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigpkers (PIP)
(3MiHY y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXKEHVM
opraHom).
3MiHV BHECEHO B IHCTPYKLU,it0 ANns
MeJMNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainis
"Ocob6nMBOCTI 3acTOCyBaHHS" Ta
"Mo6iuHI peakyji" wono 6esneku
3aCTOCYBaHHS fjil040l peyoBUHU
BiANOBIAHO [0 pekomeHaaLii
PRAC.

ae

72,

FABATMEHTU
H

gabapenti
n

rabaneH
TUH

NO2BF
01

kancysm no 100 wr;
no 10 kancyny
6nictepi; no 2
6nictepn y
KapTOHHI KopooLyi

TOB
"Amina
Xernc Kea"

Ykpaina

Crepun-xeH
Naiip CalieHcn3
(M N

IHais

BHECEHHS 3MiH O
peecTpauiiHux maTepianis:
3MiHn | TURY - 3MiHK WoAo
6e3nekn/edeKTBHOCTI Ta

dhapmakoHarnsgy. BeegeHHs
ab60 3MiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHarnagy,
3MiHa yNoOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsagy
3asBHMKa AN 34IMCHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHa Bif,
YNOBHOBAXEHOI 0Ccoby,

3a
peyenmom

UA/21261/01/01
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Pekna

Homep

n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

MyBaH

peecmpayitiHo
20
nocsioYyeHHs1

Ha3sa*

IHais

BiNOBIAaAbHOI 3a 3iICHEHHS
thapmakoHarnagy (Bkiovyarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
PO3MiLLEeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXeEHOI 0co6u
3asBHYKA, BignoBigasibHOI 3a
hapMakoHarnag. 3miHa
MiCLLe3HaxXOMKEHHS MacTep-
thaiina cuctemu
thapmakoHarnsgy Ta iioro
Homepa. 3MiHa Micua
3[iiCHEHHS] OCHOBHOI Aisi/TbHOCTI
3 (hapmakoHarnagy.
BHECEHHS 3MiH 0

3a

UA/21261/01/02

73.

FABAMEHTA
H

gabapenti
n

rabaneH
TUH

NO2BF
01

kancynu no 300 wr;
no 10 kancyny
6nictepi; no 2
6nictepn y
KapTOHHI Kopo6Lyi

TOB
"Amina
Xenc Kea"

YkpaiHa

Crepun-[xeH
Naiicp CaiieHcn3
(m nTa

peecTpauiiHnx maTepianis:
3MiHu | TUnNy - 3MiHK Woa0
6e3nekn/edeKTNBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3ara/ibHeHUX
[aHux nNpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNMoBHOBaXXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKa 419 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLO BOHA BiAMiIHHA Bif
YNOBHOBaXEHOI 0coby,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnagy (Bkio4yawum
KOHTaKTHi flaHi) Ta/abo 3MiHN y
po3MilLeHHI MacTep-tharina
cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOI 0co6u
3asBHYKA, BignoBigasibHOI 3a
hapMakoHarnag. 3miHa
MiCLLE3HaXOMKEHHSA MacTep-
thaiina cuctemu
thapmakoHarnsgy Ta iioro

Homepa. 3MiHa Micus

peyerimom
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY

(nikapcbka ¢hopma,

ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3[jl/iCHEHHSI OCHOBHOI AiANIbHOCTI
3 chapmakoHarnagy.

74.

FABATMEHTU
H

gabapenti
n

rabaneH
TUH

NO2BF
01

kancynu no 400 wr;
no 10 kancyny
6nicTepi; no 2
6nictepn y
KapTOHHI Kopo6Lyi

TOB
"Amina
Xenc Kea"

YkpaiHa

Crepun-xeH
Nalidy CalieHcuns
(M na

IHAis

BHECEHHS 3MiH [0
peecTpauinHMx maTepianis:
3miHu | TYny - 3MiHK Woao

6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHeHNX
[aHux nNpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX faHux npo
cuctemy hapmakoHarnsagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BiAnoBiAa/IbHOI 3a 3AjACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKA 419 34iICHEeHHS
thapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHa Bif,
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U
3asBHWVKa, BiANOBIAA/ILHOI 3a
thapmakoHarnag. 3MiHa
MiCLIe3HaxopKeHHs1 macTep-
thaiina cuctemu
hapmakoHarnsgy Ta ioro
HoMepa. 3MiHa Micus
3[jiACHEHHSI OCHOBHOI AiSNbHOCTI
3 (hapmakoHarnagy.

3a
peyenmom

UA/21261/01/03

75.

TABICKOH®
M'ATHA
CYCNEH3IA

HaTpito
anbriHat
, HaTpilo
6ikap60o
Har,
KasbLito
Kap6oHa
T

A02BX
13

CYCMEH3if opasibHa;
no 150 mn abo no
300 mn y donakoHax

PekkiTT
BeHkizep
Xenckep

(HOKeiA)

Nimiten

Benwuka
Bputani
a

PekkiTT BeHkizep
Xenckep (KOKeit)
Nimiteq

Benvka
BpuTaHi
a

BHECEHHS 3MiH [0
peecTpauinHMX maTepianis:
3MiHY | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/aminu, Lo
CTOCYHTbCS BUMYCKY cepii Ta
KOHTPOJHO SIKOCTi FOTOBOro
nikapcbKoro 3acoby (3amiHa abo
[0AaBaHHA BUPOBHNKa, L0
BiANoBiAae 3a BBe3EHHA Ta/abo

6e3
peyenma

UA/6865/01/02
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Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
BUMNYCK cepil) - He Bkoyatoun
KOHTPO/Ib/BUNPOBYBaHHSA cepil -
[lo matepianis peecTpauiiiHoro
[0Cbe BHOCUTLCS iHhopmav,is
npo imnoptepa ToBapuCTBO 3
06MEXEHOH0 BifNoBifaNbHICTIO
«PekkiTT BeHkizep Xaycxong
EHp Xenc Kep YkpaiHa». 3MiHn
BHOCSTbCS 3TiAHO BUMOT
noctaHosu KabiHeTy MiHicTpiB
Ykpainm Ne 287 Big 14.03.2025
p. Mpo 3arBepaXeHHA Mopagky
BBE3EHHS Ha TepuTOopito YKpaiHu
NiKapCbKNX 3acobiB.
76. | TEPUENTUH trastuzum Tpactysy | LO1IFD | niocpinizaT ans TOB YkpaiHa Bupo6bHMLTBO cuaA/ BHECEHHS 3MiH 0 3a UA/13007/01/01
® ab mab 01 KOHLEeHTpaTy Ans «PoLwu Hepo3dacosaHoi Himeuun peecTpauiiHnx matepianis: peyenmom
PO3uunHy Ans iHdpysiii | YkpaiHa» NpoAyKuUii, Ha/ 3MmiHu | TNy - 3MiHK WwWoao
no 150 wr, nepBuHHE Lseiina 6e3nekun/edeKkTBHOCTI Ta
niogpinizat gns nakyBaHHs: pis hapmakoHarnsagy. 3miHa
KOHLeHTpaTy Ans [hxeHeHTeK IHK., yacToTu Ta/abo TepMiHiB
PO34unHy ANs iHAy3il CLA; noJaHHsa perynsipHo
y thnakoHi, no 1 Bupo6bHMLTBO OHOB/IOBAHMX 3BITIB 3 6e3nekn
chnakoHy B Hepo3dacoBaHoi nNikapcbKnx 3acobis - 3MiHa
KapTOHHI KopooLyi npoaykuii, 4acToTu Ta TepMiHiB NofaHHS
nepBuHHE perynspHoO OHOB/IKOBAHOIO 3BITY
nakyBaHHS, 3 6esneku.
BTOPWHHE [Oitoua pepakuin: Yactota
nakyBaHHSl, NOAAHHSA PerynsipHo
BMNPOGYBaHHSA OHOB/IHOBAHOrO 3BITY 3 6e3nekun 1

KOHTPO/IIO AKOCTI,
BWMNYCK cepii: Pow
[LiarHocTrke M'v6X,
HimeuuunHa,;
BTopuHHe
nakyBaHHS,
BMNPO6YBaHHSA
KOHTPOJIHO0 SIKOCTi,
BMNYCK Cepil:
& . XohpmaHH-/15
Pow NTpg,
LLiBeiuapis

pik. KiHueBa aara ans
BK/IIOYEHHSA faHux fo PO3b -
24.03.2018 p. farta nogaHHsA
PO3b - 02.06.2018 p.
MponoHoBaHa pegakuis:
YacToTa noAaHHs perynsipHo
OHOB/IOBAHOIO 3BITY 3 6e3nekn 3
poku. KiHueBa gara ans
BK/IOUYEHHA gaHux ao PO3b -
24.09.2027 p. Oarta nogaHHa
PO3Bb - 23.12.2027 p.
PekomeHgoBaHo A0
3aTBEpPKEHHS BiANOBIAHO A0
nepiogNYHOCTI NOAaHHS
perynspHoO OHOBJ/HOBAHUX 3BITiB
3 6e3nekn nikapcbknx 3acobiB y

€C.
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HS** 20
mosaHa HU nocsioYyeHHs1
Hassa*
77. | TEPLUENTUH trastuzum | TpacTty3y | LO1FD | niocpinisat ans TOB YkpaiHa Brpo6HMLUTBO CLWA/ BHECEHHS 3MiH [0 3a UA/13007/01/02
® ab Mab 01 KOHLeHTpaTy Ans «Poww Hepo3dacoBaHoi Himeuun peecTpauiiHnux maTepiasis: peyenmom
pO3uunHy ans iHgysili | YkpaiHa» npoaykuii, Ha/ 3MiHu | TNy - 3MiHK Wwoao
no 440 wr; nepBuHHe LBeiiya 6e3nekn/edeKTBHOCTI Ta
niodpinizat ans nakyBaHHs, pis thapmakoHarnagy. 3miHa
KOHUEeHTpaTy Ans BMNPO6YBaHHSA YyacToTu Ta/abo TepMiHiB
pO34nHy ans iHdysili KOHTPO/IO AKOCTI noJiaHHA peryssapHo
y chnakoHi, pasom 3 (Tinbkn OHOB/THOBAHUX 3BITIB 3 6e3neku
20 MN pO3YMHHKKA CTEepPW/IbHICTb Ta niKkapcbkunx 3acobis - 3mMiHa
(PO3YMHHMK: MeXaHiuHi 4acToTV Ta TEPMIHIB NoAaHHSA
6akTepiocTatuyHa BK/TIOYEHHS): perynspHO OHOBJ/IOBAHOIO 3BITY

BOAa ANs iH'ekuin 20
M/1, WO MICTUTb
1,1% 6eH31noBoro
CnupTy Ta BOoAy ANA
iH'eKUili) y donakoHi B
KapTOHHI Kopo6Lyi

[xeHeHTek IHK.,
CLA; xeHeHTeK
IHK., CLUA;
Bupo6bHMLTBO
Hepo3dacoBaHOl
npoAyKuii,
nepBuHHe
nakyBaHHsl,
BMNPOGYBaHHSA
KOHTPO/TIO AKOCTi:
Pow fjarHocTrke
m6X, HimeuunHa,;
BTopuHHe
nakyBaHHSl,
BMNPOGYBaHHSA
KOHTPO/TIO AKOCTI,
BUNYCK cepil:
®.XohpmaHH-/15
Pow NlTA,
LBeliuapis;
PO3UMHHNK:
Bupo6bHMLTBO
Hepo3dacoBaHOl
NpoAyKuUii,
nepBuHHe
nakyBaHHSl,
BTOPVIHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPOJTHO AKOCTI,
BUNYCK cepil:
®.XothpmaHH-/15
Pow NTa,
LLiBeiiuapis;
Brpo6HMUTBO

3 6esneku.

[litoua pepakuin: Yactota
nofaHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekn 1
pik. KiHueBa parta ans
BK/IHOYEHHA gaHux ao PO3B -
24.03.2018 p. Oarta nogaHHa
PO3b - 02.06.2018 p.
MponoHoBaHa pegakuis:
YacToTa noAaHHs perynsipHo
OHOB/IOBAHOTO 3BITY 3 6e3nekn 3
poku. KiHuesa farta gns
BK/tOYEHHA gaHux ao PO3B -
24.09.2027 p. farta nogaHHA
PO3B - 23.12.2027 p.
PekomeHgoBaHO A0
3aTBEPKEHHS BiANOBIAHO A0
nepioguYHOCTI MoAaHHS
perynsipHo OHOBJIIOBaHWX 3BITIB
3 6e3neku nikapcbkmx 3acobis y
€C.
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
Hepo3dhacoBaHol
npoAyKuii,
nepBuHHe
nakyBaHHsl,
BMNPOGYBaHHSA
KOHTPO/IHO AKOCTi:
3irdopig MamensH
m6X, HimeuunHa
78. | TNMEMOHT monteluka | moHTeny | RO3D TabneTku, BKPUTI neHmapk IHais neHmapk IHAis BHECEHHS 3MiH 0 3a UA/14000/01/01
st Kact Co3 nAiBKOBOIO dapmacsh PapmacboTukan3 peecTpauiiHnx matepianis: peyenmom
HaTpito 060s10HKOI0, No 10 HoTUKan3 nrp. 3MiHu | TMNY - 3MiHKU 3 SKOCTI.
mr; no 10 TabneTok nra. [oTOBWIA Nnikapcbkunii 3aci6.
y 6nictepi; no 3 3MiHM Yy BUPOGHMLTBI. 3MiHa
6nictepu B iMnopTepa/3miHu, Lo
KapTOHHI kopobuyj; CTOCYHTbCS BUMYCKY cepii Ta
no 30 TabneTok y KOHTPO/IO SIKOCTi rOTOBOrO
KOHTeliHepi; no 1 nikapcbKoro 3acoby (3amiHa abo
KOHTelHepy B [0AaBaHHA BUPOOHNKa, L0
KapTOHHI KOpo6Lyi BiANOBIAaE 3a BBE3EHHA Ta/abo
BUMYyCK cepii) - He BkIoyatoun
KOHTPO/1b/BUNPOBYBaHHSA cepil -
[0 MaTepianis peecTpaviiHoro
[0CbEe BHOCUTLCS iHChopMmaw,is
npo imnoptepa ToBapuCTBO 3
06MeXeHOH0 BifnoBiganbHICTIO
«NNEHMAPK YKPAIHA» 04070,
MicTo KuiB, Bynus InniHceka,
6yanHok 8, kopnyc 11
79. | TNEHUET levocetirizi | neesouet | RO6A TabneTkn, BKpUTI neHmapk IHAjA neHmapk IHAiA BHECEHHSA 3MiH A0 6e3 UA/11243/01/01
ne vpusnHy | E09 060/10HKO10, 10 5 M, dPapmacb PapmacboTKan3 peecTpavuiiHux maTepianis: peyenma
Ouriapox no 10 TabneTtok y 0TUKaN3 nra. 3MiHu | TMNY - 3MiHK 3 AKOCTI.
nopug 6nicTepi; no 1 abo nrp. [oTOBWIA Nnikapcbknii 3aci6.

no 3, aéo no 10
6nicTepis B
KapTOHHI ynakoBLi

nikapcbKkoro 3acoby (3amiHa abo

«[JIEHMAPK YKPAIHA» 04070,

3MiHM Y BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHTbCS BUMYCKY cepii Ta
KOHTPOJIO SIKOCTi rOTOBOrO

[0AaBaHHA BUPOOHNKa, L0

BignoBifae 3a BBe3eHHA Ta/abo
BWMYCK cepil) - He Bkoyaroun
KOHTPO/Ib/BUNPOBYBaHHSA cepil -
[0 matepianiB peecTpauiiHoro
[0Cbe BHOCUTbCS iHChopMmav,is
npo imnoptepa ToBapuCTBO 3
06MEXEHOI0 BifNoBigasIbHICTIO
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
MicTo KuiB, Bynmus InniHceKa,
6yanHok 8, kopnyc 11
80. | MMIOKODPAXK metformin meTchop | A10BA | Tabnetku Mepk PpaHuin Mepk CaHTe, ®paHuin BHECEHHS 3MiH 0 3a UA/3994/02/01
XR MiHYy 02 NPOJIOHrOBaHoI Al CaHte dpaHuis; peecTpauinHMx maTepianis: peyenmom
rigpoxno no 500 wmr; no 15 c.a.c. KOHTpO/Ib/ 3MiHu | TMNY - 3MiHKU 3 SKOCTI.
pug Tabnetok y 6nictepi; BMNPO6YBaHHSA [oTOBWIA Nikapcbkunii 3aci6.
no 2 a6ono 4 cepii (BU3HaUYeHHSA KOHTpOsb roToBOro nikapcbKoro
6nictepu B N- 3acoby. 3miHa napameTpis
KapTOHHI KopooLyi HiTpO30AMMeTUNa cneuudikayin Ta/abo
MiHy (NDMA): [0nNyCTUMUX MEX roTOBOro
€BpodpiHc Amartci nikapcbKoro 3acoby
AHaniTike, (oonoBHEHHS1 abo 3amiHa
PpaHuis; nokasHuka cneuudikadii 3a

Mepk Xenckea
KlraA, HimeuunHa

pesynbTatamu 4OCAiLKeHb 3
6e3nekun abo AKocTi (3a
BVHATKOM JliKapCbknX 3aco6iB
6ion1oriyHOro/iMyHoNoriYHOro
noxomxeHHs)) o cneuudikauii
N3 gopaHo nokasHuk «N-
HiTpo3ogmmeTunamiH (NDMA)» 3
BiANOBIAHUM METOA0M
BMNPOGYBaHHA 3 NPUMITKaMK:
TeCT BUKOHYETLCA TifbKN Npu
BUNYCKY; BUNPOOYBaHHA
NPOBOAATb HA OAHIV NapTil KOXHi
AecATb naprili abo
LLOHalIMeHLLIe OAWH pa3 Ha pik.
3MiHu | TMRY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6.
3MiHW Y BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta
KOHTPO/I0 SIKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo
[0JaBaHHs Ai/TbHULI, Ha SKil
3[iCHI0ETbCS
KOHTPONb/BMNPOGYBaHHSA cepii)
LopaHo ginbHuyto Eurofins
Amatsi Analytics, France, Ha
AKili 6yge 3giicHioBaTmcs
KOHTPO/b/BUNPOBYBaHHSA cepil
roTOBOrO J1iKapCbKOro 3acoby
Fniokocbax XR, Tabnetkn
nposioHroBaHoi Aji no 500 mr, 3a
nokasHnkom N-
Hitpozognmetunamin (NDMA).
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3MiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6.
3MiHW Y BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHOTbCSl BUMYCKY Cepii Ta
KOHTPO/I0 SKOCTi FOTOBOTO
nikapcbKoro 3acoby (3amiHa abo
O0JaBaHHs Ai/TbHULI, Ha SKil
3[jCHI0ETbCS
KOHTPONb/BUNPOGYBaHHSA cepil)
[ogaHo ginbHuyto Merck
Healthcare KGaA, Germany, Ha
AKi 6yae 3giiicHioBaTncA
KOHTPO/b/BUNPOBYBaHHSA cepil
roTOBOrO J1iKapCbKOro 3acoby
Fniokocbax XR, Tabnetkn
NposIoHroBaHoi Aji no 500 mr, 3a
nokasHnkom N-
HiTposoanmeTunamid (NDMA).
3MiHu | TMNY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkunii 3aci6.
3MiHM Yy BUPOBGHMLTBI. 3MiHa
po3mipy cepii (BktoYaKun
[ianasoH po3mipy cepir)
roTOBOrO JliKapCbKOro 3acoby
(36inblueHHs go 10 pasis
NOPIBHSAHO i3 3aTBEpPKEHUM
po3mipom) [ofaHo A0AATKOBWIA
po3mip cepii 655,5 kr ans
roTOBOrO J1iKapCbKOro 3acoby
Fniokocbax XR, Tabnetkn
nposioHroBaHoi Aii no 500 mr go
3apeecTpoBaHoro po3mipy cepii
4929 Kr.

81.

FTOHAN-®®

follitropin
alfa

dhonitpo
niH
anba

GO03G
A05

PO34MH ANS iH'EKLi
no 900 MO (66
Mkr)/1,44 mn; no
1,44 Mmn y kapTpuaxi
3 NPO6KO0-MOPLUHEM
Ta pudpneHoto
KPULLIEYKOIO,
BMILLIEHOMY Y YUKy
019 BBEAEHHSA; No 1
pyuui Ta 16 ronok y
KapTOHHI Kopo6Lyi

Apec
TpengiHr
C.A.

LLiBelina
pis

BMPOGHMLTBO
Hepo3dacoBaHOro
npenapary,
nepBuHHe Ta
BTOPUHHE
nakyBaHHSl,
KOHTPO/Ib SIKOCTI
Ta BUNYCK cepiii:
Mepk CepoHo
C.n.A., Itanis;
nepBuHHe
nakyBaHHs

ITania/
Lseiina
pist

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHu | TURY - 3MiHK 3 SKOCTI.
A®I. KoHTponb A®l. 3miHa y
napameTpax crneuudikauiii
Ta/abo JonycTUMNX MEX,
BM3HAYEHNX Y cneundikauisx Ha
A®I, a60 BUXigHWIA/NPOMKHWIA
npogyKT/peareHT, Wwo
BUKOPVCTOBYIOTHCS Y NPOLEC
BUPOGHULTBA AP| (BUTyYEHHS
HEe3Ha4yHOro nokKasHuka sKocTi

3a
peyenmom

UA/4113/02/03
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HS** 20
mosaHa HU nocsioYyeHHs1
Hassa*
(36MpaHHsn (Hanpuknag BUNy4YeHHs
nonepegHbL0 3acTapifioro NokasHuka))
3anoBHEHUX BunyyeHo He3HauyHWii napameTp
KapTpuaxis 3 «Baxki metann» (y Burnagi
npenaparom B CBVHLLIO) 3i cneumdikawi
pyuKy ans BUXiZHOT PEYOBUHU - PO3UNHY
BBE[EHHS): amiaky 25 %, ska
Mepk CepoHo BUKOPVCTOBYETLCA B NPOLECI
C.A., BigfineHHsa y BMPOGHULITBA aKTUBHOI
M. OBOHH,
LLiBeiuapis

ronikn Omnican® po3mipom 31G

MeANYHUMY NpaLiBHAKaMK Ta

peyoBuHM honiTponiHy anbda.
3MiHu | TMNY - 3MiHK 3 SKOCTI.
MegauyHi npucTpoi. 3miHa
NPUCTPOIB A9 BUMIPOBaHHS
[031 abo BBeAEHHS NMiKAPCbKOro
3acoby (pofaBaHHs abo 3amiHa
NpUCTPOLO, AKNIA He €
HEeBI'€MHOI0 YaCTUHOIO
NepPBUHHOI YNakoBKu) -
MpucTpiid, sakuii mae CE-
MapKyBaHHS - 3aMiHa rosiok
Pencylcap po3mipom 29G x 12
MM 3 MapkyBaHHAM CE
BMpOGHMLUTBA B. Braun, siki
nocTaBAAlTLCA B KOMMEKTI 3
npenapatom FOHAN-h®,
PO34UH A5 iH'EKLINA Y
nonepeaHbLO 3anOBHEHNX
pyukax, 300 MO/0,48 mn, 450
MO/0,72 mn Ta 900 MO/1,44 mn,
Ha TOHKi rosiku Omnican®
po3mipom 31G x 8 Mm 3
MapkyBaHHAM CE BUpoGHMLTBA
B. Braun. 3amiHa ronok
Pencylcap po3mipom 29G x 12
MM Ha 6iNbLL KOPOTKi Ta TOHKI

X 8 MM npoBoAnTLCS NS
MoKpaLLeHHs 3py4HOCTI
NPOBEAEHHS iH'EKLiN

nauieHTamu. 3mMiHa Takox
nepen6ayae BHECEHHS

BIANOBIAHMX 3MiH [0 IHCTPYKLT

AnAa MegunyHoro 3actocyBaHHA

nikapcbkoro 3acoby, a came
3aMiHy AesKMX MaultoHKIB Y
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uKa Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
po3aini «Cnoci6 3acTocyBaHHs

Ta [031». 3MiHW BHECEHO [0
IHCTPYKUIT AN MeguyHoro
3aCTOCYBaHHS NikapCbKoro
3acoby fo po3giny "Crocib
3aCTOCyBaHHA Ta [03n".
BBefeHHs 3MiH NpoTArom 6-Tu
MiCSLB NiCNs 3aTBEPAXKEHHS.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
A®I. BUpobHULTBO. 3MiHK
BMNpOoGYyBaHb abo AOMYyCTUMUX
MeX Yy npoueci BUpobHuuTBa
A®I, 110 BCTAHOBNEHI Y
cneundikauisix (LogaBaHHSA
HOBOro BMMPObyBaHHs Ta
L0NyCTUMUX MEX)
[lopaHo HOBI BMMPOGYBaHHS, L0
3aCTOCOBYIOTLCA B NPOLECI
BMPOGHULTBA aKTUBHOI
peyoBuHM choniTponiHy anbca
(p-n®Cr), a came:

* LWBUAKICTb 06epTaHHsA
lonaTteBoro kosneca i WBWAKICTb
obepTaHHA 06epTasibHOro
inbTpa Ha eTanax nocisy i
HapOLLyBaHHS KITVH Y
BUPOGHMYOMY GiopeakTopi nig
yac BUPOOHULTBA Y PEXUMI

6e3nepepBHOT Nepdysit;

* Temnepartypa 36epiraHHs i yac
BUTPUMYBaHHS Ha eTani 36opy
HEOUMLLLEHOT KNITUHHOT

KyneTypw;

* pH i enekTponpoBigHICTb Ha
eTani ynbTpadinbTpaw;i;
* 6bakKTepianbHi eHAO0TOKCUHU Ha
eTani 360py HeouunLLEeHOI

KNITUHHOI Ky/TbTYpU 5K
BMNPOOYBaHHA B Npoueci
BMPOGHMLITBA,;
* pH, enekTponpoBigHICTb,
LIBUAKICTb NOTOKY, 06'€M
NpoM1BaHHS, 3ynuHka 36opy

npy aHiOHOOOMIHHIA

XpomaTtorpadii, adiHHii

XpomaTorpadii 3 6apBHUKOM i
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

xpomatorpadii rigpodo6HmX
B3aEMOS;if;

* Temnepartypa 36epiraHHs i yac
BUTPUMYBAHHS (FO4WHW i AHI)
0715 MPOMiXHOro NpoaykTy bulk;
* Temneparypa i Tpusanictb
BiATatoBaHHA Ha eTani
BigTaloBaHHs i 06'eQHaHHS;

* pH, Temneparypa
3aBaHTaXeHHS,
€/1eKTPONnpoBIHICTb
3aBaHTaXXEHHA Ha eTani
entotoBaHHs lll;

* Temneparypa, 06'em
BPIBHOB&XKEHHS, LUBUAKICTb
NoTOKY, 06'eM NpOMMBaHHSA 1,
06'eM NPOMUBAHHSA 2, 3yNMHKa
360py MikiB Npy 06epHEHO-
chasHiii xpomarorpadir;

* pH, enekTponpoBigHICTb,
LUBUAKICTb MOTOKY
(3aBaHTaXeHHA NPOMMBaHHA 1),
06'em NnpoMMBaHHSA 1, LWBUAKICTb
noToKy (MPOMUBaHHS 2), 06'eM
NPOMUBaHHA 2, NiHIRHNIA
rpafieHT entoloBaHHs, NoYaTok
360py nikiB, 3ynvuHka 360py Mnikis
npy aHIOHOOBMIHHIi
xpomaTtorpadii;

* po6oyi nepenagu TUCKY i
nepepuBaHHs NOTOKY Ha eTanax
HaHogiNbTpaLi;

* 06'em bychepa ans
AiadinbTpauii Ha eTanax
ynbTpadiinbTpauji/giadinsTpauii
Ta oCcTaTo4HOI (hinbTpauis;

* CKOpUroBaHa KOHLeHTpaw,is
6inka nicns
ynbTpadineTpauii/giadineTpawi
Ta OCTaTouHOI iNbTpav;i;

* MiKpoGionoriyHa KoHTamiHauist
nepes dinbTpauieto Kpisb
inbTp 3 po3mipom nop 0,2 MKM,
NPOMKHOro NpoAyKTy in bulk
nicnsi 36upaHHs, NPOMiXXHOro
npoaykty in bulk (nicns
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

36epiraHHs) Ta nepes
dhinbTpayjieto kpisb hiNbTp 3
po3mipom nop 0,2 MKM, entoaTis
etany lll, etany V, etany VI,
 6akTepiasibHi €HOO0TOKCUHM
NPOMiXHOro NpoaykTy in bulk
nicns 36mpaHHs, NPOMiXXHOro
npoaykty in bulk (nicns
36epiraHHs) Ta nepef
hinbTpaujieto kpisb hiNbTp 3
po3mipom nop 0,2 MKM, entoaris
etany lll, etany V, etany VI.
3MiHu | TURY - 3MiHK 3 SKOCTI.
A®|. BupobHULTBO. 3MiHU
BUNpobyBaHb abo AONyCTUMUX
MeX y npoueci BUpobHuLTBa
A®I, 10 BCTAHOB/NEHI Y
cneumagikalisx (3ByXXeHHs
[OMYyCTUMUX MEX) 3BYXEHHS
MeX 4115 AesKMX BUNpobyBaHb B
npoLeci BUPO6GHMLITBA aKTUBHOT
peyoBuHM choniTponiHy anbta
(p- N®CT), a came:

* 3MiHa KOHUeHTpaL,i
i3onponaHosny B eNtotoTi eTany
IV 313+ 1% po 12-13 %;

* 3MEHLLEHHS 3aBaHTaKEHHS
COpbHEHTY KONOHKM Ans
aHioHOOOMiHHOT XxpomaTorpadii
3 «He 6inblue 4» [0 «He 6inblue
3»;

* 3MEHLLEHHS
€NeKTPonpoBIAHOCTI Npu
ynbTpadinbTpauji/giadinbTpaui
Ta OCTaTouHIl chinbTpayjii 3 «He
6inble 50» [0 «He 6inblue 10»;
* 3MeHLWeHHs PDL go iHokynsuii
Ha eTani HapoLLlyBaHHS KNiTUH Y
50-niTpoBOMY GiopeakTopi 3 «He
GinbLie 67» fo «He Binblue 64»;
* NOKa3HWK NYCTUHW KNITWH, WO
[103BONSAE NepeiiTn Big eTany
HapoLlyBaHHA [0 eTany
BMPOGHULITBA NPV BUPOOHMLTBI
B pexumi 6e3nepepBHOT
nepgysii 3 «He MeHwe 5 x 10°
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

KNITUH/MN» go «He MeHwe 5,00
X 10 kniTuH/MA». 3MiHK | TUnY -
3MiHu 3 aKocTi. A®Il. KoHTponb
A®I|. 3viHa y meTofAax
BMNpo6yBaHHA AdI abo
BMXiAHOTO
mMaTtepiany/npombKHOro
npoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA AP (iHLUI 3MiHN Y
mMeToAax BUNPOGyBaHHSA
(Bkntovarum 3amiHy abo
[OMNoOBHEHHA) AD| abo
BVIXiZLHOr0/MPOMiXXHOr0
npoaykty) 3amiHa poboyoro
CTaHAapTHOro 3paska
dhoniTponiHy anbda (p-ndCr),
LL|O0 BUKOPUCTOBYETLCA B faHWi
yac, NePBUHHUM CTaHAAPTHUM
3paskom Ta BTOPUHHUM
CTaHAapPTHVUM 3pa3kom Ans
hi3NKO-XIMIYHUX METOAiB
BMNPOGYBaHHA cy6CTaHLil
aKTUBHOI pevyoBUHY (OONITPOMIHY
anba. 3miHa nos'A3aHa i3
3aCTOCyBaHHAM BOPIBHEBOIO
nigxony Ao cTaHaapTu3auii
cTaHAapTHUX 3paskis (RS), wo
BMKOPMCTOBYOTbCA AN (i3nko-
XiMiYHUX METO/iB KOHTPOJIIO,
TaKWX ik BUSHAYEHHS BMICTY,
ineHTVdikauii Ta BU3HAYEHHS
[LOMILLOK Y cy6CTaHL,ji akTUBHOI
peyoBuHM choniTponiHy anbta
(p-n®CT). 3MiHn | TURY - 3MiHK 3
AKOCTi. [OTOBWIA NikapcbKuii
3aci6. KoHTposib rotToBoro
nikapcbKoro 3acoby. 3miHa 'y
mMeToAax BUNpPoGyBaHHS
roTOBOrO JliKapCbKOro 3acoby
(iHwWi 3miHM y MeTogax
BUNpobyBaHb (BKIKOYAOUY
3amiHy abo AONOBHEHHS))
3amiHa pob0o4oro cTaHAapTHOro
3paska gponitponiHy anbga (p-
NPCr), Wo BUKOPUCTOBYETLCS B
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
OaHuii yac, NepBUHHUM

CTaHJapTHUM 3pa3kom Ta
BTOPVHHVM CTaHAAPTHUM
3paskoM A5 (i3UKO-XIMIYHUX
MeToZiB BUNPO6YBaHHS
roTOBOrO /liKapcbKoro 3acoby.
3MiHa nos'ssaHa i3
3aCTOCyBaHHAM [BOPIBHEBOIO
nigxony Ao cTaHaapTm3auii
cTaHAapTHuX 3paskis (RS), wo
BMKOPMCTOBYOTbCA AN (i3nko-
XiMiYHUX METO/B KOHTPOJIIO,
TaKuX ik BUSHAYEHHS BMICTY,
ineHTVdikauii Ta BU3HAYEHHS
[OOMILLOK Y FOTOBOMY
nikapcbkomy 3aco6i. 3MiHn |
TMny - 3MiHK 3 SKOCTi. MeauyHi
NPUCTPOT (IHLLi 3MiHW)
CKOpOYEHHS KifIbKOCTi roN0K, ki
nocTayaloTbCsA B KOMM/IEKTI i3
nonepeaHbLO 3anoBHEHOIO
LUNPWL-PYYKOIO 3 NpenapaTom
FTOHAJI-¢h®, po3uunH NS iH'eKLii
no 900 MO /1,44 wmn;
CKOPOYEHHS KiflbKOCTi ronok 3 20
[10 16 ronoK 3yMOB/IEHO TUM ,LLI0
[NA nonepeaHbLO 3arnoBHEHOT
pyuku 3 fo3ysBaHHAM 900 Moxe
6yT BUKOPUCTAHO Nunie 12
ronok. 3mMiH1 BHeCEHO A0
IHCTPYKUiT 4Nna MeguyHoro
3aCTOCyBaHHS NiKapCbKOro
3acoby A0 po3ainy "Ynakoska" 3
BIANOBIAHUMY 3MiHaMVK A0
TEKCTY MapKyBaHHS ynakoBKu
nikapcbkoro 3acoby. BeegeHHs
3MiH NPOTArom 6-Tn Micauis
nicns 3aTBepmkeHHs. 3miHu I
MYy - 3MiHU 3 AKOCTi. ADI.
B1po6HMLTBO. 3MiHM
BMNpoGyBaHb abo AOMYyCTUMUX
MeX Yy npoueci BUpobHuuTBa
A®I, 10 BCTAHOBNEHI Y
cneundikauisix (BUMyYeHHs
BMNPOOYBaHHA B Npoueci

BMPOGHMLITBA, L0 MOXe MaTu
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

iCTOTHWI1 BNMB Ha 3arasibHy
AkicTb ADI) 3miHM y nepeniky
BMNPO6YBaHb B NMpoLieci
BMPOGHULITBA aKTUBHOI
peyoBuHM choniTponiHy anbca
(p —n ®CI"), a came BUAaANIEHHA

HaCTYMHWX TecCTiB:

* PDL (Population doubling
Level), rntoko3a, nakrar,
nigpaxyHoK KiTUH Ta
XWTTE34ATHICTb KITWMH Ha eTani
HapOoLLyBaHHSA KNiTUH;

* MigpaxyHoK KNiTuH,
XUTTE3AATHICTL KITWH, I1H0K033,
naktat, PDL nepep, iHOKynsujieto
[N HAPOLLYBaHHS KITUH Y
6iopeakTopi 06'emom 50 1.

* XUTTE3AATHICTb KNITWH,
nigpaxyHoK KiTUH, FN1I0Ko3a,
naktart, p-n®CIl npw nocisi y
6iopeakTop 06'emom 250 f;

e p-n®CrI, 06'eMHa
NPOAYKTMBHICTb HAMPUKIHL,i
eTany po6oTtu 6iopeakTopa;

« Buxig, p-n®Crl nicns ouneHHs
Ta KOHLEHTPYBaHHS, Y
Hepo3ghacoBaHOMY NMPOMIKHOMY
npoaykTi bulk nicnsa 36upaHHs,
nicns adiHHOT Xxpomartorpadii 3
6apBHVKOM, B entoati etany lll, B
entoari nicna OP-
xpomaTtorpadii, B entoarti etany
* pO3noAin i3ohopm 3a METoL0M
i30e/1eKTpnYHoro
hoKycyBaHHsI/BeCcTepH -
6notTuHry (IE®/BB) y
npomixHoMy npoaykTi bulk nicns
36MpaHHs;

* BUXig 6inka nicnsa etanis
ynbTpadiinbTpauji/giadinsTpauii
Ta oCcTaTo4HOI (hinbTpau;s;

* HAZ/IMLLKOBUIA TUCK Y peakTopi
Ha eTanax nocisy Ta
HapOLLyBaHHS KITUH Y
BMPOGHMYOMY BiopeakTopi Ta nig
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

yac BUPOOHULTBA Y PEXUMI
6e3nepepBHOi Nnepdysii.

82. | FTOHAN-®® follitropin onitpo | GO3G PO34MH ANS iH'EKLii Apec Lseiiua BUPOOHULTBO ITania/ BHECEHHS 3MiH 0 3a UA/4113/02/01
alfa niH A05 no 300 MO (22 TpengiHr pis Hepo3dghacoBaHoro | Llseinua peecTpavuinHMx MaTepiasis: peyenmom
anba Mkr)/0,48 mn; no C.A npenapary, pis 3MiHu | TMRY - 3MiHU 3 SKOCTI.
0,48 Mn y KapTpuaxi nepBuHHE Ta A®I. KoHTpornb A®L. 3miHa y
3 MPOGKO0-NOPLUHEM BTOPWHHE napameTpax cneuudikaui
Ta pudneHoto nakyBaHHs, Ta/abo foMyCTUMUX MEeX,
KPULLIEYKOLO, KOHTPO/b SKOCTI BM3HaYeHNUX y cneyndikauisx Ha
BMILLEHOMY Y PYUKy Ta BUNYCK Ccepiii: A®I, ab0 BMXigHWIA/NPOMIKHWIA
ANA BBeAeHHs; no 1 Mepk CepoHo npoAyKT/peareHT, wo
pyuui Ta 8 ronok y C.n.A., Itanis; BUKOPUCTOBYIOTLCH Y NPOLECI
KapTOHHI Kopo6Lyi nepBuHHE BMPOOHULTBA AD| (BUNYyYEHHS
nakyBaHHS He3Ha4yHOro nokasHuka AKocTi
(36upaHHs (Hanpuknag, BU1y4YeHHs
nonepegHsL0 3acTapisioro NokasHuka))
3anoBHEHUX BunyyeHo He3HauyHUii napameTp
KapTpuaXiB 3 «Baxki meTasin» (y Burnsagi
npenaparom B CBUHLIO) 3i crieuymdikavii
pYyuKy Ans BUXiAHOT PEYOBUHU - PO3UNHY
BBE[EHHS): amiaky 25 %, saxka
Mepk CepoHo BVMKOPUCTOBYETHLCA B NPOLECI
C.A., BiafineHHs y BMPOGHULITBA aKTUBHOI
M. OBOHH, peyoBuHM honiTponiHy anbda.
LLIseliyapis 3MiHuM | TMNY - 3MiHK 3 AKOCTI.

MeawnuHi npucTpoi. 3miHa
NPUCTPOIB 4151 BUMIPIOBaHHS
[031 abo BBEAEHHA NiKapCbKOro
3acoby (pofaBaHHs abo 3amiHa
NpUCTPOLO, AKNIA He €
HeBif'€MHOI YaCTUHO
NepBUHHOT YNakoBKK) -
MpucTpiid, siknit mae CE-
MapKyBaHHS - 3amiHa rosok
Pencylcap po3mipom 29G x 12
MM 3 MapkKyBaHHaM CE
BMpOGHMLUTBA B. Braun, siki
noCTaBAATLCA B KOMMEKTI 3
npenapatom FOHAN-h®,
PO3UNH A5 iH'EKLIRA Y
nonepeaHbLO 3anoBHEHNX
pyukax, 300 MO/0,48 mn, 450
MO/0,72 mn Ta 900 MO/1,44 mn,
Ha TOHKi ronkn Omnican®
po3mipom 31G x 8 MM 3
MapkyBaHHaM CE BMpo6HuMLTBa
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uKa Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
B. Braun. 3amiHa ronok

Pencylcap po3mipom 29G x 12
MM Ha 6iflbLL KOPOTKi Ta TOHKI
ronkm Omnican® posmipom 31G
X 8 MM NpoBOANTLCSA AN
noKpaLleHHs 3py4HOCTI
NpoBeAeHHSs iH'eKUili
MeANYHMU NpaLiBHUKaMn Ta
nawieHTamu. 3MiHa Takox
nepenbayae BHECEHHS
BiANOBIAHMX 3MiH [0 iHCTPYKL,iT
AN MeAUYHOro 3acToCyBaHHs
nikapcbkoro 3acoby, a came
3aMiHy A,esKNX MaJTloHKIB y
po3aini «Crnocié 3acTocyBaHHs
Ta [03u». 3MiHN BHECEHO 0
IHCTPYKUii ANns MegnyHoro
3acTOCyBaHHS NiKapcbKoro
3acoby Ao po3giny "Cnocib
3aCTOCyBaHHA Ta [03n".
BBefeHHA 3MiH NPOTArom 6-Tn
MicsLiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TMRY - 3MiHK 3 SKOCTI.
A®I. BUpo6HMLTBO. 3MiHK
BMNpo6yBaHb abo A0NyCTUMUX
MeX y mpoueci BUpobHMLTBa
A®I, Wo BCTAHOBNEHI Y
cneundikauisx (4ogasaHHA
HOBOro BMNPOBOYBaHHSA Ta
[0MyCTUMUX MEX)
JlogaHo HoBi BUNPOGYBaHHS, L0
3aCTOCOBYIOTLCA B NPOLECI
BMPOGHULITBA aKTUBHOI
peyoBuHM choniTponiHy anbta
(p-n®Cr), a camve:
* LWBWAKICTb 06epTaHHsA
nionaTeBoro Koneca i WBNAKIcTb
obepTaHHs 06epTasibHOro
ibTpa Ha eTanax nociey i
HapOLLlyBaHHA KNITUH Y
BMPOGHMYOMY BiopeakTopi mig
yac BMPOGHMLTBA Y peXMMI
6e3nepepBHOI Nnepdysii;
* Temneparypa 36epiraHHs i yac
BUTPVMYBaHHS Ha eTani 36opy
HEOUULLLEHOT KTITUHHOT
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

KyNbTYypW;
* pH i enekTponpoBIgHICTb Ha
eTani ynbTpadinbTpau;i;

* bakTepiasibHi €HOO0TOKCUMHM Ha
eTarni 360py HeoumLLEeHOT
KNITUHHOT KyNbTYpU 5K
BMNPO6YBaHHA B NPOLIECI
BMPOGHMLITBA;

* pH, enekTponpoBiAHICTb,
LIBMAKICTb NMOTOKY, 06’eM
NPOMMBAHHS, 3ynuHka 36opy
npy aHiOHOOBMIiHHI
xpomatorpadii, adiHHil
xpomaTtorpacii 3 6apBHUKOM i
Xpomartorpadii rigpodobHuNxX
B3aEMOf;if;

* Temneparypa 36epiraHHs i yac
BUTPUMYBaHHS (FOAVHN | AHI)
0715 TPOMDKHOTO NpoaykTy bulk;
* TEMMeparypa i TpmBanicTb
BiTaloBaHHsA Ha eTani
BiATatoBaHHA | 06'eAHAHHS;

* pH, Temneparypa
3aBaHTaXEHHS,
€/1eKTPonpoBIfHICTb
3aBaHTaXXeHHs Ha eTani
entotoBaHHA 1ll;

* TemnepaTtypa, 06'em
BPIBHOBaXKEHHS, LUBUAKICTb
noToKy, 06'eM NpOMMBaHHS 1,
06'eM NpoMMBaHHSA 2, 3ynuHKa
360py MikiB Npy 06epHEHO-
pasHili xpomarorpadii;

* pH, enekTponpoBigHICTb,
LUBUAKICTb MNOTOKY
(3aBaHTaXeHHsA NpoMMBaHHA 1),
06'em npommBaHHA 1, WBUAKICTb
noToKy (MPOMUBaHHS 2), 06'em
NPOMMUBAHHS 2, NiHINHWIA
rpafieHT entooBaHHs, No4YaTokK
360py nikiB, 3ynvHka 360py nikis
npy aHiOHOOBMIiHHIA
XpomaTorpadii;

* poboui nepenagn TUCKY i
nepepuBaHHA NOTOKY Ha eTanax
HaHogiNbTpaLi;
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

» 06'em Bychepa ons
AdiadinbTpauii Ha eTanax
ynbTpadineTpauii/giadineTpawi
Ta OCTaTouHOI iNbTpaw;i;

* CKOpUroBaHa KOHLieHTpauis
6inka nicns
ynbTpadinbTpauji/giadinbTpaui
Ta OCTaToYHOI hiNbTpaw;i;

* MiKpo6ionoriyHa KoHTamiHauis
nepes dinbTpauieto Kpisb
hinbTp 3 po3mipom nop 0,2 MKMm,
NPOMiXHOro NpoAaykTy in bulk
nicns 36upaHHs, NPOMiIXXHOro
npoaykty in bulk (nicns
36epiraHHs) Ta nepeps
hinbTpaljieto kpisb hiNbTp 3
po3mipom nop 0,2 MKM, entoaris
etany lll, etany V, etany VI,
 GakTepiasibHi €HOO0TOKCUHN
NPOMDKHOro NPoAyKTy in bulk
nicnsi 36upaHHs, NPOMiXXHOro
npoaykty in bulk (nicns
36epiraHHs) Ta nepes
inbTpaLieto Kpisb iNbTP 3
po3mipom nop 0,2 MKM, entoaTis
etany lll, etany V, etany VI.
3MiHY | TMNY - 3MiHK 3 AKOCTI.
A®I. BUpobHULTBO. 3MiHK
BMNpOoGYyBaHb abo AOMYyCTUMUX
MeX Yy npoueci BUpobHuuTBa
A®I, 110 BCTAHOBNEHI Y
cneumdikauisix (3BY>XXEHHS
[OMYyCTUMUX MeX) 3BYXKEHHSI
MeX N5 AesKMX BUNPoOyBaHb B
npoLeci BUPO6HMLITBA aKTUBHOT
peyoBUHU honiTponiHy anbda
(p- N®Cr), a came:

* 3MiHa KOHLeHTpaw,ii
i3onponaHony B entotoTi eTany
IV 313+ 1% po 12-13 %j;

* 3MEHLLEHHS 3aBaHTaKEHHS
COpP6EHTY KOMOHKM ANs
aHioHOOBMiHHOT XxpomaTorpadii
3 «He Ginblle 4» A0 «He bGinblie
3»;

* 3MEHLLEHHS
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

€/1eKTPonpoBIgHOCTI Npu
ynbTpadinbTpauji/giadinsTpaui
Ta OCTaTouHIl chinbTpayjii 3 «He
6inbLue 50» Ao «He GinbLie 10»;
* 3MeHLwWeHHs PDL go iHokynsuii
Ha eTani HapoLLyBaHHS KNiTUH y
50-niTpoBOMY GiopeakTopi 3 «He
Ginblue 67» [0 «He Ginblue 64»;
* NOKa3HWK NYCTUHW KNITWH, WO
[103BO/ISIE NepeiiTn Big eTany
HapoLLyBaHHs Ao eTany
BUPOGHMLUTBA NPV BUPOOHMLTBI
B pexumi 6e3nepepsHOI
nepgysii 3 «He MeHwe 5 x 10°
KNiTUH/MN» [0 «He MeHLwe 5,00
X 10° KNiTUH/MA». 3MiHK | TRy -
3MiHn 3 akocTi. A®l. KoHTponb
A®l. 3miHa y meTogax
BMNpobysaHHA Ad| abo
BMXiAHOTO
mMartepiany/npomiKHOro
NpoAykTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA ADI (iHLWi 3MiHU Y
mMeTofax BUNPo6yBaHHSA
(Bkntovaroum 3amiHy abo
[0NoBHeHHs)) A®| abo
BVIXiZHOr0/NMPOMiXXHOro
npoaykTy) 3amiHa po6o4oro
CTaHAapTHOro 3paska
doniTponiHy anba (p-ndCr),
LLIO BUKOPUCTOBYETLCA B faHWi
yac, NepBUHHUM CTaHZaPTHUM
3paskom Ta BTOPUHHUM
CTaHAapPTHVUM 3pa3kom Ans
i3nKo-XiMIYHNX MeToiB
BMNPOGYBaHHA cy6CTaHLil
aKTMBHOI peYoBUHM hOAITPONIHY
anba. 3MiHa nos'a3aHa i3
3aCTOCYyBaHHAM [BOPIBHEBOIO
nigxopy Ao cTaHjapTu3auii
CcTaHAapTHUX 3paskis (RS), Wwo
BMKOPUCTOBYIOTbCA A5 (i3nKo-
XiMIYHVX METOZIB KOHTPOSIO,
Takux SiK BUSHAYEHHS BMICTY,
ifeHTVdiKaLil Ta BUSHAYEHHS
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
[OOMILLIOK Yy cyBCTaHLiT akTUBHOT

peyoBuHM choniTponiHy anbca
(p-n®Cr). 3miHn | TNy - 3MiHK 3
AKOCTI. FOTOBUIA Nikapcbkuii
3aci6. KoHTposb rotoBoro
nikapcbKoro 3acoby. 3MiHa y
mMeTofax BUNPo6yBaHHSA
rOTOBOrO J1iKapCbKOro 3acoby
(iHWi 3miHW y meTogax
BMNPOGYBaHb (BK/IHOYAOUM
3amiHy abo AOMNOBHEHHS))
3amiHa poboyoro cTaHgapTHOro
3paska gooniTponiHy anbga (p-
N®Cr), Wwo BYKOPUCTOBYETLCS B
OaHuii yac, NepBUHHUM
CTaHAapTHUM 3pa3kom Ta
BTOPVHHVM CTaHAAPTHUM
3paskoM Ans i3nNKO-XiMiYHMX
MeToZiB BUNPO6YBaHHSA
rOTOBOrO J1iKapCbKOro 3acoby.
3MiHa nos'asaHa i3
3aCTOCYyBaHHAM [BOPIBHEBOIO
nigxopy Ao cTaHjapTu3auii
CcTaHAapTHUX 3paskis (RS), Wwo
BMKOPUCTOBYIOTbCA A5 (i3nKo-
XiMIYHVX METOZIB KOHTPOSIO,
Takux SiK BUSHAYEHHS BMICTY,
ineHTUdikauii Ta BU3HAYEeHHSA
[OMILLOK Y FOTOBOMY
nikapcbkoMy 3acobi. 3MiHu I
TMny - 3MiHK 3 aKocTi. AdI.
Brpo6HMLUTBO. 3MiHM
BUNpobyBaHb abo AONyCTUMUX
MeX y npoueci BUpobHuLTBa
A®I, 10 BCTAHOB/NEHI Y
cneumaikalisx (BUNyYeHHs
BMNPOGYBaHHA B NPOLIECI
BMPOGHMLITBA, L0 MOXe MaTu
iCTOTHWI1 BNB Ha 3arasibHy
AKicTb ADI) 3MiHM y nepeniky
BMNpPoOyBaHb B NMPOLECI
BMPOGHULITBA aKTUBHOI
peyoBuHM choniTponiHy anbta
(p —n ®Cr), a came BUAANIEHHSA
HaCTyMHWX TeCTiB:

* PDL (Population doubling
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

Level), rntoko3a, nakrar,
nigpaxyHoK KIiTUH Ta
XUTTE3AaTHICTb KIITUH Ha eTani
HapOoLLYyBaHHS KNiTWH;

* MiApaxyHoK KMiTVH,
XUTTE3AATHICTb KMITUH, [/110K034a,
naktat, PDL nepep, iHokynsuieto
AN HapOLLYBaHHSA KNITUH Y
6iopeakTopi 06'emom 50 1.

* XUTTE3AATHICTb KNITWH,
nigpaxyHoK KTiTUH, [1I0K03a,
naktar, p-n®CrI npu nocisi y
6iopeakTop o6'emom 250 51;

* p-n®Crl’, 06'eMmHa
NPOAYKTUBHICTb HANPUKiHL
eTany po6oTtu 6iopeakTopa,;

« Buxig, p-n®Crl nicns ouneHHA
Ta KOHLEHTPYBaHHS, Y
Hepo3acoBaHOMY MPOMiIXHOMY
npogaykTi bulk nicnsa 36mupaHHs,
nicnsa adpiHHOT xpomatorpadii 3
6apBHVKOM, B entoati etany lll, B
entoati nicna Od-
Xxpomatorpadii, B entoaTi etany
* pO3M0oAi/ i30hopM 3a METOAOM
i30eneKTpuyHoro
chokycyBaHHa/BecTepH -
6notTuHry (IE®/BB) y
npomixxHoOMY npoaykTi bulk nicns
36MpaHHs;
 BUXig 6inlka nicns etanis
ynbTpadineTpauii/giadineTpaui
Ta OCTaTouHOI iNbTpav;i;

* HAJ/IMLLKOBUIA TUCK Y peakTopi
Ha eTanax nocisy Ta
HapOLLlyBaHHA KNITUH Y
BMPOGHMYOMY GiopeakTopi Ta nig,
yac BMPOGHMLTBA Y peXMMI
6e3nepepBHOI Nepdysil.

83.

FTOHAN-®®

follitropin
alfa

dhonitpo
niH
anba

GO03G
A05

PO34MH ANS iH'EKL
no 450 MO (33
Mkr)/0,72 mn; no
0,72 MmNy KapTpuaxXi
3 NPOGKOK-NOPLUHEM
Ta pudpeHo

Apec
TpengiHr
C.A.

LLiBelina
pis

BMPOGHMLTBO
Hepo3dacoBaHOro
npenapary,
nepBuHHe Ta
BTOPUHHE
nakyBaHHsl,

LLiBelina
pist

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHu | TURY - 3MiHK 3 SKOCTI.
A®I. KoHTponb A®l. 3miHa y
napameTpax crneuudikauiii
Ta/abo [oNyCTUMNX MEX,

3a
peyenmom

UA/4113/02/02




112

Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
KPULLIEYKOLO, KOHTPO/b AKOCTI BM3HAYEHUX Y cneundikauisx Ha
BMILLIEHOMY Y PyUKy

ONA BBeAeHHs; no 1
pyuui Ta 12 ronok y
KapTOHHI KOpo6Lyi

Ta BUMYCK Cepiii:
Mepk CepoHo
C.n.A., Itanis;

nepBuHHe
nakyBaHHS
(36MpaHHsn
nonepeaHL0
3anoBHEHUX
KapTpuaxis 3
npenaparomM B
Py4Ky Ans
BBEEHHS):
Mepk CepoHo
C.A., BigfineHHsa y
M. OBOHH,
LLiBeiuapis

A®I, abo BMXigHWIA/MPOMDKHWIA
NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NpoOLLeCi
BMpO6HULTBa AP| (BUNYYEHHS
He3Ha4yHOro MokasHuka SKoCTi
(Hanpuknag BUNy4YeHHs
3acTapifioro NokasHuka))
BunyyeHo He3HauHWii napameTp
«Baxki metanu» (y Burnagi
CBVHLLIO) 3i crneumdikawi
BUXIAHOT PEYOBUHU - PO3UUHY
amiaky 25 %, sika
BUKOPVCTOBYETLCA B NPOLECI
BMPOGHULITBA aKTUBHOI
peyoBuHM choniTponiHy anbda.
3MiHu | TMNY - 3MiHKM 3 SKOCTI.
MegauuHi npucTpoi. 3miHa
NPUCTPOIB A9 BUMIPOBaHHS
[031 abo BBeAEHHS NMIKAPCbKOro
3acoby (gofaBaHHs abo 3amiHa
NpUCTPOLO, AKNIA He €
HEeBIA'€EMHOI0 YaCTUHOIO
NepPBUHHOI YNakoBKW) -
MpucTpiid, sakuii mae CE-
MapKyBaHHS - 3aMiHa rosiok
Pencylcap po3mipom 29G x 12
MM 3 MapkyBaHHAM CE
BMpOGHMLUTBA B. Braun, siki
nocTaBAAlTLCA B KOMMEKTI 3
npenapatom FOHAN-h®,
PO34UH A5 iH'EKLINA Y
nonepeaHbLO 3anOBHEHNX
pyukax, 300 MO/0,48 mn, 450
MO/0,72 mn Ta 900 MO/1,44 mn,
Ha TOHKi rosiku Omnican®
po3mipom 31G x 8 Mm 3
MapkyBaHHAM CE BUpo6HMLTBA
B. Braun. 3amiHa ronok
Pencylcap po3mipom 29G x 12
MM Ha 6iNbLL KOPOTKi Ta TOHKI
rofikn Omnican® po3mipom 31G
X 8 MM NpoBOANTLCS ANS
MOKpaLLeHHs 3py4HOCTI
NPOBEAEHHS iH'EKLiN

MeAWNYHUMM NpaLiBHAKaMK Ta
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
naujieHTamu. 3miHa Takox

nepepfbayae BHECEHHS
Bi4NOBIAHMX 3MiH A0 IHCTPYKLT
ONS MeMyYHOro 3acTocyBaHHsA
nikapcbkoro 3acoby, a came
3aMiHy AesiKUX MaUltoHKIB Y
po3aini «Cnoci6 3acTocyBaHHs
Ta [031». 3MiHW BHECEHO [0
IHCTPYKUIT AN MeguyHoro
3aCcTOCYyBaHHS NikapCbKoro
3acoby go po3giny "Crocib
3aCTOCyBaHHsA Ta [03n".
BBefeHHs 3MiH NpoTArom 6-Tu
MiCSLB NiCNS 3aTBEPAXKEHHS.
3MiHY | TUNY - 3MiHK 3 AKOCTI.
A®I. BUpobHULTBO. 3MiHK
BMNpOoGYyBaHb abo AOMYyCTUMUX
MeX Yy npoueci BUpobHuuTBa
A®I, 110 BCTAHOBNEHI Y
cneundikauisix (LogaBaHHS
HOBOro BMMPOBYyBaHHs Ta
L0NyCTUMUX MEX)
[logaHo HOBI BMMPOGYBaHHS, L0
3aCTOCOBYIOTLCA B NPOLECi
BVMPOGHULTBA aKTUBHOI
peyoBuHM choniTponiHy anbca
(p-n®Cr), a came:

* LWBUAKICTb 06epTaHHA
lonaTteBoro kosneca i WBWAKICTb
obepTaHHA 06epTasibHOro

inbTpa Ha eTanax nocisy i
HapOLLyBaHHS KITVH Y
BUPOGHMYOMY GiopeakTopi nig
yac BUPOOHULTBA Y PEXUMI
6e3nepepBHOT Nepdysit;

* Temnepartypa 36epiraHHs i yac
BUTPUMYBaHHS Ha eTani 36opy
HEOUMLLLEHOT KNITUHHOT

KyneTypw;
* pH i enekTponpoBigHICTb Ha
eTani ynbTpadinbTpaw;i;
* 6bakKTepianbHi eHAO0TOKCUHU Ha
eTani 360py HeouunLLEeHOI
KNITUHHOI KyNTbTYpU 5K
BMNPOOYBaHHA B Npoueci

BMPOGHMLITBA,;
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

* pH, enekTponpoBigHICTb,
LIBMAKICTb MOTOKY, 06’eM
NPOMMBAHHS, 3ynuHka 36opy
npy aHIOHOOBMIHHIiA
xpomaTtorpadii, adiHHii
xpomaTtorpacii 3 6apBHUKOM i
xpomatorpadii rigpodo6HmX
B3aEMOS;if;

* Temnepartypa 36epiraHHs i yac
BUTPUMYBAHHS (FO4WHW i AHI)
0715 TPOMiXHOro NpoaykTy bulk;
* Temneparypa i Tpusanictb
BiATatoBaHHA Ha eTani
BigTaloBaHHs i 06'eQHaHHS;

* pH, Temneparypa
3aBaHTaXeHHS,
€/1eKTPONpoBIAHICTb
3aBaHTaXEHHA Ha eTani
entotoBaHHs lll;

* Temneparypa, 06'em
BPIBHOB&XKEHHS, LUBUAKICTb
NoTOKY, 06'eM NpOMMBaHHSA 1,
06'eM NPOMUBAHHSA 2, 3yNMHKa
360py MikiB Npy 06epHEHO-
chasHiii xpomarorpadir;

* pH, enekTponpoBigHICTb,
LUBUAKICTb MOTOKY
(3aBaHTaXeHHA NPOMMBaHHA 1),
06'em NnpommBaHHSA 1, LWBUAKICTb
noToKy (MPOMUBaHHS 2), 06'eM
NPOMUBaHHA 2, NiHIRHNIA
rpafiEeHT entioloBaHHs, novYaTok
360py nikiB, 3ynvuHka 360py Mnikis
npy aHIOHOOBMIHHIiA
xpomaTtorpadii;

* po6oyi nepenagu TUCKY i
nepepuBaHHs NOTOKY Ha eTanax
HaHogiNbTpaLi;

* 06'em bBychepa ans
AiadinbTpauii Ha eTanax
ynbTpadiinbTpauji/giadinsTpauii
Ta oCcTaTo4HOI (hinbTpau;s;

* CKOpUroBaHa KOHLeHTpaw,is
6inka nicns
ynbTpadineTpauii/giadineTpawi
Ta OCTaTOYHOI iNbTpaw;i;
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

* MiKpo6ionoriyHa KoHTamiHauis
nepep, chinbTpauieto Kpisb
inbTp 3 po3mipom nop 0,2 MKM,
NPOMDKHOro NPoAyKTy in bulk
nicnsi 36upaHHs, MPOMiXXHOro
npoaykty in bulk (nicns
36epiraHHs) Ta nepeg
dhinbTpayjieto kpisb hiNnbTp 3
po3mipom nop 0,2 MKM, entoaTis
etany lll, etany V, etany VI,
 6akTepiasibHi €HAO0TOKCUHM
NPOMiXHOro NpoAaykTy in bulk
nicns 36upaHHs, NPOMiIXXHOro
npoaykty in bulk (nicns
36epiraHHs) Ta nepeps
hinbTpaljieto kpisb hiNbTp 3
po3mipom nop 0,2 MKM, entoaris
etany lll, etany V, etany VI.
3MiHu | TURY - 3MiHK 3 SKOCTI.
A®|. BupobH1LTBO. 3MiHU
BUNpobyBaHb abo AONyCTUMUX
MeX y npoueci BUpobHuLTBa
A®I, 10 BCTAHOB/NEHI Y
cneumagikalisx (3ByXXeHHs
[OMYCTUMUX MEX) 3BYXEHHS
MeX 415 AesiKNX BUNpobyBaHb B
npoLeci BUPO6GHULITBA aKTUBHOT
peyoBuHM choniTponiHy anbta
(p- N®CT), a came:

* 3MiHa KOHUeHTpaL,i
i3onponaHosny B entotoTi eTany
IV 313+ 1% po 12-13 %;

* 3MEHLLEHHS 3aBaHTaXEHHS
COpb6EHTY KONOHKM Ans
aHioHOOOMiHHOT XxpomaTorpadii
3 «He 6inblue 4» [0 «He Binblue
3»;

* 3MEHLLEHHS
€NeKTPOonpoBIAHOCTI Npu
ynbTpadinbTpauji/giadinsTpaui
Ta OCTaTouHIl chinbTpayjii 3 «He
6inble 50» [0 «He 6inblue 10»;
* 3MeHLWeHHs PDL go iHokynsuii
Ha eTani HapoLLlyBaHHS KNiTUH Y
50-niTpoBOMY GiopeakTopi 3 «He
Ginblie 67» Ao «He Binblle 64»;
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

* NOKa3HWK NYCTUHW KNITWH, WO
[03BOSISIE NepeiiTn Big eTany
HapoLLyBaHHs Ao eTany
BMPOGHULITBA NPV BUPOOHMLITBI
B pexumi 6e3nepepsHOI
nepdysii 3 «He meHwe 5 x 10°
KNITUH/MN» go «He MeHwe 5,00
X 10 kniTuH/MA». 3MiHK | TURY -
3MiHu 3 aKocTi. A®Il. KoHTponb
A®I|. 3viHa y meTofAax
BMNpo6yBaHHA Adl abo
BMXiAHOrO
mMaTtepiany/npombKHOro
npoayKTy/peareHTy, Wwo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA AP (iHLI 3MiHK Y
mMeToAax BUNPoGyBaHHSA
(BkntOYaOUM 3aMiHy abo
[OMNOBHEHHA) AD| abo
BVIXiZLHOr0/MPOMiXXHOr0
npoaykty) 3amiHa poboyoro
CTaHAapTHOro 3paska
dhoniTponiHy anbga (p-ndCr),
LL|O0 BUKOPUCTOBYETLCA B faHWi
yac, NePBUHHUM CTaHAAPTHUM
3paskom Ta BTOPUHHUM
CTaHAaPTHVUM 3pa3kom Ans
hi3NKO-XIMIYHUX METOAiB
BMNPOGYBaHHA cy6CTaHLil
aKTMBHOI pevyoBUHY (OONITPOMIHY
anba. 3miHa nos'a3aHa i3
3aCTOCyBaHHAM BOPIBHEBOIO
nigxony Ao cTaHaapTm3auii
cTaHAapTHuX 3paskis (RS), wo
BMKOPMCTOBYOTbCA AN (i3nKo-
XiMiYHUX METO/B KOHTPOJIIO,
TaKuX ik BU3HAYEHHS BMICTY,
ineHTudbikauii Ta BU3HAYEHHS
[OOMILLOK Y cy6CTaHLji akTUBHOI
peyoBuHM choniTponiHy anbta
(p-n®CT’). 3MiHn | TURY - 3MiHK 3
AKOCTi. [OTOBWIA NikapcbKuii
3aci6. KoHTposib rotToBoro
nikapcbKoro 3acoby. 3miHa 'y
mMeToAax BUNpPoGyBaHHS
roTOBOrO JIiKapCbKOro 3acoby
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
(iHwWi 3miHM y MeTogax
BMNPOGYBaHb (BK/THOYAKOUM

3amiHy abo JOMOBHEHHS))
3amiHa poboyoro cTaHgapTHOro
3paska dooniTponivy anbga (p-
N®Cr), Wo BUKOPUCTOBYETLCH B
OaHuii yac, NepBUHHUM
CTaHJapTHUM 3pa3kom Ta
BTOPVHHVM CTaHAAPTHUM
3paskoM A/15 (Pi3UKO-XIMIYHUX
MeToZiB BUNPO6YBaHHS
roTOBOrO /liKapCbKoro 3acoby.
3MiHa nos'ssaHa i3
3aCTOCyBaHHAM [ BOPIBHEBOIO
nigxoady Ao cTaHaapTu3auii
cTaHAapTHuX 3paskis (RS), wo
BMKOPWCTOBYOTbCA AN (i3nko-
XiMiYHUX METO/B KOHTPOJIIO,
TaKWX ik BUSHAYEHHS BMICTY,
ineHTVdikauii Ta BU3HAYEHHS
[OOMILLOK Y FOTOBOMY
nikapcbkoMy 3aco6i. 3miHun Il
TMny - 3MiHK 3 aKocTi. ADI.
B1pOo6HMLTBO. 3MiHM
BMNpo6yBaHb abo A0NyCTUMUX
MeX y mpoueci BUpobHMLTBa
A®I, Wo BCTAHOBNEHI Y
cneundikauisx (BUnyYeHHs
BMNPOGYBaHHS B NPOLIECI
BMPOGHMLITBA, L0 MOXe MaTu
iCTOTHWIA BNMB Ha 3arasibHy
AkicTb ADI) 3miHM y nepeniky
BMNPO6YBaHbL B NMpoLieci
BVMPOGHULTBA aKTUBHOI
peyoBuHM choniTponiHy anbca

HaCTYMHWX TeCTiB:
* PDL (Population doubling
Level), rntoko3a, nakrar,
nigpaxyHoK KiTUH Ta

HapOoLLyBaHHSA KNiTUH;
* MigpaxyHoK KNiTWH,

(p —n ®CI"), a came BUAANIEHHA

XWTTE34ATHICTb KIITWMH Ha eTani

XUTTE3AATHICTb KITWH, [/110K03a,
naktat, PDL nepep, iHOKynsujieto
[O151 HAPOLLYBaHHS KNITUH Y
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

6iopeaxTopi o6'emom 50 5.

* XUTTE3AATHICTb KNITWH,
nigpaxyHoK KNiTWH, [110Ko3a,
naktart, p-n®CIl npw nocisi y
6iopeakTop 06'emom 250 r;

* p-n®Crl, 06'eMHa
NPOAYKTUBHICTb HAaNPUKIHL,i
eTany po6oTtu biopeakTopa;

« BUXig p-NnPCrI nicnsa o4nLLEHHS
Ta KOHLEHTPYBaHHS, Y
Hepo3dacoBaHOMY MPOMiIXXHOMY
npoaykTi bulk nicnsa 36upaHHs,
nicna adiHHoT Xxpomartorpadii 3
6apBHMKOM, B entoari etany |, B
entoarti nicna O®-
xpomarorpacii, B entoari etany
* po3nogin i3oopm 3a MeToLoM
i30eneKTpu4Horo
chokycyBaHHs/BecTepH -
6n0oTTUHry (IE®/BB) y
npomMixHoMy npoaykTi bulk nicns
36MpaHHs;
 BUXif 6isika nicns etanis
ynbTpadinbTpauji/giadinsTpaui
Ta OCTaToYHOI hiNbTpaw;i;

* HAA/IMLLKOBWI TUCK Yy peakTopi
Ha eTanax nocisy Ta
HapOoLLyBaHHS KITVH Y
BUpPOBHMYOMY GiopeakTopi Ta nig,
yac BUPOOHULTBA Y PEXUMI
6e3nepepBHOI Nepdysii.

84.

TOHAN-®®

follitropin
alfa

coniTpo
niH
anba

GO03G
A05

PO34MH ANS iH'EKLii
no 450 MO (33
Mkr)/0,72 mn; no
0,72 Mn y KapTpuaxi
3 MPOGKO0-NOPLUHEM
Ta pudneHoto
KPULLIEYKOIO,
BMILLEHOMY Y PYUKy
ANA BBeAeHHs; no 1
pyuui Ta 12 ronok y
KapTOHHI Kopo6Lyi

Apec
TpengiHr
CA.

Lseiiua
pis

BUPOOHULTBO
Hepo3acoBaHoro
npenapary,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPONb SIKOCTI
Ta BUNYCK Ccepiii:
Mepk CepoHo
C.n.A,, Itanis;
nepBuHHE
nakyBaHHS
(36upaHHs
nonepegHbL0

ITania/
Liselina
pis

BHECEHHS 3MiH [0
peecTpavuinHMx MaTepiasis:
3MiHu | TMRY - 3MiHU 3 SKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6.
KOHTposb roToBOro nikapcbKoro
3acoby. 3miHa y meTogax
BUNPOOYBaHHA rOTOBOr0
nikapcbKoro 3acoby (iHWi 3MiHN
y MeTofax BunpobyBaHb
(BKTHOYALOUM 3aMiHy a60
[OMNOBHEHHS)) 3amiHa
KOHTPO/IbLHOrO 3paska 3 CS r-
hFSH 2023/01 SE-HPLC Ha CS
r-hFSH 2025/02 1050 MO, sikuii

3a
peyenmom

UA/4113/02/02
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
3anoBHeHNX BWKOPWUCTOBYETLCS 4715
KapTpuaxXis 3 KifIbKICHOr0 BU3HAYEHHSI BMIiCTY
npenaparom B 6inka ®I'C B rotoBOMY
pyuky ons nikapcbkoMy 3acobi. BeefeHHs
BBEJEHHS): 3MiH NpoTArom 6 MicAuiB micns
Mepk CepoHo 3aTBEPKEHHSA
C.A., BigfineHHs y
M. OBOHH,
LliBeiiuapis
85. | FOHAN-®® follitropin donitpo | GO3G | po3unH ANs iH'eKui Apec LWsenua BMPOGHMLTBO ITanis/ BHECEHHS 3MiH 0 3a UA/4113/02/03
alfa niH A05 no 900 MO (66 TpengiHr pis Hepo3chacoBaHoro | Lseiua peecTpauiiHnux maTepiasnis: peyenmom
anba MKr)/1,44 mn; no C.A. npenapary, pist 3MiHuM | TUnNY - 3MiHK 3 AKOCTI.
1,44 mn y KapTpuaxi nepBrHHE Ta [oTOBWI NikapcbKnit 3aci6.
3 NPOOKO0-MOpLIHEM BTOPVHHE KOHTpPO/Ib rOTOBOrO /liKapCbKoro
Ta pudeHo nakyBaHHs, 3acoby. 3miHa y meTofax
KPULLIEYKOIO, KOHTPO/b AKOCTI BMNPOGYBaHHA roTOBOro
BMILLEHOMY Y PYUKY Ta BUMYCK Cepiit: nikapcbKoro 3acoby (iHWi 3MiHN
ONA BBeAeHHs; no 1 Mepk CepoHo y MeTofax BUnpobyBaHb
pyuui Ta 16 ronok y C.n.A, Itanis; (Bkntovaroun 3amiHy abo
KapTOHHI Kopo6Lyi nepBuHHE [OMNOBHEHHS)) 3amiHa
nakyBaHHS KOHTpO/bHOro 3paska 3 CS r-
(36mpaHHs hFSH 2023/01 SE-HPLC Ha CS
nonepegHL0 r-hFSH 2025/02 1050 MO, sikuii
3anoBHEHUX BWKOPWUCTOBYETLCA 4715
KapTpuaxis 3 KifIlbKICHOro BU3HAYEHHS BMIiCTY
npenaparomM B 6inka ®rC B rotoBOMy
pyuky ons nikapcbkoMy 3acob6i. BBeaeHHs
BBEJEHHS): 3MiH NpoTArom 6 MicAuiB micns
Mepk CepoHo 3aTBEPAKEHHS
C.A., BiofineHHsa y
M. OGOHH,
LLIBeliyapis
86. | FOHAM-®® follitropin donitpo | GO3G PO3YMH ANs iH'eKLit Apec LBeiiua BUPOBHULTBO ITania/ BHECEHHS 3MiH 0 3a UA/4113/02/01
alfa niH A05 no 300 MO (22 TpeingiHr pist Hepo3dghacoBaHoro | Llseinua peecTpavuiiH1X MaTepiasis: peyenmom
anba MKr)/0,48 mn; no C.A. npenapary, pis 3MiHu | TUNY - 3MiHK 3 AKOCTI.
0,48 Mn y KapTpuaxi nepBrHHE Ta [oTOBWIA Nnikapcbkuii 3aci6.
3 NPO6KOI-NOPLLUHEM BTOPUHHE KOHTPO/1b FOTOBOrO NiKapcbkoro
Ta pudeHo nakyBaHHs, 3acoby. 3miHa y meTogax

KPULLIEYKOIO,
BMILLEHOMY Y PYUKy
ANA BBeAeHHs; no 1
pyuui Ta 8 ronok y
KapTOHHI KOpo6Lyi

KOHTPONb SIKOCTI
Ta BUNYCK cepiii:
Mepk CepoHo
C.n.A,, Itanis;
nepBuHHE
nakyBaHHS
(36upaHHs
nonepegHbL0

BUNPOOYBaHHA rOTOBOr0
nikapcbKoro 3acoby (iHWi 3MiHN
y MeTofax BunpobyBaHb
(BKIHOYAOUM 3aMiHy a60
[OMNOBHEHHS)) 3amiHa
KOHTPO/IbHOrO 3paska 3 CS r-
hFSH 2023/01 SE-HPLC Ha CS
r-hFSH 2025/02 1050 MO, sikuii
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
3anoBHEHUX BWKOPWUCTOBYETLCS 4715
KapTpuaxXis 3 KifIbKICHOr0 BU3HAYEHHSI BMIiCTY
npenaparom B 6inka ®I'C B rotoBOMY
pyuky ons nikapcbkoMy 3acobi. BeefeHHs
BBEJEHHS): 3MiH NpoTArom 6 MicAuiB micns
Mepk CepoHo 3aTBEPKEHHSA
C.A., BigfineHHs y
M. OBOHH,
LliBeiiuapis
87. | TPUBEODYN | griseofulvi | rpuseodp | DO1B Tabnetkv no 125 mr My6niuHe | YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 0 3a UA/1280/01/01
bBIH n YNbBiH A01 no 20 TabneTok y aKujioHepH akujioHepHe peecTpauiiH1ux maTepianis: peyenmom
6nictepi; no 2 e TOBapUCTBO 3MiHY | TMNY - 3MiHK 3 AKOCTI.
6nictepy y nauui 3 TOBapucTB «HaykoBo- A®I. BUpo6bHMLTBO. 3MiHa
KapToHY o] BMPOGHUYNIA BMPOGHMKa
«HaykoBo- LeHTp BVXifHOro/NMPOMiXHOro
BMPOGHUY «BbopLuariscbknii npoaykTy/peareHty, Lo
WA LEeHTP XiMiko- BMKOPUCTOBYOTbCSH Y
«bopLuaris hapmaLeBTUYHNI BMPOGHMYOMY npotLieci AdDI, abo
CbKUi 3aBog» 3MiHa BUPOGHMKa (BK/THO4a0YM,
XiMmiKo- e HeobxiaHo, micue
hapmaveB NpoBeEeHHS KOHTPOSIIO AKOCTI)
TUYHUIA A®I (3a BigCyTHOCTI
3aBOg» cepTudpikaTa BiANoOBIAHOCTI

€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [OCHE)
(3anponoHoBaHWit BUPOBHMK
HanexuTb A0 Tiel camoi
BVMPOGHWYOI rpynu NigNpPUEMCTB,
LLIO /i 3aTBEPAKEHNIA) -
OHOB/EHO iH(hopmaLito Bif,
BMpo6HUKa A®I NpnseodynbeiH
«Chifeng Pharmaceutical Co.,
Ltd», Kutali npo nepeHeceHHst
BMPOGHNYMX MOTYXHOCTEN
KOMMaHii Ha HOBWI BUPOGHWYWIA
mMaiigaHuuk. JaHe nepeHeceHHs
Bii6YN0CA Ha BUKOHAHHSA
odpiniriHmx Bumor ypsgy KHP
LWoA0 MofepHisauii Ta
onTUMi3aLii MPOMMCNOBYKX 30H.
3miHa agpecy BUpo6HuKa AdI
He rnoB’si3aHa 3i 3MiHOI0 camoro
BMPOGHUWKA, a nuiue 3
nepemilLeHHsAM MicuA
3HaXOMKEHHA aAMiHicTpayii Ta
BMPOGHMLTBA. 3aTBEPKEHO:
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
Chifeng Pharmaceutical Co.,
Ltd, Kutaii 84 Yidong Street,
Hongshan District, Chifeng,
Inner Mongolia, 024001, China
3anponoHoBaHo: Chifeng
Pharmaceutical Co., Ltd, Kutaii
#1, Chiyao Road, Chifeng
Hongshan new and high-tech
industrial development zone,
Hongshan District, Chifeng,
Inner Mongolia, China.
88. | AA3ATUHIB dasatinib nasatuHi | LOLEA | Tabnetku, BKpUTI Akkopg, IcnaHis BignoBigasbHuii 3a | Monblia BHECEHHS 3MiH 0 3a UA/21195/01/01
AKKOPA, 6y 02 NNiBKOBOKO Xernckea BUMYCK cepii: [ Ingis/ peecTpavuinHMx maTepianis: peyenmom
XENNCKEA MOHOTiJ, 060/10HKot0, no 70 C.JLY. Akkopg, Xenckea ManbTta/ 3miHu | TYny - 3MiHK Woao
pat mr; no 10 TabneTok Moncka Cn. 3 0.0. IcnaHis 6e3nekun/edekTBHOCTI Ta
y 6nictepi; no 6 Cknag, ImnopTepa, thapmakoHarnsgy. BeegeHHs
6nicTepiB y naui Monbuwa; ab60 3miHU [0 y3arasibHeHNX
BUPOGHMLITBO [aHuxX nNpo cuctemy
nikapcbKoro hapmakoHarnsgy (BBefeHHs
3acoby, nepBrHHe y3ara/ibHeHUX faHux npo
Ta BTOPWHHE cuctemy hapmakoHarnsagy,
nakyBaHHs: 3MiHa yNOBHOBaXXEHOI 0cobw,
IHTac BiANoBiAa/IbHOI 3a 3AjACHEHHS
dapmacbioTikans hapmakoHarnagy; KOHTakTHoOl
Nimitea, IHgis; ocobu 3 hapmakoHarnsgy
KOHTPO/b AKOCTI 3as1BHMKA 419 34iICHEHHS
(chi3nuHi, XiMiuHi thapmakoHarnsagy B Ykpaii,
Ta MiKpOBGIONOoriyHi AKLLIO BOHA BigMiHHa Bif,
LOCTiHKEHHS): YMOBHOBaXeHOT 0cobw,
dapmagokc BiANOBIAA/IbHOI 3a 34iiCHEHHS
Xenckea Jlimites, hapMakoHarnsgy (Bkirovaoum
ManbTa; KOHTaKTHi faHi) Ta/abo 3MiHn y
KOHTPO/b SKOCTI pO3MiLLLeHHi MacTep-thaiina
(i3nyHi, XimiyHi cuctemn chapmakoHarnsgy)
Ta MiKpOGIONOriyHi 3MiHa yNnoBHOBaXkKeHOT 0cobm
LOCNIMKEHHS): 3asBHVKa, BignoBigasbHOI 3a
Na6opatopi hapmakoHarnsg.
dyHpacio JAY, [itoua pepakuis: Apnetta
IcnaHis BepuHcbka / Arletta Werynska.
MponoHoBaHa pepakuis: Arata
leiiceBny / Agata Gesiewicz.
3MiHa KOHTaKTHUX AaHuX
YMOBHOBaXEHOI 0CObY,
BignoBigasibHOI 3a
dhapmakoHarnag.
89. | AEKCAHECT | dexmedet | aekcmeg | NO5C KOHLeHTpaT ans AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 0 3a UA/20014/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
omidine etomign | M18 po3ynHy AnA "®papmak” peecTpauiiiHix matepianis: peyenmom
HYy iHdpysii, 100 mkr/mn, 3MiHu | TMNY - 3MiHKM 3 SKOCTI.
rigpoxno no 2 mn B amnyni; [oTOBWIA Nikapcbkunii 3aci6.
pna no 1 amnyni y nayui KOHTpOsb roTOBOro NikapcbKoro
3 KapToHy; No 5 3acoby. 3miHa y meTogax
amnyn y énictepi; no BMNPO6YBaHHS roTOBOIO
1 a6o 5 6nicTepiB y nNikapcbKoro 3acoby (iHLi 3MiHN)
nauti 3 KapToHy; no - BHECEHHS 3MiH 10 MeTOANK
4 Mmn 'y dnakoHi; no BUNPOOYBaHHA 3a NOKa3HUKaMu
1 chnakoHy y nauui 3 "CynpoBigHi AOMiLLKK",
KapTOHY; Nno 4 "KinbkicHe BU3Ha4yeHHs",
hnakoHu y 6nictepi; 30Kpema: BUNpaBneHHs
no 1 6nictepy y TEXHIYHUX MOMUOK AOMNYLLEHNX
nauyi 3 kKapToHy; Nno B OMUCI aHaUTITUYHNX METOA,B.
10 mn y dpnakoHi; no B po3gini 3.2.P.5.2. AHaniTn4Hi
1 donakoHy y nauui 3 MeTOoAMKM, a caMe B YaCTUHI
KapToHy; no 4 onucy BUMOT A0
hnakoHu y 6nictepi; XpomatorpagiyHoi cuctemu
no 1 6nictepy y [O0MNYLEeHO TeXHIYHI MOMUKK:
nauti 3 kKapToHy - 3a3Ha4YEHO JOBXMNHY
nepeakosoHku 10 MM 3amicTb
hakTUUHUX 4 MM; - fONYLLEHO
ApyKapcbKy NOMWUIKY B
abpesiaTypi Ha3BK
nepegkonoHkn Purospher Star
RH18 3amicTb Purospher Star
RP-18
90. | AEKCKETON dexketopr | gekckeT | MO1A | po3uuH ANs iH'EKUIN, TOB YkpaiHa Crepun-[hxeH IHAis BHECEHHS 3MiH 0 3a UA/20285/01/01
PO®EH ofen onpocpe | E17 25 mr/ma no 2 mn B «Amina Naiicp CaiieHcn3 peecTpauiiH1ux maTepianis: peyenmom
H (Y amnyni, no 5 amnyn Xenc Kea» (mnTg 3MiHu | TURY - 3MiHK LWoAo
dopmi Y KOHTYpHIiA 6e3nekn/edekTMBHOCTI Ta
Aekcket ynakosLj, no 1 dhapmakoHarnsgy. BeegeHHs
onpodpe KOHTYpHIli ynakoBLj ab0 3MiHM [0 y3ara/ibHeHUX
HYy Y KapTOHHIli Kopoo6ui [aHuX npo cuctemy
TpomeTa chapmakoHarnsgy (BBefeHHs
morny) y3arasibHeHUX JaHuX nNpo

cuctemy thapmakoHarnsgy,
3MiHa yNoBHOBaXXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKa 419 3AiAICHEHHSA
thapmakoHarnagy B YkpaiHi,
SIKLO BOHA BiAMiIHHA Bif
YNOBHOBaXEHOI 0Cco6bu,
BiANOBIAa/IbHOI 3@ 3AiiCHEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

hapmakoHarnsay (Bkiroyaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLieHHi MacTep-chaiina
cuctemn chapmakoHarnsgy)
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOT 0CO6U
3a8BHVKa, BiANOBIAa/ILHOI 3a
thapmakoHarnag. 3MiHa
MiCLIe3HaxopKeHHsI macTep-
thaiina cuctemu
hapmakoHarnsgy Ta /ioro
HoMepa. 3miHa Micus
3[jl/iCHEHHSI OCHOBHOI AifANIbHOCTI
3 chapmakoHarnagy.

91.

AEPMA30N

ketoconaz
ole

KETOKOH
ason

cynosuTopii
BariHanbHi no 400
mr; in bulk Ne 1440
(5x288) no 5
CynosuTopiiB y
cTpuni; no 288
CTPUN Y KapTOHHIiA
Kopoo6Li

TOB
"KyCym™m*"

YkpaiHa

KYCYM
XENTXKEP MBT
nTp

IHAis

BHECEHHS 3MiH [0
peecTpauinHMx MaTepianis:
3MmiHu | TUNy - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHMKA
(BnacHvika peecTpaduiiHoro
noceig4eHHs). 3MiHa
HallMeHyBaHHS 3asBHUKa
(BnacHvika peecTpaduiiHoro
NnocBigYeHHs), 6e3 3MiHK
OpPUANYHOT 0Co6MU.
3artBepmkeHo: TOB
"TNEAPAPM NTA", YkpaiHa.
3anponoHoBaHo: TOB "KYCYM",
YKpaiHa

UA/12479/04/01

92.

AEPMA30N

ketoconaz
ole

KETOKOH
ason

GO1A
F11

cynosuTopii
BariHanbHi no 400
Mr; no 5
CynosuTopiiB y
cTpuni; no 1 a6o no
2 cTpunu y
KapTOHHII ynakoBLi

TOB
"KyCymMm"

YkpaiHa

KYCYM
XENTXKEP MBT
nTg

IHAis

BHECEHHS 3MiH 0
peecTpavuinHMx maTepianis:
3MiHY | TUNY - AgMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu 3asBHUKA
(BnacHvika peecTpadiiHoro
noceig4eHHs). 3miHa
HalilMeHyBaHHS 3asBHUKa
(BnacHvika peecTpadiiHoro
NnocBigYeHHs), 6e3 3MiHK
OpPUANYHOT 0CooMU.
3arBepmkeHo: TOB
"TNEAPAPM NTA", YkpaiHa.
3anponoHoBaHo: TOB "KYCYM",
YKpaiHa

6e3
peyenma

UA/16144/01/01

93.

IDKA3

drospireno
ne and

Aapocnip
€HOH;

GO3A
Al2

TabneTku, BKpUTI
060/10HKO10; Mo 28

Baviep Al

Himeuun
Ha

lMepBuHHe Ta
BTOPUHHE

Himeyun
Ha

BHECEHHS 3MiH 0
pPeECTpaLiiHMX MaTepianis:

3a
peyenmom

UA/5468/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
ethinylestr | eTuHinec Tabnetok (24 nakyBaHHs, 3MiHu | TUnNy - 3MiHK Woa0
adiol Tpagion TabneTku CBIT/I0- KOHTPO/Ib SKOCTI, 6e3nekn/edeKTBHOCTI Ta
=y poxeBsoro + 4 BUNYCK cepii ans thapmakoHarnagy. 3miHa
BUTNAAI Tabnetku (nnaue6o) aKTUBHOI 4yacToTu Ta/abo TepMiHiB
Knatpar 6is10ro KoNbopy) y Tabnetku; NOAAHHSA perynsipHo
y3 6nicTepi 3 nepBrHHe Ta OHOBJIHOBAHUX 3BITIB 3 6e3neku
6eTagek caMoK/1eliKoto BTOPWHHE nNikapcbKkunx 3acobis - 3MiHa
com) CTpiuKoto; no 1 nakyBaHHS1, BUMYCK 4acToTW NoAaHHA PerynsapHo
6nictepy y cepii gns OHOBJ1HOBAHOrO 3BiTY 3 6e3neku.
KapTOHHI navui "nnaue6o": [itoya pepakuis:
Baiiep AT, YacTtoTa nogaHHa perynsapHo
HimevunHa; OHOB/IIOBAHOTO 3BITY 3 6e3nekn 3
Brpo6HMUTBO poKu.
Hepo3dacoBaHoi KiHueBa gata Ansi BKNOYEHHS
npoaykuii Ta panux go PO3B - 06.09.2019 p.
nposeaeHHsA [ara nogaHHa PO3b6 -
KOHTPO/H0 AIKOCTI 05.12.2019 p.
ons «nnauebo»: MponoHoBaHa pepakuis:
Baviep AT, YacrtoTa nofiaHHa perysisapHo
HimeuuunHa; OHOB/IHOBAHOrO 3BITY 3 6e3nekn 5
Bci cTagji pOKiB.
BMPOGHULTBA A8 KiHueBa fata A1 BK/IHOYEHHS
aKTVMBHOT TabNeTKn AaHunx go PO3b - 06.09.2030 p.
Ta «nnaue6o»: Jata nogaHHsa PO3b -
Baviep Baiimap 05.12.2030 p.
vm6X i Ko. K, PekomeHgoBaHo a0
HimeuunHa 3aTBEpKEHHA BiAMNOBIAHO A0
nepiognYHOCTI NOAaHHS
perynspHoO OHOBJ/IHOBAHUX 3BITIB
3 6e3nekun Nikapcbkux 3acobis y
€C.
94. | MHKAKABI ruxolitinib pykconit | LO1EJ | TabneTku no 5 wr; HoBaprTic LLiBelina Bupo6HMLTBO, LLiBelina BHECEHHS 3MiH g0 3a UA/13456/01/01
WHI6 (y 01 no 14 tTabneTtok y dapma Al pis KOHTPO/1b SIKOCTI, pisi/ peecTpauiiHux maTepianis: peuenmom
copmi 6nictepi; no 4 nepBUHHE Ta CnoBeHi 3MiHu | TMNY - 3MiHK 3 AKOCTI.
dhocdpar 6nicTepu y kopobu,i BTOPUHHE al [oTOBWIA Nikapcbknii 3aci6.
y) i3 KapTOHY nakyBaHHs1, BUNycK | PymyHis 3MiHV Y BUPOOHMUTBI. 3amiHa
nakyBasibHOro cepii: abo BBeEHHA 40AATKOBOI
HoBapTic ®apma AiNbHULI BUPOGHMLTBA 415
LTeliH AT, 4yacTuHM abo BCbOro
LLIseliyapis; BMPOBHMYOrO NpoLecy roToBoro
Bupo6HMLTBO, nikapcbKoro 3acoby (finbHMULA
4acTKoBWIA 015 NepPBUHHOTO NakKyBaHHS) -

KOHTPO/Ib SIKOCTI,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs, BUNYCK

[opasaHHA ainbHULi HoBapTic
dapmMacbloTUKan
MaHydaktypiHr /171C (Byn.
BeposukoBa 57, /ll06isiHa,
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uKa Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
cepii: 1000, CnoseHis) / Novartis
HoBaprTic Pharmaceutical Manufacturing
dapmacboTuKa LLC (Verovskova ulica 57,
MaHyhakTypiHr Ljubljana, 1000, Slovenia), sx
NN1C, Cnos.eHis; anbTepHAaTUBHOI AiNbHULI ANA
YacTkoBuii NepBUHHOTO NaKyBaHHS.
KOHTPO/1b AKOCTI: BBefeHHs 3MiH NpoTArom 6-Tu
HaujioHasibHa MiCSLB NiCNs 3aTBEPAXKEHHS.
naboparopis 3MiHY | TUNY - 3MiHW 3 AKOCTI.
34,0pOB's [oTOBWIA Nikapcbkunii 3aci6.
HaBKOJIMLLHBOTO 3MiHM Yy BUPOGHMLTBI. 3amiHa

cepeposyLia Ta
i, CnoBeHis;
KoHTponb sikocTi:
Hosapric
PapmacbioTrKanc
C.P.J1., PymyHis

a60 BBeeHHA [04AaTKOBOI
AiNbHULI BUPOBGHULTBA 4115
4acTHM abo BCLOro
BMPOGHMYOro npoLecy rotoBoro
nikapcbKoro 3acoby (AinbHULA
[N BTOPUHHOTO MaKyBaHHS) -
[opasaHHA ainbHUL HoBapTic
PapmacbioTuKas
MaHydhakTypiHr JI1C (Byn.
BeposLikoBa 57, /lobnsHa,
1000, CnoBeHist) / Novartis
Pharmaceutical Manufacturing
LLC (VerovskovaUlica57,
Ljubljana, 1000, Slovenia), siK
anbTepHaTUBHOI AiNbHULI ANA
BTOPVHHOIO NaKyBaHHS.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCSLIB NiCNS 3aTBEPAXKEHHS.
3MiHY | TMNY - 3MiHK 3 AKOCTI.
FoToBWIA Nnikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta
KOHTPOJH0 AKOCTi rOTOBOrO
nikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA AinbHUL, Ha SAKIRA
34iCHIOETLCSA
KOHTPO/Ib/BUNPOBYBaHHSA cepii) -
[lopasaHHa AinbHULI
HauioHanbHa nabopartopis
370POB'A HABKO/IMLUHBLOIO
cepefosuLa Ta ixi
(MpBomaiicbka Bymus 1
Mapi6op, 2000, CnoseHist) /
National Laboratory of Health,
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

Environment and Food
(Prvomajska ulica 1 2000
Maribor Slovenia), sk
aNbTepHaTUBHOI AiNbHULI 4NN
npoBefeHHsA YacTKOBOro
KOHTPO/II0 AKOCTi. BBEAEHHSA
3MiH NPOTArom 6-Tn Micauis
nicns 3aTBepgkKeHHs. 3MiHu |
TUny - 3MiHK 3 sKoCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHW y
BVMPOGHMLTBI. 3MiHa po3mipy
cepii (BKIOYaouM fianasoH
po3Mmipy cepii) roToBOro
nikapcbKoro 3acoby
(36inblueHHst go 10 pasis
MOPIBHAHO i3 3aTBEPAKEHUM
PO3MipoMm) - 36iNbLUEHHS
po3Mipy cepii roToBoro
nikapcbKoro 3acoby, Wwo
BMPOGNSETLCA HA AiNbHULI
Novartis Pharmaceutical
Manufacturing LLC, Slovenia
(NMobnsHa, CnoseHis), — 3
240,0 kr go 360,0 kr. BBegeHHsA
3MiH NPOTArom 6-Tn Micauis
nicns 3aTBepgkKeHHs. 3MiHu |
TUny - 3MiHK 3 AKoCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOTO
nNiKapcbKoro 3acoby, BKIUaum
NPOMDKHUIA NPOAYKT, WO
3aCTOCOBYETbCS NP
BMPOOGHULITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpo6HULTBA) -
He3HauHi 3MiHM y BUpOBGHUYOMY
npoLeci roToBOro NiKapcbKoro
3acoby, cnpsiMoBaHi Ha
BUNYYEHHS onepawji
po3nyLyBaHHs (delumping)
nepeg, CyLWiHHAM rpaHynaTy.
3MiHN BNPOBaAXYOTbCHA Ha
OinbHuui Novartis
Pharmaceutical Manufacturing
LLC, Slovenia y mexax
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Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

nikapcbKoro 3acoby, BKIKUaKUMn

3MiHa y npoueci BUpo6HULTBA) -

HesHauHa 3MiHa y BUpoGHUYOMY

ainbHuui Novartis Pharma Stein
AG, Switzerland. BBefieHHs1 3MiH

NikapcbKoro 3acoby, BKIOUaUn

3MiHa y npoueci BUpo6HULTBA) -
He3HauHi 3MiHM y BUpOGH1YOMY

TpaHcdepy BMpobHULTBA 3
Novartis Pharma Stein AG,
Switzerland gns y3romkeHHs
npowecy 3 HassBHUM
o6nagHaHHAM. BBeAeHHs 3MiH
NpPOTArom 6-Tv MicALiB nicns
3aTBEPMKEHHSA. 3MiHu | TNy -
3MiHu 3 aKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHu y
BMPOGHMLTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOTO

NPOMIKHUIA NPOAYKT, L0
3aCTOCOBYETLCS NpU
BUPOGHMLTBI FOTOBOIO
nNiKapcbKoro 3acoby (He3HayHa

npoLeci roToBOro NikapCcbKoro
3aco0y, Lo CTOCYETbCA
YTOYHEHHS Yyacy hiHanbHOro
3miwysaHHs (final blend time) 3
7,5 XBUVH Ha 8 XBWIVH A5
cepili i3 3aTBEPAKEHUM
po3mipom napTii Npn6aM3HO
240,0 Kr, BUTOTOB/IEHUX Ha

npoTArom 6-T1 MicAUIB micns
3aTBEePMKEHHS. 3MiHK | TUny -
3MiHK 3 SiKOCTi. FOTOBUIA
nikapcbknii 3aci6. 3MiHn y
BUPOGHULTBI. 3MiHK y npoLeci
BMPOGHUWLITBA FOTOBOIO

NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETLCA NP
BMPOBGHULITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa

npoueci roToBOro J1ikapcbKoro
3acoby, Wo nepegbayanTb
3aMiHy py4HOro npouecy
NPOCitoBaHHA Ha
aBTOMaTM30BaHMWIA NpoLiec
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
NPOCitOBaHHA Ha AiNbHULL

Novartis Pharmaceutical
Manufacturing LLC, Slovenia.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCSLB NiCNs 3aTBEPAXKEHHS.
3MiHY | TUNY - 3MiHW 3 AKOCTI.

FoToBWIA Nnikapcbkuii 3aci6.
3MiHM Y BUPOGHULTBI. 3MiHN Y
npoueci BUpOGHULTBA rOTOBOrO
niKapcbKoro 3acoby, BKIOUaum

NPOMDKHUIA NPOAYKT, WO

3aCTOCOBYETbCS NP
BMPOOGHULITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpo6HULTBA) -
He3HauHi 3mMiHM y BUpOBGHUYOMY
npoLeci roToBOro NiKapcbKoro
3acoby, NoB’A3aHi 3i 3MiHOK
nocnigoBHOCTI AOAaBaHHSA
[LOMOMDKHWX PEYOBWUH i
rpaHynATis nepes iHaIbHUM
3MiLLyBaHHAM. 3MiHW
BMPOBaAKYOTbCA Ha AifIbHULL

Novartis Pharmaceutical

Manufacturing LLC, Slovenia 'y
Mexax TpaHchepy BUPO6HMLITBA
3 Novartis Pharma Stein AG,
Switzerland ansa y3rogkeHHs
npoLecy 3 HasiBHUM
obnagHaHHAM. BBeeHHs 3MiH
npoTArom 6-Tn MicAUiB nicns
3aTBEPMKEHHA. 3MiHu | Tuny -
3MiHK 3 sKoCTi. FoTOBUIA

nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHN Y NpoLeci

BMPOGHMLITBA FOTOBOTO
niKapcbKoro 3acoby, BKIOUaum
NPOMDKHUIA NPOAYKT, WO
3aCTOCOBYETbCS NP
BMPOOGHULITBI FOTOBOrO
nikapcbkoro 3acoby (iHLwi 3MiHN)
- 3amiHa HerepmMeTU4HoI
(HedyHKUIOHa/IbHOT) BTOPUHHOI
ynakoBku ans bulk npogykTy - 3
LMNiHAPWUYHOTO MeTas1eBoro

KOHTelHepa 3 KpULLKOK Ha
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

noninponineHoBuii 6apabaH Ana
OinbHUUi Novartis
Pharmaceutical Manufacturing
LLC, Slovenia. Ans
3aTBepMKeHoi AinbHuui Novartis
Pharma Stein AG, Switzerland
TVN HerepMeTUYHOT
(HedyHKUIOHa/TbHOT) BTOPUHHOI
yNakoBKW 3aUIMaeTbesa 6e3
3MiH. BBEEHHS 3MiH NPOTArOM
6-TK MicALiB nics
3aTBepMKEHHS. 3MiHK | Tuny -
3MiHK 3 SiKOCTi. FOTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3MiHa y NepBuHHIiA
yMakoBLji FOTOBOTO NiKapCbKOro
3ac006y (SKICHWIA Ta KinlbKicHUIA
cknag) - Teepai nikapcbki
chopmm - logaBaHHs
afbTepHaTUBHOIO NePBUHHOTO
nakysaHHa PVC/PE/PVdC
(Triplex) 6nicTepis Ha fogaTok
[10 BXe 3aTBepAXeHOro
nakysaHHs PVC/PCTFE (Aclar)
6nicTep 4519 roToBOro
nikapcbKoro 3aco6y. KOMMNoHeHT
OCHOBU «AntoMiHieBa honbra»
3a/MWaeTbcA 6e3 3MiH.
BBefeHHA 3MiH NPOTArom 6-Tn
MicSLiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TMRY - 3MiHK 3 SKOCTI.
[oTOBWIA Nnikapcbkunii 3aci6.
3MiHM Yy BUPOBGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHTbCS BUMYCKY cepil Ta
KOHTPO/IO SIKOCTi rOTOBOro
nikapcbKoro 3acoby (3amiHa abo
[0AaBaHHA BUPOOHNKa, L0
BiANOBIAaE 3a BBE3EHHA Ta/abo
BMMYCK cepii) - Bkntoyaroun
KOHTPO/Ib/BUNPOBYBaHHSA cepil -
[JopasaHHA AinbHULi HoBapTic
PapmacboTuKas
Manydaktypinr N171C (Byn.
BeposukoBa 57, /llo6sHa,




130
Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uKa Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
1000, CnoBeHist) / Novartis

Pharmaceutical Manufacturing
LLC (Verovskova Ulica 57,
Ljubljana, 1000, Slovenia), siK
anbTepHATUBHOT AiNbHUL,
BiANOBIAa/IbHOI 3@ BUMYCK Cepiid,
BK/THOHAIOUMN YACTKOBUIA
KOHTPO/Ib SIKOCTi. BHeceHo B
IHCTPYKUiO AN MeguyHoro
3aCcTOCYyBaHHS NikapCbKoro
3aco6y y po3ainu "BupobHuk” Ta
"MicLe3Haxo4KeHHs1 BUPOGHMKa
Ta agpeca Micus NpoBaKEHHS
oro gisanbHocTi" (BHECEHHS
[04aTKOBOro BUPO6HNMKa) 3
BiANOBIAHUMY 3MiHAMW B TEKCTI
MapKyBaHHS YNakoBOK.
BBefeHHA 3MiH NPOTArom 6-Tn
MicSLiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TMNY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkunii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3aMiHa
a60 BBeAEHHS [04aTKOBOI
AiNbHULI BUpOGHMLTBA A1s
4acTVHM abo BCLOro
BMPOBGHNYOro npouecy rotosoro
nNiKapcbKoro 3acoby (a4inbHuLSA,
Ha sKiii npoBoAsATbLCA ByAb-AKi
BMPO6GHUYI CTagji, 3a BUHATKOM
BWMYCKY CEPiii, KOHTPOO AKOCTI,
NepBNHHOIO Ta BTOPUHHOTO
nakyBaHHS, A1 HECTePUTbHNX
nikapcbKnx 3acobiB) -
[JopasaHHA AinbHULi HoBapTic
PapmacboTuKas
Manydaktypinr N171C (Byn.
BeposLkoBa 57, /llo6n1sHa,
1000, CnoBeHis) / Novartis
Pharmaceutical Manufacturing
LLC (Verovskova Ulica 57,
Ljubljana, 1000, Slovenia), six
anbTepHaTUBHOI AiNbHULI AN
BMPOGHULITBA FOTOBOIO
nikapcbKoro 3acoby, [0 Bxe
3apeecTpoBaHoOi AifbHUL

Novartis Pharma Stein AG,
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uKa Hs** 20
mosaHa HU nocsioYyeHHs1
Ha3sa*
Schaffhauserstrasse, 4332
Stein, Switzerland. BBeaeHHsi

3MiH NPOTAroM 6-Tu MicALiB
nicns saTBepkeHHs. 3MiHu |
TUMy - AAMIHICTPaTVBHI 3MiHW.
BunyyeHHsi BUPO6HUYOI
AinbHUUI (BKTHOYAOYN AiNbHULL
ons A®l, npomiKHOro NPoOAyKTy
a60 roToBOro Nikapcbkoro
3acoby, AinbHnui Ans
NpoBefeHHsA NaKyBaHHs,
BMPOGHMKa, BiANOBIA&/ILHOIO 3a
BUMYyCK cepiiA, MicLe
NPOBeLEHHS KOHTPOSTO cepii)
abo nocTayasibHMKa BUXigHOO
mMaTepiany, peareHTy abo
[L0MOMIKXHOT PeYOBUHU (SIKLLO
3a3HaYeHo y [OCbE) - BUNYHYEHHS
AinbHUUi ®apmaxanituka CA,
LBeiuapisa (Pharmanalytica SA,
Switzerland) BignosiganbHoi 3a
KOHTPO/b AKOCTi 3@ BUHATKOM
BM3HAYEHHS MiKpO6ionoriyHol
yuctotn. BeeaeHHa 3MiH
npoTArom 6-Tn MicALUiB nicns
3aTBEpPMKEHHA. SMiHu | Tuny -
3MiHK 3 sKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo
CTOCYHOTbCSl BUMYCKY Cepii Ta
KOHTPOJH0 AKOCTi rOTOBOTO
nikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA AinbHUL, Ha SAKIRA
34iCHIOETLCSA
KOHTPO/Ib/BUNPOBYBaHHSA cepil) -
[JopasaHHA AinbHULI HoBapTic
dapmacstotmkanc C.P.J1. (Byn.
NiBe3eHi, 7A 540472, Tupry
MypeLu, okpyr Mypetu,
PymyHis) / Novartis
Pharmaceuticals S.R.L. (Str.
Livezeni nr. 7A 540472, Targu
Mures, Jud. Mures, Romania),
K A0AaTKOBOT AiNbHUL AN

NPOBELEHHSI KOHTPOJTH SIKOCTI.
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BBefeHHs 3MiH NpoTArom 6-Tu
MiCSLB NiCNS 3aTBEPAXKEHHS.
3MiHY | TMNY - 3MiHK 3 AKOCTI.
FoToBWIA Nnikapcbkuii 3aci6.
KOHTPO/Ib rOTOBOrO /iKapCbKOro
3aco6y (iHLWi 3MiHN) -
MpuBeaeHHA MeTogiB KOHTPOO
akocTi /13 y BignoBigHICTb A0
BMMOT MyHKTY 11 po3giny V
Mopsaky, BKYaoun nepeknag
YKpaiHCbKOI0 MOBOIO Ta
pefAakuifiHe YTOYHEHHS TEKCTY,
30Kpema YHigikauito
TepMiHONOril, rapMOHi3aLjto Ha3B
peareHTiB, MaTepianis Ta
ob6nagHaHHs, yHicikauio
OAVHWLb BMMIPIOBaHHS i
no3HayeHb, a TakoX
BUNPAB/IEHHSA TEXHIYHMX Ta
peAakuiiHNX HETOYHOCTENA.
[JlopaTtkoBo MeToaukKy
«[MpoaykTn aerpagadii, metTog,
BEPX>» [ONOBHEHO TUMOBUMU
XpomaTtorpamamu 3 MeToto
intocTpauii npodino AOMILLIOK Ta
niATBEPMAKEHHS NPUAATHOCTI
cucTemMu. Y 3BA3KY 3 LM
akTyasiszoBaHO Hymepauito
pYCyHKiB/XpomaTorpam Ta
BHYTPILUHI NOCUMAHHA Ha HUX.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCAILB Nic/1A 3aTBEPAKEHHS.

95.

DXXAKABI

ruxolitinib

pykconit
WHI6 (y
chopmi
hoccpat
y)

LO1EJ
01

Tabnetku no 15 wmr;
no 14 tTabneTtok y
6nicTepi; no 4
6nictepu y Kopobui
i3 KapTOHY
nakyBa/IbHOro

Hosapric
Papma Al

Lseiiua
pis

Bupo6HMLTBO,
KOHTPO/Ib SIKOCTI,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs, BUNYyCK
cepii:
HosapTic ®apma
LTeln AT,
LLiBeiiuapis;
Bupo6HMLTBO,
4acTKoBWi
KOHTPO/1b SKOCTI,
nepBuHHe Ta
BTOPUHHE

Lseiina
pisi/
CnoseHi
al
PymyHis

BHECEHHS 3MiH 0
peecTpauinHMx MaTepianis:
3MiHu | TMNY - 3MiHKU 3 SKOCTI.
[oTOBWIA Nikapcbkunit 3aci6.
3MiHU Yy BUPOGHMLTBI. 3aMiHa
ab0 BBeAEeHHS [04aTKOBOI
OiNbHUL BUPOBHULTBA A/15
YyacTuHu abo BCbOro
BMPOGHNYOro npouecy rotoBoro
niKapcbKoro 3acoby (AinbHuLUA
015 NEPBMHHOIO MakKyBaHHS) -
[opasaHHA AinbHUUi HoBapTic
dapmacboTuKan
MaHydhaktypiHr JI1IC (ByA.

3a
peyenmom

UA/13456/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

nakyBaHHS1, BUMyCK
cepii:
Hosapric
PapmacbioTukas
MaHydhakTypiHr
NNC, CnoseHis;

YacTkoBuii
KOHTPO/Ib SKOCTI:
HaujioHanbHa
naboparopis
340poB'a
HaBKO/IMLLHLOTO
cepepfoByia Ta
i, CnoseHis;

KoHTponb skocTi:
Hosapric
PapmacbioTrKanc
C.P.J1., PymyHis

BeposLkoBa 57, /lto6n1sHa,
1000, CnoBeHis) / Novartis
Pharmaceutical Manufacturing
LLC (Verovskova ulica 57,
Ljubljana, 1000, Slovenia), six
anbTepHaTUBHOI AiNbHULI AN
NEePBUHHOTO NaKyBaHHS.
BBegeHHs 3MiH npoTArom 6-tv
MiCALB NiCNA 3aTBEPAXEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbknii 3acib.
3MiHV Y BUPOOHMUTBI. 3amiHa
abo BBeiEHHA [404AaTKOBOI
AiNbHULI BUPOGHMLTBA 415
4acTVHM abo BCbOro
BMPOBHMYOro NpoLecy roToBoro
nikapcbKoro 3acoby (finbHMULA
AN BTOPUHHOTO MakKyBaHHS) -
[JopasaHHA AinbHULi HoBapTic
PapmacboTuKas
MaHydaktypinr J1I71C (Byn.
BeposLkoBa 57, /llo6n1sHa,
1000, CnoBeHis) / Novartis
Pharmaceutical Manufacturing
LLC (VerovskovaUlica57,
Ljubljana, 1000, Slovenia), six
anbTepHaTUBHOI AiNbHULI ANs
BTOPUHHOIO NaKyBaHHS.
BBegeHHs 3MiH npoTArom 6-tv
MiCALB NiCNa 3aTBEPOXEHHS.
3MiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbknii 3acib.
3MiHW Y BUPOBHULTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHOTbCSl BUMYCKY Cepii Ta
KOHTPO/I0 SKOCTi FOTOBOTO
nikapcbKoro 3acoby (3amiHa abo
O0JaBaHHs Ai/TbHULI, Ha SKil
3[jCHI0ETbCS
KOHTPO/b/BUNPOBYBaHHA cepii) -
[ogaBaHHs AinbHUL
HauioHanbHa nabopatopis
3[10POB'sl HABKO/INLLHLOrO
cepegoBuLLa Ta ixi
(MpBomalicbka Bymus 1
Mapi6op, 2000, CnoseHis) /
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
National Laboratory of Health,

Environment and Food
(Prvomajska ulica 1 2000
Maribor Slovenia), sk
anbTepHAaTUBHOI AiNbHULI ANA
npoBefEeHHs YacTKOBOro
KOHTPO/IIO SIKOCTi. BBEAEHHSA
3MiH NPOTArom 6-Tu MicsuiB
nicnsa 3aTBepaXeHHs. 3MiHn |
™My - 3MiHW 3 SIKOCTi. FOTOBUIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa po3mipy
cepii (BKNOYaOUM fianasoH
po3mipy cepii) roToBOro
nikapcbkoro 3acoby
(36inblueHHs go 10 pasis
MOPIBHSAHO i3 3aTBEPAKEHUM
pO3MipoMm) - 36iNbLUEHHS
pO3Mipy cepii roToBOro
nikapcbKoro 3acoby, Lo
BUPOBNAETLCA HA Ai/TbHUL
Novartis Pharmaceutical
Manufacturing LLC, Slovenia
(NobnsaHa, CnoeeHis), — 3
240,0 kr go 360,0 kr. BBegeHHs
3MiH NPOTArom 6-Tu MicsuiB
nicnsa 3aTBepaXeHHs. 3MiHn |
™Mny - 3MiHW 3 SIKOCTi. FOTOBUIA
nikapcbkuii 3aci6. 3MiHn y
BUPOBGHULTBI. 3MiHK y npoveci
BMPOGHULITBA FOTOBOIO
nNikapcbKoro 3acoby, BKIOUaUn
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETLCA NP
BMPOOGHULITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpo6HULTBA) -
He3HauHi 3MiHM y BUpOGH1YOMY
npoueci roToBOro J1ikapcbKoro
3acoby, cnpsamoBaHi Ha
BWTyYEHHS onepawji
po3nywysaHHs (delumping)
nepes, CyLwWiHHAM rpaHynaTy.
3MiHM BNPOBaKYOTLCA Ha
ginbHuUui Novartis

Pharmaceutical Manufacturing
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Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

nNiKapcbKoro 3acoby, BKIUaum

3MiHa y npoueci BUpo6HULTBA) -

HesHauHa 3MiHa y BUpOOHUYOMY

ainbHuui Novartis Pharma Stein
AG, Switzerland. BBegeHHs1 3MiH

nikapcbKoro 3acoby, BKIKYaKUMN

3MiHa y npoueci BUpo6HNLTBA) -
He3HauHi 3MiH1 y BUPOBHUYOMY

LLC, Slovenia y mexax
TpaHcdepy BUpoOHULTBA 3
Novartis Pharma Stein AG,

Switzerland ansa y3rogkeHHs
npoLecy 3 HasiBHUM
obnagHaHHAM. BBeAeHHs 3MiH
nNpoTArom 6-Tn MicAUiB nicns
3aTBEpPMKEHHA. SMiHu | Tuny -
3MiHu 3 sKoCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOrO

NPOMDKHUIA NPOAYKT, WO
3aCTOCOBYETbCS NP
BMPOOGHULITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa

npoLeci roToBOro NiKapcbKoro
3aco6y, Lo CTOCYeTbCS
YTOUYHEHHS Yacy hiHa/IbHOro
3miwysaHHs (final blend time) 3
7,5 XBUNWH Ha 8 XBUAVH AN
cepiii i3 3aTBEPAKEHNM
po3mipom napTii Npu6aM3HO
240,0 Kr, BUTOTOB/IEHUX Ha

NPOTArom 6-Tv MicALiB nicns
3aTBEPMKEHHSA. 3MiHu | TNy -
3MiHu 3 aKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHu y
BMPOGHMLTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOTO

NPOMIKHUIA NPOAYKT, L0
3aCTOCOBYETLCS NpU
BUPOGHMLTBI FOTOBOIO
nNiKapcbKoro 3acoby (He3HayHa

npoLeci roToBOro NiKapCcbKoro
3acoby, o nepegbavanTb
3aMiHy py4HOro npouecy
NpocitoBaHHA Ha
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

aBTOMaTM30BaHWii npoLec
NpOCitOBaHHA Ha AiNbHULI
Novartis Pharmaceutical
Manufacturing LLC, Slovenia.
BBegeHHs 3MiH npoTArom 6-tv
MiCALB NicNa 3aTBEPAXEHHS.
3MiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6.
3MiHW Y BUPOOHULITBI. 3MiHN Y
npoweci BUPO6HULITBA FOTOBOTO
NikapcbKoro 3acoby, BKIOUaUn
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETLCS NpU
BMPOBGHULITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpo6HULTBA) -
He3HauHi 3MiHM y BUpOGHUYOMY
npoueci roToBOro J1ikapcbKoro
3acoby, noB’a3aHi 3i 3MiHO
nocnigoBHOCTI A4oAaBaHHS
[L0MOMDKHUX PEYOBUH i
rpaHynATie nepes diHasibHUM
3MiLLyBaHHAM. 3MiHM
BMPOBaAXYIOTbCA Ha AiNbHUL
Novartis Pharmaceutical
Manufacturing LLC, Slovenia 'y
Mexax TpaHcdepy BUpobHULUTBA
3 Novartis Pharma Stein AG,
Switzerland gns y3rogpxeHHs
npouecy 3 HasiBHUM
obnagHaHHAM. BBefeHHs 3MiH
npoTArom 6-T1 MicAUiB micns
3aTBEepPMKEHHS. 3MiHK | Tuny -
3MiHK 3 SiKOCTi. FOTOBUIA
nikapcbknii 3aci6. 3MiHn y
BUPOGHULTBI. 3MiHK y npoveci
BMPOGHULITBA FOTOBOIO
NikapcbKoro 3acoby, BKIOUaUn
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETLCS NpU
BMPOBGHULITBI FOTOBOrO
niKkapcbkoro 3acoby (iHLwi 3MiHu)
- 3amiHa HerepmeTU4HoI
(HedyHKUIOHa/TbHOT) BTOPUHHOI
ynakoBku ans bulk npogykty - 3
UMAIHAPUYHOTO MeTaneBoro
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

KOHTelHepa 3 KpULLKO Ha
noninponineHoBuiA 6apabaH ans
ginbHuUui Novartis
Pharmaceutical Manufacturing
LLC, Slovenia. Ans
3aTBepXeHol AinbHuui Novartis
Pharma Stein AG, Switzerland
TUN HErepMeTUYHOI
(HedyHKLUiOHaNbHOT) BTOPUHHOT
yNakoBKM 3a/MLIaeTbCa 6e3
3MiH. BBEAEHHS 3MiH NPOTArOM
6-T1 micALiB nicns
3aTBEPMKEHHSA. 3MiHu | TNy -
3MiHu 3 aKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHUi
3aci6. 3MiHa y NepBUHHIN
ynakoBLi FOTOBOro NiKapcbKoro
3ac006y (SKICHWIA Ta KinlbKicHUIA
cknap) - Teepai nikapcobki
dhopmu - loaaBaHHs
aNbTepPHATUBHOIO NEPBUHHOTO
nakysaHHs PVC/PE/PVdC
(Triplex) 6nicTepis Ha [OAATOK
[0 BXe 3aTBep)KEHOro
nakyBaHHs PVC/PCTFE (Aclar)
6nictep 4Ns roToBOro
nikapcbKoro 3aco6y. KOMMoHeHT
OCHOBU «AntomiHieBa donbra»
3a/IMAaETbCA 6e3 3MiH.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCSLB NiCNs 3aTBEPAXKEHHS.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
FoToBWIA Nnikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo
CTOCYHOTbCSl BUMYCKY Cepii Ta
KOHTPOJH0 AKOCTi rOTOBOTO
nikapcbKoro 3acoby (3amiHa abo
[0faBaHHA BUPOOHMKA, LLIO
BignoBifae 3a BBe3€eHHS Ta/abo
BUNYycK cepii) - Bknovatoun
KOHTPO/b/BUNPOBYBaHHA cepii -
[JopasaHHA ginbHULUi HoBapTic
dapmacboTUKan

MaHydakTtypiHr JI1C (Byn.
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

BeposLkoBa 57, /lto6n1sHa,
1000, CnoBeHis) / Novartis
Pharmaceutical Manufacturing
LLC (Verovskova Ulica 57,
Ljubljana, 1000, Slovenia), six
anbTepHaTUBHOI AiNbHULI,
BifNOBIga1bHOT 3@ BUNYCK Cepil,
BK/THOHAI0UN YACTKOBUI
KOHTpO/b IKOCTi. BHeceHo B
IHCTPYKLj0 A8 MeanyHoro
3aCTOCyBaHHS NiKapCbKOro
3acoby y po3ainun "BUpobHuk" Ta
"Micue3HaxoMKeHHs BUPOGHMKa
Ta agpeca MicLs NPoBaKEHHS
oro gisnbHocTi" (BHECEHHS
[04aTKOBOrO BUPOOHMKA) 3
BiANOBIAHMMW 3MiHAMW B TEKCTI
MapKyBaHHS YNakoBOK.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCSLB NiCNS 3aTBEPAXKEHHS.
3MiHY | TMNY - 3MiHK 3 AKOCTI.
FoToBWIA Nnikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3amiHa
a60 BBeeHHA [04aTKOBOI
AiNbHULI BUPOBGHULTBA AN1A
4acTHM abo BCbOro
BMPOGHMYOro npoLecy rotoBoro
nNikapcbKoro 3acoby (AinbHULA,
Ha SKiii NpoBOAATLCA by Ab-AKi
BMPOGHUYI CTagjl, 3a BUHATKOM
BUMYCKY CepilA, KOHTPOSIKO SIKOCTI,
NepPBUHHOTO Ta BTOPVHHOIO
nakyBaHHS1, 4151 HECTePUbHUX
nNikapcbknx 3acobiB) -
[JopasaHHA ginbHULUi HoBapTic
dapmacboTUKan
ManydaktypiHr 171C (Byn.
Beposuikosa 57, /lobnsHa,
1000, CnoseHist) / Novartis
Pharmaceutical Manufacturing
LLC (Verovskova Ulica 57,
Ljubljana, 1000, Slovenia), siK
aNlbTepHaTUBHOI AiNbHULI ANA
BMPOGHMLITBA FOTOBOTO
niKkapcbKoro 3acoby, Ao Bxe
3apeecTPoBaHoOi AiNbHUL
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uKa Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
Novartis Pharma Stein AG,
Schaffhauserstrasse, 4332

Stein, Switzerland. BeegeHHs
3MiH NPOTArom 6-Tn Micauis
nicns 3aTBepgkeHHs. 3MiHu |
TMNYy - AOMIHICTPaTUBHI 3MiHU.
BunyueHHs BUPO6HUYOI
AinbHUUI (BKTHOYAKOYM AiNbHUL
ons A®l, NPOMKHOTO NPOAYKTY
ab0 roToBOro Nikapcbkoro
3acoby, AinbHuULi Ans
NpoBefeHHs NakyBaHHS,
BMPOGHUKA, BiAMNOBIfa/IbHOTO 3a
BWMYCK Cepiid, MicLe
NpoBeEeHHSA KOHTPOIO cepil)
abo noctavasibHMKa BUXIAHOMO
marepiany, peareHty abo
[LOMOMDKHOI peYOBUHM (SKLLO
3a3Ha4YeHo y [0CLE) - BUTYYEHHSA
AinbHUUi ®apmaHanituka CA,
Lseiiuapisa (Pharmanalytica SA,
Switzerland) BignosigasibHOI 3a
KOHTPO/1b SIKOCTi 3@ BUHATKOM
BU3HAYEHHS MiKPOB6iONOorivHOI
4ynucToTU. BBEAEHHS 3MiH
npoTArom 6-T1 MicAUiB micns
3aTBEepPMKEHHS. 3MiHK | Tuny -
3MiHK 3 SiKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHUUTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHOTbCSl BUMYCKY Cepii Ta
KOHTPO/I0 SKOCTi FOTOBOTO
nikapcbKoro 3acoby (3amiHa abo
O0JaBaHHs Ai/TbHULI, Ha SKil
3[jCHI0ETbCS
KOHTPO/b/BUNPOBYBaHHA cepii) -
[JopasaHHA dinbHUUi HoBapTic
$apmacbsiotukanc C.P.J1. (syn.
NiBe3eHi, 7A 540472, Tupry
MypetLu, okpyr Mypetu,
PymyHis) / Novartis
Pharmaceuticals S.R.L. (Str.
Livezeni nr. 7A 540472, Targu
Mures, Jud. Mures, Romania),

AK 4OAATKOBOI AiNbHULI ANA
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

NpPOBeLEHHS KOHTPOJIHO AKOCTI.
BBegeHHs 3MiH npoTArom 6-tv
MiCALB NiCNa 3aTBEPOXEHHS.
3MiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbknii 3acib.
KOHTpO/b roTOBOro MikapcbKoro
3aco6y (iHLWi 3MiHK) -
MprBeaeHHs MeTogaiB KOHTPO/HO
AKocTi /13 y BignoBigHiCTb A0
BMMOT NMyHKTY 11 po3giny V
Mopsiaky, BKIOYaouy nepeknag
YKpPaiHCbKOI0 MOBOI Ta
peaakuiiiHe YTOUHEHHS TEKCTY,
30Kkpema yHidikauito
TepMiHonorii, rapMoHi3auito Ha3B
peareHTiB, MaTepianis Ta
0b61agHaHHS, yHidikau,io
OAVHWLb BUMIPIOBaHHS i
No3HaYeHb, a Takox
BUMNPAB/IEHHA TEXHIYHMX Ta
peaakuiiHUX HETOYHOCTENA.
[lofaTKkoBO MEeTOAMKY
«[MpoaykTn gerpagauii, MeTopg,
BEPX» 0OMNOBHEHO TUNOBUMU
XpomaTorpamamMmu 3 MeTOo
intocTpauii npodino AOMILLIOK Ta
nigTBEPAKEHHA NPUAATHOCTI
CUCTEMU. Y 3BA3KY 3 LM
aKTyas1izoBaHO Hymepaw,ito
pucyHkiB/xpomartorpam Ta
BHYTPILLHI MOCUIAHHS Ha HUX.
BBegeHHs 3MiH npoTArom 6-tv
MiCALB Nic/A 3aTBEPAKEHHS.

96.

DXXAKABI

ruxolitinib

pykconit
WHI6 (y
copmi
occhat
Y)

LO1EJ
01

Tabnetkun no 20 mr;
no 14 tabneTtok 'y
6nictepi; no 4
6nictepu y Kopobui
i3 KapTOHY
nakyBasibHOro

HosaprTic
dapma Al

LLselina
pis

Bupo6HuuTBO,
KOHTPO/1b SKOCTI,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS1, BUMYyCK
cepi:
HosapTic ®apma
LTeliH Al,
LLiBeiiuapis;

Bupo6HMLTBO,
yacTkoBuii
KOHTPO/Ib SKOCTI,

Liselina
pisi/
CnoBeHi
al
PymyHis

BHECEHHS 3MiH 0
peecTpauiiHnux matepianis:
3MiHY | TMNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbknit 3aci6.
3MiHM Yy BUPOGHMLTBI. 3amiHa
a60 BBeeHHA 04ATKOBOI
AiNbHULI BUPOGHMLTBA AN1A
4acTuHM abo BCbOro
BMPOGHMYOro npoLecy rotoBoro
nikapcbKoro 3acoby (AinbHWLA
[O7191 NePBUHHOTO MakKyBaHHS) -
[opasaHHA ainbHUL HoBapTic
PapmacboTUKan

3a
peyerimom

UA/13456/01/03
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

nepBuHHE Ta
BTOPUHHE
nakyBaHHs, BUMYCK
cepii:
HoBaprTic
dapmMacboTUKan
MaHyhakTypiHr
NNC, CnoseHis

YacTtkoBui
KOHTPO/b SKOCTI:
HaujioHanbHa
naboparopis
3[,0poB'A
HaBKO/ILLHBLOrO
cepeposyia Ta
i, CrnoBeHis;

KoHTponb skocTi:
HoBaprTic
dPapmacbioTrKanc
C.P.J1., PymyHis

ManydaktypiHr 171C (Byn.
BeposuikoBa 57, /lobnsHa,
1000, CnoseHist) / Novartis
Pharmaceutical Manufacturing
LLC (Verovskova ulica 57,
Ljubljana, 1000, Slovenia), siK
aNbTepHATUBHOI AiNbHULI 4NN
NEepPBUHHOTO NaKyBaHHS.
BBefeHHSA 3MiH NPOTArom 6-1u
MicSLiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TMNY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuit 3aci6.
3MiHU Y BUPOBGHMLTBI. 3aMiHa
a60 BBeAEHHS [04aTKOBOI
AiNbHULI BUpOGHMLTBA A1S
4acTVHM abo BCLOro
BMPOGHNYOro npouecy rotosoro
nikapcbKoro 3acoby (ginbHMULA
[ON151 BTOPMHHOIO NMakKyBaHHS) -
[JopasaHHA dinbHUUi HoBapTic
dapmacboTUKan
ManydaktypiHr 171C (Byn.
BeposuikoBa 57, /lobnsHa,
1000, CnoseHist) / Novartis
Pharmaceutical Manufacturing
LLC (VerovskovaUlica57,
Ljubljana, 1000, Slovenia), siK
anbTepHaTUBHOI AiNbHULI 4NN
BTOPVHHOIO NaKyBaHHS.
BBefeHHA 3MiH NPOTArom 6-Tn
MicSLiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TMRY - 3MiHK 3 SKOCTI.
[oTOBWIA Nnikapcbkunii 3aci6.
3MiHM Yy BUPOBGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHTbCS BUMYCKY cepil Ta
KOHTPO/IO SIKOCTi rOTOBOro

nikapcbKoro 3acoby (3amiHa abo

[ofaBaHHA AiNbHUL, Ha Kl
3[iACHIOETbCS

KOHTPO/Ib/BUNPOBYBaHHSA cepil) -

[ofaBaHHsA AinbHUL
HauioHanbHa nabopartopis
310POB'SA HABKO/IMLUHBLOIO

cepefosuLa Ta ixi
(MpBomaiicbka BymuA 1
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
Mapi6op, 2000, CnoseHis) /

National Laboratory of Health,
Environment and Food
(Prvomajska ulica 1 2000
Maribor Slovenia), sk
anbTepHaTUBHOI AiNbHULI AN
npoBefieHHA YacTKOBOro
KOHTPOJTIO AKOCTi. BBEAEHHA
3MiH NPOTAroM 6-Tu MicALiB
nicns saTBepkeHHs. 3MiHu |
MRy - 3MiHM 3 sKocTi. FoToBWIA
nikapcbkuii 3aci6. 3MiHn y
BVMPOGHMLTBI. 3MiHa po3mipy
cepii (BK1OYaKOUM gianasoH
po3Mipy cepii) roToBoro
nikapcbKoro 3acoby
(36inblueHHs oo 10 pasis
NOPIBHSAHO i3 3aTBEpPKEHUM
pO3MipoM) - 36iNbLUEHHS
po3mipy cepii roToBoro
nikapcbKoro 3acoby, Wwo
BMPOBNSAETHCA HA AiNbHULI
Novartis Pharmaceutical
Manufacturing LLC, Slovenia
(lobnsiHa, CnoBeHis), — 3
240,0 kr go 360,0 kr. BBegeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns saTBepkeHHs. 3MiHu |
MRy - 3MiHM 3 sKocTi. FoToBWIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOTO
NikapcbKoro 3acoby, BKI0Haoum
NPOMIKHUIA NPOAYKT, L0
3aCTOCOBYETHCS NP
BUPOGHMLTBI FOTOBOrO
nNiKapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpo6HNLTBA) -
He3HauHi 3MiH1 y BUPOGHUYOMY
npoLeci roToBOro NiKapCbKoro
3acoby, cnpsiMoBaHi Ha
BW/yYEHHS onepadwii
po3nyLysaHHs (delumping)
nepeg, CyWwiHHAM rpaHynaTy.
3MiHM BNPOBaKyOTbCA Ha

AinbHuui Novartis




143

Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

Pharmaceutical Manufacturing
LLC, Slovenia y mexax
TpaHcgepy BUpOGHMLTBA 3
Novartis Pharma Stein AG,
Switzerland gns y3rogpxeHHs
npouecy 3 HasiBHUM
obnagHaHHAM. BBefeHHs 3MiH
npoTArom 6-T1 MicAUiB micns
3aTBEepPMKEHHS. 3MiHK | Tuny -
3MiHK 3 SiKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHn y
BUPOBGHULTBI. 3MiHK y npoLeci
BMPOGHMLTBA FOTOBOIO
nNikapcbKoro 3acoby, BKIOUaUn
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETLCS NP
BMPOBGHULITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpo6HULTBA) -
HesHauHa 3MmiHa y BUpO6HUYOMY
npoueci roToBOro J1ikapcbKoro
3acoby, L0 CTOCYETbCSA
YTOYHEHHS Yacy hiHa/IbHOro
3miwyBaHHsA (final blend time) 3
7,5 XBUWH Ha 8 XBWIVH AN
cepili i3 3aTBEPAKEHUM
po3mMipom napTii Npr6M3HO
240,0 Kr, BATOTOB/IEHUX Ha
AinbHuui Novartis Pharma Stein
AG, Switzerland. BBegeHHs1 3MiH
npoTArom 6-Tn MicAUiB nicns
3aTBEPMKEHHA. 3MiHu | Tuny -
3MiHK 3 sKoCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHN Y NpoLeci
BMPOGHMLITBA FOTOBOTO
niKapcbKoro 3acoby, BKIOUaum
NPOMDKHUIA NPOAYKT, WO
3aCTOCOBYETbCS NP
BMPOOGHULITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpo6HULTBA) -
He3HauHi 3MiHM y BUpOBGHUYOMY
npoLeci roToBOro NiKapcbKoro
3acoby, Lo nepeabayaioTb
3aMiHy py4HOro npowuecy
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

NpocitoBaHHA Ha
aBTOMAaTM30BaHWA npouec
NPOCIOBaHHSA Ha AiNbHULI

Novartis Pharmaceutical
Manufacturing LLC, Slovenia.
BBefeHHA 3MiH NPOTArom 6-Tn
MicsLiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TMNY - 3MiHK 3 SKOCTI.

[oTOBWIA Nikapcbkuii 3aci6.
3MiHW Y BUPOOHULITBI. 3MiHN Y
npoveci BUpobHULITBA FOTOBOTO
NikapcbKoro 3acoby, BKIOYaoum
NPOMIKHUIA NPOAYKT, L0
3aCTOCOBYETLCS NP
BUPOGHMLTBI FOTOBOrO
nNiKapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpo6HULTBA) -
He3HauHi 3MiH1 y BUPOBHUYOMY
npoLeci roToBOro NikapCcbKoro
3acoby, NoB’sA3aHi 3i 3MiHO0
nocnigoBHOCTI foAaBaHHSA
[OMOMDKHUX PEYOBWUH i
rpaHysiATiB nepes diHaIbHUM
3MiLyBaHHAM. 3MiHU
BMNPOBaAXKYOTLCA Ha AiNIbHULL

Novartis Pharmaceutical

Manufacturing LLC, Sloveniay

Mexax TpaHchepy BUPO6HMLITBA
3 Novartis Pharma Stein AG,
Switzerland gns y3romkeHHs
npowecy 3 HassBHUM
o6nagHaHHAM. BBeAeHHs 3MiH
NpPOTArom 6-Tv MicALiB nicns
3aTBEPMKEHHSA. 3MiHu | Tuny -
3MiHu 3 aKOCTi. FoTOBUIA

nikapcbkuii 3aci6. 3MiHn y

BMPOGHMLTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOTO
NikapcbKoro 3acoby, BKI0Haoum

NPOMIKHUIA NPOAYKT, L0

3aCTOCOBYETLCS NP
BUPOGHMLTBI FOTOBOrO
nNiKapcbKoro 3acoby (iHLi 3MiHN)

- 3amiHa HerepmeTuyHOI
(HedyHKLUiOHaNbHOT) BTOPUHHOT
ynakoBku ans bulk npoaykTy - 3
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

LUMNIHAPUYHOTO MeTanieBoro
KOHTelHepa 3 KPULLKO Ha
noninponineHoBuiA 6apabaH ans
AinbHuui Novartis
Pharmaceutical Manufacturing
LLC, Slovenia. Ans
3aTBepMxeHoi AinbHuui Novartis
Pharma Stein AG, Switzerland
TUMN HErepMeTUYHOI
(HedyHKUIOHa/IbHOT) BTOPUHHOI
YyNaKkoBKM 3aUIMIAETLCA 6e3
3MiH. BBEJEHHS 3MiH NpoTAromM
6-T MicAUiB nicns
3aTBEPMKEHHA. SMiHn | Tuny -
3MiHu 3 sKoCTi. FoTOBUIA
nikapcbkuii 3aci6. Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa y NepBUHHIl
ynakoBLii FOTOBOTO NiKapCbKOoro
3ac006y (SKICHWIA Ta KiflbKicHUIA
cknapg) - Teepai nikapcbki
hopmm - [logaBaHHsA
a/IbTEPHATUBHOIO NEPBUHHOTO
nakysaHHa PVC/PE/PVdC
(Triplex) 6nicTepis Ha foAaTok
[10 BXe 3aTBepAKeHOro
nakysaHHa PVC/PCTFE (Aclar)
6nicTep ANs roToBoro
nikapcbKoro 3acoby. KoMnoHeHT
OCHOBW «AntOMiHiEBA hONbrax»
3a/MWaeTbcA 6e3 3MiH.
BBegeHHs 3MiH npoTArom 6-tv
MiCALB NicNa 3aTBEPAXEHHS.
3MiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6.
3MiHW Y BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta
KOHTPO/I0 SKOCTi FOTOBOTO
nikapcbKoro 3acoby (3amiHa abo
[0aBaHHA BUPOOHNKA, L0
BiANOBIAaE 3a BBE3EHHSA Ta/abo
BUMNYCK cepii) - Bkntoyaroun
KOHTPO/Ib/BUNPOBYBaHHS cepil -
[opasaHHA ainbHUL HoBapTic

PapmacboTuKas
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uKa Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
ManydaktypiHr 171C (Byn.

BeposuikoBa 57, /lobnsHa,
1000, CnoseHist) / Novartis
Pharmaceutical Manufacturing
LLC (Verovskova Ulica 57,
Ljubljana, 1000, Slovenia), siK
albTepHATUBHOT AiNbHUL,
BiANOBIAA/IbHOI 3@ BUMYCK Cepiid,
BK/THOHAI0UN YaCTKOBUIA
KOHTPONb SKOCTi. BHeceHo B
IHCTPYKLj0 4518 MeguyHoro
3acTOCyBaHHS NikapcbKoro
3acoby y po3ginu "BupobHuk” Ta
"MicLe3HaxomKeHHs BUPOGHMKa
Ta agpeca MicLsa NPoBaAKEHHS
oro gisanbHoCTI" (BHECEHHS
[04aTKOBOrO BUPO6HMKA) 3
BiANOBIAHUMU 3MiHAMW B TEKCTI
MapKyBaHHS1 YNakoBOK.
BBegeHHs 3MiH npoTArom 6-tv
MiCALB NiCNa 3aTBEPOXEHHS.
3MiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbknii 3acib.
3MiHV Y BUPOOHMUTBI. 3amiHa
abo BBeiEHHA [404AaTKOBOI
AiNbHULI BUPOGHMLTBA 415
4acTVHM abo BCbOro
BMPOBHMYOro NpoLecy roToBoro
niKapcbKoro 3acoby (AinbHULA,
Ha SKiii NpoBOAATLCA BYAb-SK
BMPOGHUYI CTagjl, 3a BUHATKOM
BWMYCKY CePiii, KOHTPO/IO AKOCTI,
NepBUHHOTO Ta BTOPYHHOIO
nakyBaHHs1, 4151 HECTEPUSIbHUX
nNikapcbKnx 3acobiB) -
[opasaHHA ainbHUL HoBapTic
PapmacbioTuKas
MaHydhakTypiHr JI11C (Byn.
BeposLkoBa 57, /lobnsHa,
1000, CnoBeHist) / Novartis
Pharmaceutical Manufacturing
LLC (Verovskova Ulica 57,
Ljubljana, 1000, Slovenia), siK
anbTepHaTUBHOI AiNbHULI ANA
BMPOGHMLITBA FOTOBOTO

NiKapcbKoro 3acoby, A0 BXe
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uKa Hs** 20
mosaHa HU nocsioYyeHHs1
Ha3sa*

3apeecTpoBaHoi AiNbHUL

Novartis Pharma Stein AG,

Schaffhauserstrasse, 4332

Stein, Switzerland. BeegeHHs
3MiH NPOTArom 6-Tu MicsuiB
nicnsa 3aTBepAXeHHs. 3MiHn |
TUNy - AAMIHICTPaTUBHI 3MiHW.
BunyyeHHsi BUpO6HUYOI
OinbHULI (BKNOYAKOUN AiNTbHUL
ans A®l, npomikHOro NpPoayKTy
ab0 rotoBoro NikapcbKoro
3acoby, AinbHuLi Ans
NPOBEEHHS NaKyBaHHS,
BMPOGHWKA, BiAMoBifaIbHOO 3a
BWMYCK Cepiid, MicLe
NPOBeAEHHS KOHTPOIO cepii)
ab0o nocTavasibHMKa BUXIgHOO
mMaTtepiany, peareHTy abo
[,0MOMDKHOT PeYOBUHU (SIKLLO
3a3HayeHo Y [OCLE) - BUSTYUYEHHS
LinbHUUi ®apmaHanituka CA,
Lseliuapia (Pharmanalytica SA,
Switzerland) BignosigasibHOI 3a
KOHTPO/b SIKOCTi 3@ BUHATKOM
BM3HAYEHHA MiKpO6ionoriyHol
ynctotun. BeeaeHHs 3MiH
NPOTArom 6-Tv MicALiB nicns
3aTBEPMKEHHSA. 3MiHu | Tuny -
3MiHu 3 aKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHULTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHTbCS BUMYCKY cepil Ta
KOHTPOIO SIKOCTi rOTOBOro
nikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA AiNbHUL, Ha SKii
3[iACHIOETbCS
KOHTPO/Ib/BUNPOBYBaHHSA cepil) -
[opasaHHA ainbHUL HoBapTic
®apmacstotukanc C.PJ1. (Byn.
Nise3eHi, 7A 540472, Tupry
MypeLu, okpyr Mypetu,
PymyHis) / Novartis
Pharmaceuticals S.R.L. (Str.
Livezeni nr. 7A 540472, Targu

Mures, Jud. Mures, Romania),
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

AK fOATKOBOT AiNbHULI ANA
NPOBeEeHHA KOHTPOJIO SIKOCTI.
BBefeHHA 3MiH NPOTArom 6-Tn
MicsLiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TMRY - 3MiHK 3 SKOCTI.

[oTOBWIA Nnikapcbkunii 3aci6.
KOHTpOsb roTOBOro NikapcbKoro
3aco06y (iHLWi 3MiHN) -
MpuBeneHHss MeToAiB KOHTPO/O
akocTi 13 y BignoBigHICTb [0
BMMOT MyHKTY 11 po3giny V
Mopsiaky, BkAYaouy nepeknag
YKpPaiHCbKOK MOBOI Ta
pefakuiiiHe YyTOYHEHHS TEKCTY,
30Kpema yHidikauito
TepMiHONOrii, rapMOHi3aLjlo Ha3B
peareHTiB, MaTepianis Ta
ob6nagHaHHsA, yHidikaLio
OAVHWLb BUMIPIOBaHHS |
MO3HaYeHb, a TaKoX
BUNPAaB/IEHHA TEXHIYHMX Ta
peaakuUiiHUX HETOYHOCTEA.
[JlogatkoBo MeToauKy
«[MpopykTn gerpagadii, metos,
BEPX» AONOBHEHO TMNOBUMU
Xpomartorpamamu 3 MeTo
inocTpadii npodinto AoMiWoK Ta
niATBEPMKEHHS NPUAATHOCTI
cUcTeMU. Y 3BA3KY 3 LM
akTyasnizoBaHO Hymepauito
puCyHkiB/XxpomaTorpam Ta

BHYTPILLHI MOCU/IAHHS Ha HUX.
BBefeHHA 3MiH NPOTArom 6-Tn
MicsILLiB NicNs 3aTBEPAYKEHHS.

97.

AIA®OPMIH®

metformin

mMeTdop
MiHYy
rigpoxno
pna

A10BA
02

TabneTkn, BKpUTI
NNiBKOBOKO
o060s10HKot0, No 500
mr; no 10 TabneTok
y 6nictepi; no 3 abo
6 6nicTepiB y nauui 3
KapToHY

AT
"®apmak”

Ykpaina

AT "dapmak"

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHu | TURY - 3MiHK 3 SKOCTI.
CepTudpikaT BignosigHocTi/l E-
cepTudikar BianoBigHOCTI
€Bponecbkin
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudikaTa BiZnNoBiAHOCTI
€Bponelicbkiin dhapmakonei: ans

3a
peyenmom

UA/15141/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

A®I; ansa suxigHoro
marepiany/peareHTy/npomMibkHOro
NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y
BMPOGHMLTBI A®I; ons
[0MNOMDKHOT peyoBUHU
(cepTudoikaT BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHOBNEHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
OHOBJ/IEHHS cepTudikaTty
BiANOBiAHOCTI EBpoONeiiChKiit
thapmakonei Ne CEP 2000-059-
Rev 13 ans ajtouoi pe4yoBuHmn
MeTdOopMIHY rigpoxnopug, Big
BXE 3aTBEP)KEHOro BUPOOHMKa
Harman Finochem Limited, IHgis
3arsepaxeHo: R1-CEP 2000-
059-Rev 12 3anponoHoBaHo:
CEP 2000-059-Rev 13. 3minn |
MYy - 3MiHU 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y
napameTpax cneuudikaui
Ta/abo AoNyCTUMUX MEX,
BM3HAYEHUX Y cneundikauisx Ha
A®I, abo BMXigHWIA/MPOMDKHWIA
NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NpOLLeCi
BMpO6HULTBa AP (iHLWi 3MiHN) -
BHECEHHS 3MiH B
cneumdikauiro/metToamn
KOHTPOJII0 4715 AiH040i PeYOBUHMN
MeTOopMiHY rigpoxnopug, 3a
nokasHnkamu : «lgeHTundikavis»,
«[Mpo30piCTb PO3UNHY»,
«K0MbopOBICTb PO3UNHY»,
«[omiwka F», «CynpoBigHi
LOMiLKn», «BTpaTa B Maci npu
BUCYLLYBaHHi», «CynbaTtHa
30Ma», «3a/IMLLKOBI KiNIbKOCTI
OpraHiYHUX PO3YNHHUKIBY,
«KifnbKicHe BU3HAYEHHS»,
«Po3mip yacTok» — gofaHo
nocunaHHs Ha E®*. 3miHu | TUNYy
- 3MiHK 3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikart
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Hasga

MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

BiNOBIAHOCTI €Bponelickkilt
thapmakonei/moHorpadii. 3miHu,
noB'sA3aHi 3 HeOO6XIiAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HavuioHaNbHOI hapMakonei
aepxasun €C (iHWi 3MiHN) -
npvBeeHHA MeTOAIB KOHTPO/0
Bif BUpo6HWKa N3 ana giloyor
peyYoBUHN METOPMIHY
rigpoxnopug BUpobHULTBa
Harman Finochem Limited, IHgjs
Ta Shouguang Fukang
Pharmaceutical Co., Ltd, Kutaii
3a nokasHvkamu «Jlomilika F»,
«CynpoBifHi AOMILLKM» Y
BiANOBIAHICTb 40 BUMOT
MoHorpadii €®. 3miHu | Trny -
3MiHn 3 akocTi. A®l. KoHTponb
A®I. 3miHa y napameTpax
cneuudikauii Ta/abo
[OMyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha Adl, abo
BUXIZAHUA/NPOMIXHWIA
npoAyKT/pearexT, wo
BUKOPVCTOBYIOTHCS Y NpoLEeCi
BMPOGHULTBA AP| (BUNYYEHHSA
HEe3HaYyHOro MoKasHuKa SKOCTi
(Hanpuknag BUAYyYeHHs
3acTapifioro NokasHuka)) -
BU/YYEHHS i3
cneundikavjii/meTofiB KOHTPOSO
Bif BUpo6HMKa N3 ansa giloyoi
peyYoBUHN METOPMIHY
rigpoxnopug BUpobHULTBa
Harman Finochem Limited, IHgjis
nokasHuka «HacunHa ryctuHa».
3MiHY | TMNY - 3MiHK 3 AKOCTI.
A®I. KoHTponb APl. 3miHa y
MeToAax BunpobysaHHs Ad|
abo BuxigHoro
mMaTtepiany/npombKHOro
npoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AD| (HE3HAYHI
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3MiHW Y 3aTBEPAKEHUX METOAAX
BMNPOBYBaHHS) - BUTyYEHO
NoCWNaHHA Ha CTaH4apTHi
3pasku B METOLAX KOHTPO/IHO
ONA 4ilo4oi pevoBUHN
MeTdopMiHY rigpoxnopug ans
nokasHukiB «laeHTudikadis» ta
«[lomiwka F». IHhopmauis
LLLOA0 AKOCTi CTaHAAPTHUX
3paskis, LLIO BUKOPUCTOBYHOTLCSA
npu BUNpobyBaHHi HaBefeHa B
po3gini 3.2.S.5 CtaHaapTHI
3pasku abo npenapatun
PEECTPALLiiHOTO AOCHE.

98.

AIADPOPMIH®

metformin

meTdop
MiHYy
rigpoxno
pna

A10BA
02

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKOI0, No 850
mr; no 10 TabneTok
y 6nicTepi; no 3 abo
6 6nicTepis y navyi 3
KapTOHY

AT
"Papmak”

YkpaiHa

AT "®dapmak”

YkpaiHa

BHECEHHS 3MiH [0
peecTpauinHMx MaTepianis:
3MiHu | TMNY - 3MiHKU 3 SKOCTI.
CepTtudoikat BignosigHocTi/lE-
cepTtudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MmoHorpadii.
MogaHHsA HOBOro abo
OHOBJ/IEHOTO cepTudikata
BignoBigHOCTI ab0 BUTyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ons BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO
BUKOPVCTOBYIOTHCS Y
BUPOGHMLTBI ADI; ans
[0MOMDKXHOT PEYOBUHMN
(cepTudpikat BIANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHOBReHWi cepTuddikaT Bif yxe
3aTBEPAXKEHOrO BUPOOHMKA -
OHOBJ/IEHHS cepTudikarty
BiANOBIAHOCTI EBpONENiChKii
thapmakonei Ne CEP 2000-059-
Rev 13 gns gjtoyoi pe4yosuHmn
MeTOpPMiHY TiApPOX/I0pUA, Bif,
BXe 3aTBepAXeHOro BUpobHKa
Harman Finochem Limited, IHgjis
3artBepmxkeHo: R1-CEP 2000-
059-Rev 12 3anponoHoBaHo:
CEP 2000-059-Rev 13. 3MmiHu |

3a
peyenmom

UA/15141/01/02
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

TMny - 3MiHK 3 aKocTi. AdI.
KoHTponb A®I. 3miHa y
napameTpax crneuudikauiii
Ta/abo [onyCcTUMNX MEX,
BM3HAYEHNX Y cneundikauisx Ha
A®I, ab60 BUXigHWIA/NPOMDKHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYIOTBCS Y NPOLEC
BMPO6HULTBA API (iHLi 3MiHN) -
BHECEHHS 3MiH B
cneuudikauito/meToamn
KOHTPOIO AN151 Ajt040T pevyoBUHA
MeTdopMIHY rigpoxaopug, 3a
nokasHukamu : «lgeHtudikanis»,
«Mpo30piCTb PO3UNHY»,
«K0onbopoBICTb PO3UNHY»,
«Jlomiwka F», «CynpoBigHi
OOMiLLKM», «BTpaTa B maci npu
BUCYLLYBaHHi», «CynbaTHa
30/1a», «3aNLLKOBI Ki/TbKOCTi
OpraHiYHUX PO3UYNHHWKIB,
«KinbKicHe BU3HAYEHHS»,
«Po3mip yacTok» — ogaHo
nocunaHHA Ha €®*. 3miHn | Trny
- 3MiHK 3 AKocTi. CepTudikar
BignoBigHocTi/E-cepTudikar
BiANOBiAHOCTI EBpoONeiiChKiit
thapmakonei/MoHorpadii. 3miHu,
noB'si3aHi 3 HEOOXIiAHICTHO
npuBeAeHHs y BiANOBIAHICTb J0
MoHorpadii AdY a6o
€Bponeiicbkoi hapmakonei, abo
iHLWOT HauioHanbHOI thapmakonel
Aepxasun €C (iHLWi 3MiHN) -
npviBefleHHA METOZAIB KOHTPO/IIO
Bif, BUpO6HWKa 13 gns gitoyoi
peyoBUHN METHOPMIHY
rigpoxnopug BMpo6HMLUTBa
Harman Finochem Limited, IHais
Ta Shouguang Fukang
Pharmaceutical Co., Ltd, Kutaii
3a nokasHukamu «Jomiwka F»,
«CynpoBifHi AOMILLKN» Y
BiANOBIAHICTb 40 BUMOT
MoHorpadii €®. 3miHu | Tny -
3MiHu 3 siKocTi. A®Il. KoHTpob
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

A®Il. 3miHa y napameTpax
cneuudikauin Ta/abo
[0MYyCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisx Ha Adl, abo
BVIXiAHWIA/MPOMIKXHWIA
NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NpoLieci
BMpO6HULTBa AP| (BUYYEHHS
He3Ha4yHOro MokasHuka SKoCTi
(Hanpuknag BUNy4YeHHs
3acTapifioro NokasHuka)) -
BU/TyYEHHS i3
cneumdikaLii/MeToaiB KOHTPOO
Bif BUpo6HWKa N3 ans givoyoi
peyvoBUHUN METCOPMIHY
rigpoxnopug Bupo6HuLTBa
Harman Finochem Limited, IHgis
NoKasHuka «HacunHa ryctuHa.
3MiHu | TURY - 3MiHK 3 SKOCTI.
A®I. KoHTponb A®l. 3miHa y
MeTofax BunpobyBaHHsa AdI
ab60o BuxigHoro
mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, Lo
BVIKOPWCTOBYETLCS Y NpoLieci
BMPO6HMLTBA AD| (HE3HAYHI
3MiHW Y 3aTBEpAKEHUX METoAAX
BUNPOBYBaHHS) - BUyYEHO
NOCWNAHHSA Ha CTaH4apTHi
3pasku B METOfax KOHTPO/ILO
AN Ailo4oi pevoBUHN
MeTdopMiHy rigpoxnopuvg ans
NOKa3HWKiB «laeHTudikauis» Ta
«Jomiwka F». IHgpopmauis
LLLOZ0 AKOCTI CTaHAaPTHUX
3paskiB, LLIO BUKOPUCTOBYHOTLCS
npu BUNpobyBaHHI HaBefeHa B
po3gini 3.2.S.5 CtaHgapTHi
3paskv abo npenaparu
peecTpaLiiHoro A0ChLE.

99.

AIA®OPMIH®

metformin

mMeTdop
MiHYy
rigpoxno
pna

A10BA
02

TabneTkn, BKpUTI
NNiBKOBOKO
06010HKO10, Mo 1000
mr; no 10 TabneTok
y 6nictepi; no 3 abo

6 6nicTepiB y nayui 3

AT
"®apmak”

Ykpaina

AT "dapmak"

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHu | TURY - 3MiHK 3 SKOCTI.
CepTudpikaT BignosigHocTi/l E-
cepTudikar BianoBiAHOCTI
€Bponenchkiin

3a
peyenmom

UA/15141/01/03
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
KapTOHY thapmakonei/MoHorpadii.

MopaHHA HoBoro abo
OHOBJIEHOrO cepTudikaTa
BiZANOBIAHOCTI 260 BUYyYEHHS
cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; onsa suxigHoro
mMarepiany/peareHTy/npomMibkHOro
NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y
BMPOGHMLTBI A®I; ons
[0MNOMDKHOT peyoBUHU
(cepTudpikat BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHOBNEHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
OHOBJ/IEHHS cepTudikaTty
BiANOBiAHOCTI EBpoONeiiChKiit
thapmakonei Ne CEP 2000-059-
Rev 13 ans ajtouoi pe4yoBuHmn
MeTdopMIHY rigpoxnopug, Big
BXE 3aTBEP)KEHOro BUPOOHMKa
Harman Finochem Limited, IHgis
3arsepaxeHo: R1-CEP 2000-
059-Rev 12 3anponoHoBaHo:
CEP 2000-059-Rev 13. 3minn |
MYy - 3MiHU 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y
napameTpax cneuudikaui
Ta/abo AoNyCTUMUX MEX,
BM3HAYEHUX Y cneundikauisx Ha
A®I, abo BMXigHWIA/NPOMDKHWIA
NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NpoOLLeCi
BMpo6HULTBa AP (iHLWi 3MiHN) -
BHECEHHS 3MiH B
cneumdikauiro/metToamn
KOHTPOJIIO /15 AiH040i PEYOBUHMN
MeTOopMiHY rigpoxnopug, 3a
nokasHnkamu : «lgeHTundikavis»,
«Mpo30piCTb PO3UNHY»,
«K0MbopOBICTb PO3UNHY»,
«[omiwka F», «CynpoBigHi
LOMiLKn», «BTpaTa B Maci npu
BUCYLLYBaHHi», «CynbaTHa
30M1a», «3a/IMLLKOBI KiNIbKOCTI
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

OpraHiYHNX PO3YNHHUKIB»,
«KinbKicHe BU3HAUEHHS»,
«Po3Mip yacTok» — fogaHo
nocunaHHsa Ha E®*. 3Minn | TUny
- 3miHu 3 skocTi. CepTudikar
BignosigHocTi/I E-cepTudikar
BiNOBIAHOCTI €Bponelicbkilt
thapmakonei/mMoHorpadii. 3miHu,
noB'sA3aHi 3 HeO6XiAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HavuioHaNbHOI hapMakonei
aepxasun €C (iHWi 3MiHN) -
npvBeeHHA MeTOAIB KOHTPO/0
Bif BUpo6HMKa N3 ansa giloyoi
peyoBUHN METOPMIHY
rigpoxnopug BUpobHULTBa
Harman Finochem Limited, IHgjis
Ta Shouguang Fukang
Pharmaceutical Co., Ltd, Kutaii
3a nokasHvkamu «Jlomilika F»,
«CynpoBifHi AOMILLKM» Y
BiANOBIAHICTb 40 BUMOT
MoOHorpadii €®. 3miHu | Trny -
3MiHn 3 akocTi. A®l. KoHTponb
A®I. 3miHa y napameTpax
cneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha Adl, abo
BUXIZAHUA/NPOMiXHWIA
npoAyKT/pearexT, wo
BUKOPVCTOBYIOTHCS Y NPOLEC
BMPOGHULTBA AP| (BUNYYEHHSA
HEe3HaYyHOro MoKasHuKa SKOCTi
(Hanpuknag BUAYyYeHHN
3acTapifioro NokasHuka)) -
BU/YYEHHS i3
cneundikaLjii/meTofiB KOHTPOSO
Bif BUpo6HMKa N3 ansa giloyor
peyoBUHN METOPMIHY
rigpoxnopug BUpobHULTBa
Harman Finochem Limited, IHgjis
nokasHuka «HacunHa ryctuHa».
3MiHY | TMNY - 3MiHK 3 AKOCTI.

A®I. KoHTponb APl. 3miHa y
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
mMeTodax BunpobysaHHs Ad|
abo BUXigHoro
mMartepiany/npomiKHOro
NpoAykTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLIECI
BUpo6HULUTBa AP| (HE3HAYHI
3MiHW y 3aTBEPAKEHNX MeTofax
BMNPOGYBaHHS) - BUTyYEHO
NoCWNaHHA Ha CTaH4apTHi
3pasku B METOAax KOHTPOSIHO
ONA 4ilo4oi peYoBUHN
MeTdopMiHY rigpoxnopug ans
nokasHukiB «lgeHTudikadis» ta
«[lomiwka F». IHhopmauis
LLLOA0 AKOCTi CTaHAAPTHUX
3paskis, LLIO BUKOPUCTOBYHOTLCSA
npu BUNpobyBaHHi HaBefeHa B
po3gini 3.2.S.5 CtaHaapTHi
3pasku abo npenapatun
PEECTPALLiiHOTO AOCHE.
100. | AIKNOTON® aceclofena | auekno - TabneTku, BKPUTI TOB YkpaiHa KYCYM IHAis BHECEHHS 3MiH 0 - UA/21042/01/01
c deHak o60s10HKot0, no 100 «KYCYM>» XENTXKEP MBT peecTpauiiHnx matepianis:
Mr in bulk: Ne 12000 nTa 3MmiHu | TYny - AgMiHICTpaTUBHI
(10x1200) TabneTok: 3MiHW. 3MiHa HaliMeHyBaHHS
no 10 TabneTtok y Ta/abo agpecu 3asBHMKA
6nicTepi; no 1200 (BnacHvika peecTpaduiiHoro
6nictepiB y nocBiJYeHHs) 3MiHa
KapTOHHI KOpOOL; HaliMeHyBaHHSA 3asiBHUKa
(BnacHvika peecTpaduiiHoro
NnocBigYeHHs), 6e3 3MiHK
HOpUANYHOI 0cobm
101. | AIKNOTON® aceclofena | auekno MO1A TabneTkn, BKpUTI TOB YkpaiHa KYCYM IHAiA BHECEHHSA 3MiH A0 3a UA/12364/01/01
c heHak B16 060/10HKOt0, No 100 «KYCYM» XENTXKEP MNBT peecTpavuiiHux maTepianis: peyenmom
mr, no 10 TabneTok Iyt 3MmiHu | TUny - AgMiHICTpaTUBHI
y 6nictepi; no 3 abo 3MiHW. 3MiHa HaliMeHyBaHHS
10 6nicTepiB y Ta/abo agpecu 3asBHMKaA
KapTOHHIN ynakoBLi; (BnacHuKa peecTpauiinHoro
no 14 tTabneTtok y NnocBigYeHHs) 3MiHa
6nictepi; no 2 HaliMeHyBaHHs 3asiBHUKa
6nictepn y (BnacHvika peecTpadiiHoro
KapTOHHI ynakoBLi noceigyeHHs), 6e3 3MiHun
HOpUAMYHOI 0cobu
102. | AOLIETAKCE | docetaxel poueTtak | LOLCD | KoOHUeHTpaT ans Akkopg, IcnaHis BMPOGHULITBO, IHgis/ BHECEHHS 3MiH 0 3a UA/17408/01/01
N AKKOPJ, cen 02 pO34nHy ans Xenckea KOHTPO/1b SIKOCTI, MonbLa peecTpauiiHnx matepianis: peyenmom
iHdpy3ii, 20 mr/mn; C.JLYy. nepBrHHe Ta / 3MiHu | TURY - 3MiHK LWoAo
no 1 mn (20 mr) abo BTOPWHHE Yropwm 6e3nekn/edeKTNBHOCTI Ta
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
4 mn (80 wmr) a6o 8 nakyBaHHs: I[HTac Ha/ thapmakoHarnsgy. BeegeHHs
M (160 mr) y dapmacbloTikanc | Manbta ab0 3miHU [0 y3arasibHeHNX
hnakoHax, no 1 Nimites, 1HAis; /MonbLy, [aHux npo cuctemy
hNaKoHy B IHTac a thapmakoHarnagy (BBefeHHs
KapTOHHI nayui dapmachbloTikanc y3arasibHeHVX JaHux npo
Nimites, 1HAis; cuctemy thapmakoHarnsgy,
BTOPUHHE 3MiHa yNoBHOBaXXeHOIT 0cobw,
naKyBaHHs: BiANoBiAa/IbHOI 32 3[jACHEHHS
Akkopg Xenckea thapmakoHarnagy; KOHTakTHoOl
Nimitea, Benuka ocobu 3 hapmakoHarnagy
BpuTaHis; 3as1BHMKA 419 34iICHEHHS
CvHoNTU3 hapmMakoHarnsagy B Ykpaii,
IHpacTpian Cn.3 AKLLIO BOHA BigMiHHA Bif,
0.0., MonbLua; YMOBHOB&XeHOT 0cobw,
KOHTPO/b AKOCTI BiANOBIAA/IbHOI 3a 34iiCHEHHSA
cepii: €BpochiHC hapmakoHarnsay (Bkiroyaoum
AHaniTtikan KOHTaKTHi faHi) Ta/abo 3MiHn y
Cepsices XaHrepi po3MilLieHHi MacTep-thaiina
KcpT., YroplumHa; cuctemn chapmakoHarnsgy)
dapmagokc 3MiHa ynoBHOBaXKeHOi 0cobu
Xenckea JIT4,, 3asBHVKa, BignoBigasbHOI 3a
MasibTa; thapmakoHarnag.
BMPOBHULITBO, [itoua pepakuis: Apnetta
nepBrHHe Ta BepuHcbKa / Arletta Werynska.
BTOPUHHE MponoHoBaHa pepakuis: Arata
nakyBaHHs: OHKO leiiceBny / Agata Gesiewicz.
Inak CaH. Be Tigx. 3MiHa KOHTaKTHUX OaHUX
A.C., TypeuuunHa; yNOBHOBaXeHOI 0cobw,
KOHTPO/b SKOCTI BignoBigasibHOI 3a
cepii: hapmakoHarnsag.
SAPMABANIA,
nra.
Mikpob6ionoriyHa
nab6opartopis,
YropuuHa;
BiAnNoBigabHUIA 3a
BUNYCK cepil:
Akkoppa Xenckea
Moncka Cn. 3 0.0.
Cknag Imnoptepa,
MNonbLia
103. | AYDPACTOH® | dydrogest | amgpore | GO3D TabneTku, BKPUTI A660TT Higepna A660TT Higepna BHECEHHS 3MiH 0 3a He UA/3074/01/01
erone CTepoH BO1 nAiBKOBOIO Xenckea HAY Bionogxikan3 b.B. HAW peecTpauiiHnx matepianis: peyenmom nionsi2
060/10HKot0, no 10 Mpopaktc 3miHu |l TMny - 3MiHK Wopao ae
mr; no 14 a6o 20, B.B. 6e3nekun/edekTBHOCTI Ta

abo 28 TabneTok y

hapmakoHarnagy. 3MiHun y
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
6nicTepi; no 1 KOpOTKili xapakTepucTu,i
6nictepy B NiKapcbKoro 3acoby, TEKCTi
KapTOHHI KopooLli MapKyBaHHS Ta IHCTPYKUIT Ans
MeZMYHOro 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMM JaHNMU 3
AKOCTI, JOKTIHIYHUMM,
KNIHIYHUMW A@aHMU Ta JaHumu 3
thapmakoHarnsgy - 3miHm
BHECEHO [0 IHCTPYKUiT ANns
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ginm
"Oco6MBOCTI 3aCTOCYBaHHSA",
"Mo6iuHi peakyji" Wwoao
BaXX/IMBOCTI 3BITYBaHHS Npo
noGiyHi peaxuii. BBeieHHS 3MiH
npotsArom 6 micAuis nicns
3aTBEPAKEHHS
104. | EKC®POPXX H | valsartan, amnoau C09D TabneTku, BKPUTI Hosapric Lseiiua Bupo6bHMLTBO 3a ITania/ BHECEHHS 3MiH 0 3a UA/12679/01/02
amlodipine | niHy X01 NNiBKOBOKO Papma Al pis NOBHUM LMK/IOM: Icnanis/ peecTpavuinHMx maTepianis: peyenmom
and 6ecunar 060s10HKOI0, No 10 HoBapTic ®apma PymyHis 3MiHu | TMNY - 3MiHKU 3 SKOCTI.
hydrochlor | ; Mr/160 mr/25 wmr; no C.n.A., Itanis CepTtudoikat BignosigHocTi/lE-
othiazide Basncapt 14 TabneTok y Bupo6HuuTBO, cepTtudikaT BignoBigHOCTI
aH; 6nicTepi; no 1 abo 2 KOHTPO/Ib SKOCTI, €Bponeiicbkili
rigpoxno 6nictepu B nepBuHHE thapmakonei/MmoHorpadii.
poTiasung KapTOHHI Kopo6Lyi nakyBaHHs, MopgaHHA HoBoro abo
BTOPVHHE OHOB/IEHOro cepTudikara
nakyBaHHs: BiAnoBiAHOCTI ab0 BU/TyUYEHHS
3irdopig, Bapbepa, cepTucpikaTta BiANOBIAHOCTI
C./1., IcnaHis €Bponelicbkiin hapmakonei: ans
Bunyck cepii: A®I; ons BuxigHoro
HosaprTic marepiany/peareHTy/npomikHOro
dapmMacbloTuKa, NPOAYKTY, WO
C.A., IcnaHis BUKOPUCTOBYIOTLCA Y
KoHTponb skocTi: BMPOGHMLTBI API; ons
CaHpos C.P.J1., [0MOMDKHOT PEYOBUHMN
PymyHis (cepTudpikat BIANOBIAHOCTI

€poneiicbkili hapmakonei) -
OHOBReHWit cepTuddikaT Big yxe

3aTBEPAXKEHOrO BUPOOHMKA -

lMogaHHA OHOBNEHOTO
cepTudpikaTa BiANoOBIAHOCTI

€Bponelicbkiit hapmakonei Ne
CEP 2016-290 - Rev 03 gns A®|
BancapTtaHy Bif 3aTBepAXeHoro
BnacHuka Novartis Pharma AG,
Switzerland (3aTBepgxeHo: CEP
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

2016-290 - Rev 02;
3anpornoHoeaHo: CEP 2016-290
- Rev 03). 3miHu | TUNY - 3MiHK 3

akocTi. CepTucpikar

BignoBigHocTi/E-cepTudikar

BiANOBiAHOCTI EBpoONeiiChKiit
thapmakonei/MoHorpadii.

MopaHHA HoBoro abo

OHOBJIEHOrO cepTudikaTa

BiANOBIAHOCTI 260 BUYYEHHSA
cepTucpikaTa BiANOBIAHOCTI

€Bponelicbkiin hapmakonei: ans

A®I; ansa sBuxigHoro
mMarepiany/peareHTy/npomMikHOro

NPOAYKTY, L0
BUKOPVCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ons
[0MNOMDKHOT peyoBUHU
(cepTudoikat BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
HoBuii cepTudpikat Big Bxe
3aTBEPKEHOr0 BUPOOHUKA -
MopaHHA HoBOro cepTudiikatTa
BiANOBiAHOCTI EBpoONeiiChKiit
hapmakonei Ne CEP 2020-389 -
Rev 04 (Process-Il) pns Adl
BancapTtaHy Bif 3aTBEpAXeHoro
BMpo6HMKa Zhejiang Tianyu
Pharmaceutical Co.Ltd, China.
FK HacNiAoK yTOYHEHHS
HanncaHHa Ha3BU BUPOOHMKa —
Zhejiang Tianyu Pharmaceutical
Co. Ltd., China

105.

EKC®DOPX H

valsartan,
amlodipine
and
hydrochlor
othiazide

amnoau
niHy
6ecunar
BasicapT
aH;
rigpoxno
poTiasung

C09D
X01

TabneTkn, BKPUTI
nniBKOBOIO
060/10HKO10, 10 5
Mr/160 mr/12,5 wr;
no 14 tabneTtok y
6nictepi; no 1 a6o 2
6nictepu B
KapTOHHI Kopo6Lli

HosaprTic
dapma Al

LLselina
pis

Brpo6HMUTBO 3a
MOBHUM LK/TOM:
HosapTic ®apma
C.n.A,, lTania
Bupo6HMLTBO,
KOHTPO/b SKOCTI,
nepBuHHE
nakyBaHHS,
BTOPVHHE
nakyBaHHS:
3irdopig, Bapbepa,
C.J1., IcnaHia
Bunyck cepii:

ITania/
Icnanis/
PymyHis

BHECEHHS 3MiH 0
peecTpauiiHnux matepianis:
3MiHY | TMNY - 3MiHW 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHSA
cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ansa BuxigHOro

3a
peyerimom

UA/12679/01/03
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
HosaprTic marepiany/peareHTy/npomiKHOro
dapmMacbloTuKa, NPOAYKTY, WO
C.A., IcnaHis BUKOPUCTOBYIOTLCA Y
KoHTponb skocTi: BMPOGHULTBI API; Ans
CaHpos C.P.J1., [0MOMDKHOT PEYOBUHHN
PyMmyHis (cepTudpikat BiAMNOBIAHOCTI

€Bponeiicbkiii hapmakonei) -
OHOBReHWi cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
lMogaHHA oHOBNEHOTO
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiit hapmakonei Ne
CEP 2016-290 - Rev 03 gns A®l
BancapTtaHy Bif 3aTBEpAXeHOro
BrnacHuka Novartis Pharma AG,
Switzerland (3aTBepgxeHo: CEP
2016-290 - Rev 02;
3anponoHosaHo: CEP 2016-290
- Rev 03). 3MiHu | TUny - 3miHK 3
akocTi. CepTudcpikat
BignosigHocTi/l E-cepTudikar
BiNOBIAHOCTI €Bponelickkilt
thapmakonei/mMoHorpadii.
MopaHHA HoBoro a6o
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTudikara BiZnNoBIAHOCTI
€Bponelicbkili hapmakonei: ans
A®l; gns BuxigHoro
MaTtepiany/peareHTy/npoMiKHOro
NpoAyKTy, Wo
BUKOPVCTOBYHOTBCS Y
BUPOGHULTBI ADI; Ans
[OMOMDKHOT pEYOBUHM
(cepTudpikaT BigMOBIAHOCTI
€Bponeiicbkili hapmakonei) -
HoBuii cepTudikat Big, BXe
3aTBEPAKEHOI0 BUPOOHMKA -
MopaHHA HOBOrO cepTudikaTa
BiNOBIAHOCTI €Bponelickkilt
hapmakonei Ne CEP 2020-389 -
Rev 04 (Process-Il) ana Adl
BancapTtaHy Big 3aTBEpIKEHOrO
BMpo6HMKa Zhejiang Tianyu
Pharmaceutical Co.Ltd, China.
AK HAcNiAOK YTOYHEHHS
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HS** 20
mosaHa HU nocsioYyeHHs1
Hassa*
HanncaHHa Ha3BU BUPOOHMKa —
Zhejiang Tianyu Pharmaceutical
Co. Ltd., China
106. | EKC®OPXX H | valsartan, amnoau C09D TabneTku, BKpUTI HosaprTic LWsenua Brpo6HMUTBO 3a ITanis/ BHECEHHS 3MiH 0 3a UA/12679/01/04
amlodipine | niHy X01 nniBKOBOIO dapma Al pis NMOBHUM LMK/IOM: Icnanisa/ peecTpauiiHnux maTepianis: peyenmom
and 6ecunar 06010HKO10, o 10 Hosaprtic ®apma PymyHis 3MiHY | TMNY - 3MiHK 3 AKOCTI.
hydrochlor | ; Mr/160 mr/12,5 wr; C.n.A., ITanis CepTudikat BignosigHocTi/l'E-
othiazide Basnicapt no 14 tabneTtok 'y Bupo6HMLTBO, cepTudikaT BignoBigHOCTI
aH; 6nictepi; no 1 a6o 2 KOHTPO/1b SIKOCTI, €Bponeiicbkili
rigpoxno 6nictepu B nepBuHHE thapmakonei/MoHorpadii.
poTiasug KapTOHHI Kopo6Lyi nakyBaHHs, MogaHHsA HoBOrO abo
BTOPVHHE OHOB/IEHOro cepTudikara
nakyBaHHs: BiANOBIAHOCTI 260 BUYYEHHS
3irdopig, Bapbepa, cepTudpikaTa BiANOBIAHOCTI
C.J1., IcnaHis €Bponelicbkiin hapmakonei: ans
Bunyck cepii: A®I; onsa BuxigHoro
HoBaprTic Marepiany/peareHTy/npomMikHOro
dapmMacbloTuKa, NPOAYKTY, WO
C.A., IcnaHis BUKOPUCTOBYOTLCA Y
KoHTponb sikocTi: BMPOGHULTBI A®I; ons
CaHpgos C.P.J1., [0MNOMDKHOT peyoBUHU
PymyHis (cepTuddikat BiANOBIAHOCTI

€poneiicbkili hapmakonei) -
OHOBNEHWi cepTudikaT Big yxe
3aTBEPIXEHOr0 BUPOOHUKA -
MofaHHA OHOBNIEHOrO
cepTudikaTa BiZnNoBiAHOCTI
€sponevicbkin dhapmakonei Ne
CEP 2016-290 - Rev 03 gia Adl
BancapTtaHy Bif, 3aTBEpAXeHOro
BnacHuka Novartis Pharma AG,
Switzerland (3aTBepgxeHo: CEP
2016-290 - Rev 02;
3anpornoHosaHo: CEP 2016-290
- Rev 03). 3miHu | Tuny - 3miHK 3
aKocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONENiChKii
thapmakonei/MmoHorpadii.
MopaHHsA HOBOro abo
OHOBJ/IEHOTO cepTudikata
BiAnoBiAHOCTI ab0 BU/TyUYEHHS
ceptucpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ons BuxigHoro
mMaTepiany/peareHTy/npoMiKHOro




162

Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
NpPoOAYyKTY, Wo
BUKOPVCTOBYHOTBCS Y
BUPOGHULTBI ADI; Ans
[OMOMDKHOT PEYOBUHM
(cepTudpikaT BigMOBIAHOCTI
€Bponeiicbkili hapmakonei) -
HoBwii cepTudikar Big, Bxe
3aTBEPAKEHOI0 BUPOOHMKA -
MopaHHA HOBOrO cepTudikaTa
BiNOBIAHOCTI €Bponelicbkil
thapmakonei Ne CEP 2020-389 -
Rev 04 (Process-Il) ana Adl
BancapTtaHy Big 3aTBepIKeHOro
BMpo6HMKa Zhejiang Tianyu
Pharmaceutical Co.Ltd, China.
AK HacNiAoK YTOYHEHHS
HanncaHHA Ha3BM BUPOOHVKA —
Zhejiang Tianyu Pharmaceutical
Co. Ltd., China
107. | EKC®POPXX H | valsartan, amnoan C09D TabneTkn, BKpUTI HoBaprTic LLBelina Brpo6HMUTBO 3a ITania/ BHECEHHS 3MiH g0 3a UA/12679/01/01
amlodipine | niHy X01 nNiBKOBOIO dapma Al pis NOBHUM LK/IOM: IcnaHis/ peecTpauiiHux maTepianis: peuenmom
and 6ecunar 060/10HKO0 N0 5 HoBapTic ®apma PymyHis 3MiHu | TURY - 3MiHK 3 SKOCTI.
hydrochlor | ; Mr/160 mr/25 mr; no C.n.A, Itanis CepTudpikaT BignosigHocTi/l E-
othiazide Basicapt 14 TabneToK y Bupo6HMLTBO, cepTudikar BianoBigHOCTI
aH; 6nicTepi; no 1 abo 2 KOHTPO/1b SKOCTI, €Bponencbkili
rigpoxno 6nictepu B nepBuHHE thapmakonei/MoHorpadoii.
poTiasng KapTOHHI Kopo6Lyi nakyBaHHs, MopaHHA HoBOro a6o
BTOPWHHE OHOB/IEHOTO cepTudikaTa
naKyBaHHs: BiANOBIAHOCTI 260 BUYyYEHHS
3irdopig Bapbepa, cepTudikaTa BiZnNoBiAHOCTI
C./1., IcnaHia €sponelicbkin hapmakonei: ans
Bunyck cepii: A®I; ons BMxigHoro
Hosapric MaTtepiany/peareHTy/npoMibKHOro
dPapmacboTUKa, NPOAYKTY, L0
C.A., IcnaHis BUKOPUCTOBYIOTLCA Y
KOHTpO/b SIKOCTI: BUpPO6HULTBI ADI; ans
Canpos C.P.J1.,, [OMOMDKHOT PEYOBUHN
PymyHis (cepTudpikaT BigMOBIAHOCTI

€Bponeiickkili hapmakonei) -
OHoBReHW cepTuddikaT Bif yxe

3aTBEPAKEHOIO BUPOOHMKA -

MofaHHA OHOBNEHOrO
ceptucpikaTa BiANOBIAHOCTI

€Bponelicbkiin dhapmakonei Ne
CEP 2016-290 - Rev 03 gnia AdI
BancapTtaHy Bif 3aTBEpAXEHOro
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BnacHuka Novartis Pharma AG,
Switzerland (3aTBepgxeHo: CEP
2016-290 - Rev 02;
3anpornoHosaHo: CEP 2016-290
- Rev 03). 3miHu | Tuny - 3miHK 3
AKocTi. CepTudpikat
BignosigHocTi/IE-cepTudikart
BiANOBIAHOCTI EBPONECHKIi
thapmakonei/MmoHorpadii.
MopaHHsA HOBOro a6o
OHOBJ/IEHOTO cepTudikaTa
BignoBigHOCTI ab0 BUTyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin dhapmakonei: ans
A®I; ons BuxigHoro
MaTtepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO
BUKOPVICTOBYIOTHCS Y
BUPOGHMLTBI ADI; ans
[0MOMDKHOT PEYOBUHHN
(cepTudpikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) -
HoBwuii cepTuddikar Big Bxe
3aTBEPAKEHOrO BUPOOHMKA -
MopaHHA HoBOro cepTuddikaTa
BiANOBIAHOCTI EBPONECHKIi
thapmakonei Ne CEP 2020-389 -
Rev 04 (Process-Il) gnsa A®l
BancapTtaHy Bif 3aTBEpAXeHOro
BMpo6HUKa Zhejiang Tianyu
Pharmaceutical Co.Ltd, China.
K HacNiAOoK yTOYHEHHSA
HanncaHHA Ha3BW BUPOOHMKA —
Zhejiang Tianyu Pharmaceutical
Co. Ltd., China

108.

EMINEH
FOHIOP

epinephrin
e

afpeHan
iH

coic
A24

PO3YMH ANS iH'EKLIN,
0,15 mr/go3y; no 2
M1 PO3UUHY Y
nonepeaHLo
HanoBHEHIN pyuLi;
no 1 nonepegHsLo
HanoBHEHiIli pyyli B
Ty6i; no 1 Ty6i B
KOpOO6Li 3 KapTOHY

Biatpic
Xenckea
Nimiten

IpnaHgis

BUPOGHUK,
BiANOBIAaIbHNI 3a
BMPOGHMLTBO
Hepo3dhacoBaHol
npoaykuii
(migroToBka,
acenTnyHa
inbTpauis,
HanoBHEHHA Ta
yKynopka):
MepigiaH Megikan

CLWA/
Higepna
Hon!
[Oanis/
Himeuun
Ha

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3miHu | TYny - 3MiHK Woao

6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab60 3mMiHU [0 y3arasibHeHNX

[aHuxX nNpo cuctemy

thapmakoHarnsgy (BBefeHHs

y3ara/ibHeHUX faHux npo
cuctemy hapmakoHarnsagy,
3MiHa yNOBHOBaXEHOI 0cobw,

3a
peyenmom

UA/14932/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
TekHonopxuc, BiNOBIAaAbHOI 3a 3iICHEHHS
NNC, CWA; hapmakoHarnsgy; KOHTakTHol
BMPOGHMUK, ocobu 3 hapmakoHarnsgy

BiNOBIgabHWIA 32
TecTyBaHHA Ta
KOMMneKTavito:

MepigiaH Megikan
TekHonoaxmc,

NNC, CWA;
BUPOBHMK,

BignoBigasbHWi 3a

MapKyBaHHA Ta
BTOPWHHY
ynaxkosky: MMN®
B.B.
(ManycakTypiHr
MexkemKuHr
dapmaka),
Higepnangu;
KOMNaHis, Wwo
Bignosigae 3a
NpoBeEHHs

KOHTPOJTHO AKOCTI:

€BpodoiHC
Biochapma
MpopakT TecTiHr,
[aHisi; BUpO6HUK,
BiNOBIgabHWIA 32
BMNYCK Cepil:
MEJA ®apma
'M6X eng Ko. K,
HimeuuunHa;
anbTepHaTUBHWIA
BUPOBHMK,

BignoBigasbHWi 3a

MapKyBaHHSA Ta
BTOPWHHY
ynakosky: POLL-
LOENBTA 'm6X
eHp, Ko. KT,
HimeuuunHa;
anbTepHaTUBHWIA
BUPOBHMK,

BignoBigasbHWi 3a
MapKyBaHHSA Ta

BTOPWHHY

3asBHUKA A9 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
SAKLLO BOHa BigMiHHa Bif,
YNOBHOBaXEHOI 0CcobY,
BiANoBiAa/IbHOI 32 3[jACHEHHS
hapmakoHarnsgy (Bkioyaoum
KOHTaKTHi fiaHi) Ta/abo 3MiHn y
pO3MilLeHHi MacTep-chaiina
cuctemu chapmakoHarnagy) -
3MiHa yNnoBHOBaXKeHOT 0cobun
3as1BHYKA, BignoBigasibHOI 3a
thapmakoHarnsg.

[itoua pepakuis: Dr Eiko
Soehlke. MponoHoBaHa
pepakuis: Andrea Oliva. 3miHa
KOHTaKTHUX AaHnX
YMOBHOBaXEHOI 0cobu
3asBHVKa, BignoBigasbHOI 3a
hapMakoHarnag. 3miHa
MiCLIe3HaxXOpKeHHs macTep-
thaiina cuctemu
hapmakoHarnsgy. 3miHa micus
3[iiCHEHHS] OCHOBHOI Aisi/TbHOCTI
3 hapmakoHarnagy
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
yMakoBKy:
Papwm/lor dapma
Norictuk M'M6X,
HimeuunHa
109. | EPIAE3® desloratad | gesnopa | RO6A TabneTku, Lo MpAT YkpaiHa BMPOGHMLTBO Ipeuis BHECEHHS 3MiH g0 6e3 UA/18434/01/01
ine TaavH xX27 [ucnepryoTbea B "®apmaue roToBOro peecTpauiiHux maTepianis: peyenma
POTOBI NOPOXHWHI, BTUYHA NPOAYKTY, 3MiHu | TUNY - 3MiHK 3 SKOCTI.
no 5 mr no 10 thipma nepBuHHE Ta CepTudpikaT BignosigHocTi/l E-
Tabnetok y 6nictepi; | "OapHuus" BTOPWHHE cepTudikar BianoBigHOCTI
no 1 6nictepy B nakyBaHHs, €Bponencbkili
naui KOHTpOsb cepii, thapmakonei/MoHorpadoii.
BUNYCK cepil: MopaHHA HoBOro a6o
Dxenecapm C.A., OHOB/IEHOTO cepTudikaTa
Ipeuis; BiANOBIAHOCTI 260 BUyYEHHS
BUPOBHULTBO cepTudikaTa BiZnNoBIAHOCTI
roToBOro €sponelicbkin hapmakonei: ans
NpoAyKTY, A®I; ons BMxigHoro
nepBrHHE Ta MaTtepiany/peareHTy/npoMiKHOro
BTOPUHHE npoaykTy, LWo
nakyBaHHS, BUKOPVCTOBYHOTHCS Y
KOHTPOb Ccepil, BUpPO6HULTBI ADI; Ans
BMNYCK Cepil: [OMOMDKHOT PEYOBUHN
dapmanac C.A,, (cepTudpikaT BigMOBIAHOCTI
Mpewis €Bponeiickkili hapmakonei) -
OHoBReHW cepTuddikaT Bif yxe
3aTBEPAXEHOr0 BUPOBGHMKA-
MofaHHA OHOBNEHOrO
cepTucpikaTta BiANOBIAHOCTI
€sponelicbkin hapmakonei CEP
2013-231-Rev 02 gns Adl
AesnopaTtagvH Bif Bxe
3aTBepxeHoro BupobHnka SUN
Pharmaceutical Industries
Limited, India.
3arBepaKeHo:
R1-CEP 2013-231-Rev 01
3anponoHoBaHo:
CEP 2013-231-Rev 02
110. | EPIAOH® risperidon pucnepu | NO5A PO34UnH opasibHUiA, 1 TOB YkpaiHa BMPOBHULITBO, Ipnangis BHECEHHS 3MiH 0 3a UA/16894/01/01
e [OH X08 mr/mn, no 30 My "ACIHO nepBrHHE Ta peecTpauiiHnx matepianis: peyenmom
thnakoHi; no 1 YKPAIHA" BTOPWUHHE VioppaHi 3MiHY | TUNY - 3MiHW 3 AKOCTI.
hnakoHy y nakyBaHHs, a CepTtudoikat BignosigHocTi/l'E-
KOMMIEKTi 3 36epiraHHs, cepTtudikaT BigNoBigHOCTI

[103y04OI0 MINETKOH
B KapPTOHHIi nauui

KOHTPO/b AKOCTI
Ta BUNycK cepil:
LLlaHenb Megikan

€Bponeiicbkili
thapmakonei/moHorpadii.
[MogaHHsA HOBOrO abo




(cepTudoikat BigNOBIAHOCTI
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
AHnimiTeq, OHOBJIEHOTO cepTudikaTa
KomnaHi, IpnaHais BiANOBIAHOCTI 260 BUyYEHHS
KOHTPO/b AKOCTI cepTudikara BiZnNoBIAHOCTI
(XimMiuHI/di3nyHi €Bponelicbkili hapmakonei: ans
BMNpoOyBaHHA Ta A®I; ons BMxigHoOro
Mikpo6ionoriyHa MaTtepiany/peareHTy/npoMiKHOro
yucroTta NPOAYKTY, WO
HecTepuIbHOro BUKOPVCTOBYIOTBCS Y
nikapcbKoro BUPOOHULTBI ADI; Ans
3acoby): [OMOMDKHOT PEYOBUHM
Komnnit (cepTudpikaT BigMOBIAHOCTI
Na6opaTopi €Bponeiicbkili hapmakonei) -
ConyLuHs, OHoBNEHWIA cepTUdikar Big, yxe
Ipnangis 3aTBEPAKEHOIO BUPOOHMKA -
KOHTPO/b SIKOCTI nofaHHA OHOBIEHOTO
(XiMiYHI/i3nyHI, cepTugikaTa BiZnNoBi4HOCTI
aHaniTuyHi Ta €sponelicbkin dhapmakonei CEP
BMNPO6YBaHHSA R1-CEP 2002-151-Rev 08 Ha
cTabinbHOCTI): A®| prcnepungoH Big
LaHens Nab, 3aTBEPAKEHOIO BUPOOHMKA
VopaaHis Jubilant Pharmova Limited,
India, sikuii 3MiHMB Ha3BYy Ha
Jubilant Biosys Limited, India
(3aTBepmxkeHo: CEP R1- CEP
2002-151-Rev 07;
3anponoHosaHo: CEP R1-CEP
2002-151-Rev 08).
111. | E®EPA/ITTAH | paracetam | napaueTt | NO2B TabneTku wunydi no YMNCA ®paHuis YMNCA CAC ®paHuis BHECEHHS 3MiH 0 6es UA/5237/01/01
ol amon EO1 500 wr; no 4 CAC peecTpauiiH1ux maTepianis: peyenma
TabneTtkn y cTpuni; 3MiHY | TMNY - 3MiHK 3 AKOCTI.
no 4 ctpunn'y CeptudpikaT BignosigHocTi/l E-
KapTOHHI Kopo6Lli cepTudikaT BigNoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUNYYEHHSA
cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ans BuxigHoro
Marepiany/peareHTy/npomMikHOro
NPOAYKTY, WO
BUKOPVCTOBYHOTLCS Y
BMPOGHULTBI A®I; ons
[0MNOMDKHOT peyoBUHU
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

€Bponeiicbkiii hapmakonei) -
OHOBReHWi cepTuddikaT Big yxe
3aTBEPAKEHOIO BUPOOHMKA -
lMogaHHA oHOBNEHOTO
cepTtudikaTy BifnoBigHOCTI
€Bponelicbkiin papmakonei CEP
2000-124-Rev 12 Big,
3aTBEPAKEHOrO BUPOOHMKA
ANQIU LU'AN
PHARMACEUTICAL CO., LTD.
[il040i peyoBVHY NapaueTamorn,
B 3B’AA3KY 3 [OfjaBaHHAM
BMPOGHMKA NPOMDKHOTO
NPOAYKTY, @ TakOX YTOYHEHHS
afpec BUPOOHNUMNX MalifaHumnKiB
(3aTBepaxeHo: CEP 2000-124-
Rev 11; 3anponoHosaHo: CEP
2000-124-Rev 12).

112.

3APCIO®

filgrastim

inrpac
™M

LO3AA
02

PO34MH NS iH ek
abo iHdysili, 30 MH
0f4/0,5 mn, no 0,5
MJ1 PO34/HY B
nonepeaHLo
3anoBHEHOMY
wnpwi,
OCHalLLeHoro
NopLUHEM,
iH'EKLIIHOIO TOMIKOHO,
KOBMa4ykoMm Ta
3aXMCHUM
NpUCTPOEM A/1A
3anobiraHHa
MOLUKOZKEHHS
rOMIKOIo nicns
3aCTOCyBaHHS, y
6nicTepHili ynakosLj;
no 1a6o5
6nicTepHux
yNakoBOK B
KapTOHHI Kopo6Lyi

CaHpos
mM6X,

AscTpis

BiANOBIAaIbHNI 3a
BMPOBHULITBO,
nepBuHHe
nakyBaHHSl,
KOHTpOsb cepii: Al
[i Ti bionorika
'm6X, HimeyunHa;
MOBHWIA LMKN
BMPOOHULTBA:
HosaprTic
dapmacbloTikan
MaHydakTypiHr
'M6X, ABCTpISt;
BMNYCK Cepil:
CaHpo3 'm6X -
Brpo6Huya
OinbHUUS
AcenTunyHi
Nikapcbki 3acobun
LWacTeHay
(AcenTnyHi N3LL),
AscTpis

Himeyun
Ha/
ABCTpis

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHu | TUNY: 3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbknit 3aci6.
KOHTpO/Ib rOTOBOrO MiKapCbKoro
3acoby. 3miHa y meTofax
BMNPOGYBaHHA roTOBOro
nikapcbKoro 3acoby (iHwi 3MiHN
y MeTofax BunpobyBaHb
(Bkntovaroun 3amiHy abo
[OOMOBHEHHS)) - 3aMiHa MeToay
i30e/1eKTpUYHOro (hokycyBaHHs
(IEF) Ha kaninsapHuii
enektpodiopes (iCE) 3
BifOOpaXKeHHsM BifnoBigHMX
3MiH y cneuudikaLisix rotToBoro
nikapcbKkoro 3acoby inrpactum.
3MiHu | TUNY: 3MiHM 3 SKOCTI.
A®I. KoHTponb A®l. 3miHa y
MeToAax BunpobyBaHHs Ad|
abo BuxigHoro
mMaTtepiany/npomKHOro
npoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA AP (iHLWI 3MiHK Y
mMeToAax BUNPoGyBaHHSA
(BKTHOYALOUM 3aMiHy abo
[0MNoBHEHHS) Ad| abo

3a
peyerimom

UA/12447/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BVIXiZHOr0/NMPOMiXXHOro
NpoaykTy) - 3amiHa MeToay
BUNPOOYBaHHS i30eN1eKTPUYHOro
pokycyBaHHs (IEF) Ha
KaninsapHuii enektpocpopes (iCE)
0N Ai40T peyoBrHU
chinrpactnmM. 3miHu | Tuny: 3miHn
3 AKOCTi. [0TOBWIA NiKapCbKNii
3aci6. KoHTposib rotToBoro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii
Ta/abo fonycTUMUX MeX
roTOBOrO JliKapCbKOro 3acoby
(monoBHeHHs cnevudikawii
HOBUM MOKa3HUKOM 3
BiANOBIAHUM METOA0M
BMNPOOYBaHHS) - AOfaBaHHSA
KaninspHoro enekrpocopesy 40
cneumdikauili rotoBoro
nikapcbkoro 3acoby. Kputepii
NPUAHATHOCTI BCTAHOB/IEHO NS
YMCTOTW OCHOBHOTO MiKy
BUBINIbHEHHA = 90,7% Ta K1Cux
cnonyk < 9,2%, a Takox ans
YMCTOTU OCHOBHOTO MiKy
NPOTAroM TEPMiHY NPUAATHOCTI
> 87,4% Ta KMCNnxX cnonyk <
12,2%. 3MiHun | TUny: 3miHn 3
akocTi. A®l. KoHTposnb AdL.
3MmiHa y napameTpax
cneuudikauii Ta/abo
[OMyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha Adl, abo
BUXiZAHUIA/NPOMiXHWIA
npoAyKT/pearexT, wo
BUKOPVCTOBYIOTHCS Y NpoLEeCi
BMPOGHUMLTBA AD| (ONOBHEHHS
cneumdikaLii HOBUM NMOKa3HUKOM
AKOCTI Ta Bi4NOBIgHUM MEeTO0M
BUNPOBYBaHHSA) - A0faBaHHSA
KaninspHoro enektpodopesy A0
cneumdikaLiii jiro4oi pe4uoBUHN
3 KPUTEPIAMU NPUAHATHOCTI
OCHOBHOTrO nika = 92,1 % Ta
KMC/i AOMiWKKN < 7,9 %.

113.

3APCIO®

filgrastim

cinrpac

LO3AA

PO34MH NS iH ek

CaHpo3

ABcCTpist

BiANOBIAa/IbHMI 38

Himeyun

BHECEHHS 3MiH 10

3a

UA/12447/01/02
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
TMM 02 abo iHgysili, 48 MH m6X BMPOGHULITBO, Ha/ peecTpavuiiHux matepianis: peyenmom
0f/0,5 mn, no 0,5 nepBuHHE ABcTpis 3MmiHu | Tvny: 3MiHK 3 AKOCTI.
MJ/1 PO3UMHY B nakyBaHHs, [oTOBWIA Nikapcbkunii 3aci6.

nonepeaHbLo
3anoBHeHOMY
wnpui,
OCHalLeHoro
NopLUHEM,
iH'EKLiiHOIO TOMIKOM,
KOBMaykoM Ta
3aXMCHUM
NpUCTPOEM AN1A
3anobiraHHs
MOLUKOZKEHHS
ro/IKoto nicns
3aCTOCYBaHHS, y
6niCTepHIl ynakoBL;
no1a6o5
6nicTepHux
yNakoBOK B
KapTOHHI KopooLli

KOHTpONb cepii: All
Li Ti bionorika
M6X, HimeuunHa,;
NOBHUIA LKA
BMPObGHULITBA:
HosapTic
dapmacbloTikan
MaHydhakTypiHr
'M6X, ABCTpIst;
BUNYCK cepil:
CaHpo3 'm6X -
Brpo6HMya
AinbHUUA
AcenTuyHi
Nikapcbki 3acobun
WadteHay
(AcenTuyHi /13LL),
ABCTpis

KOHTpOsb roTOBOro NikapcbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHK
y MeTogax BunpobysaHb
(BkntOvaruM 3amiHy abo
[OMNOBHEHHS)) - 3aMiHa MeToay
i30eneKTpnyYHOro hokycyBaHHs
(IEF) Ha kaninspHuii
enektpodopes (iCE) 3
BiJO6PaXXeHHSAM BiAMOBIgHNX
3MiH Yy cneumdikauisix rotToBoro
NiKapcbKoro 3acoby inrpactum.
3MmiHu | Tvny: 3MiHK 3 SKOCTI.
A®I. KoHTposnb A®L. 3miHa y
mMeTodax BunpobysaHHs Ad|
abo BuUXigHoro
mMartepiany/npomiKHOro
NpoAykTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA ADI (iHLWi 3MiHU Y
mMeTofax BUNPo6yBaHHSA
(Bkntovaroum 3amiHy abo
[0NoBHeHHs)) A®| abo
BVIXiZHOr0/NMPOMiXXHOro
NpoaykTy) - 3amiHa MeToay
BUNPOOYBaHHS i30eN1eKTPUYHOro
pokycyBaHHs (IEF) Ha
KaninsapHuii enektpocpopes (iCE)
0N Ai40T peyoBrHU
chinrpactnm. 3miHun | Tuny: 3miHn
3 AKOCTi. [0TOBWIA NiKapCbKNii
3aci6. KoHTposb rotToBoro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii
Ta/abo fonycTUMUX MeX
roTOBOrO JliKapCbKOro 3acoby
(monoBHeHHs cnevudikawii
HOBUM MOKa3HUKOM 3
BiZANOBIAHUM METOA0M
BMNPOOYBaHHS) - AOfaBaHHSA
KaninspHoro enekrpocopesy 40
cneumdikauili rotoBoro
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
nikapcbkoro 3acoby. Kputepii
NPWUAHATHOCTI BCTAHOB/IEHO N5
YMCTOTY OCHOBHOTO MKy
BUBINbHEHHS = 90,7% Ta KUCnX
cnonyk < 9,2%, a Takox ans
YMCTOTY OCHOBHOTO MiKY
NPOTAroM TEPMIHY NPUAATHOCTI
> 87,4% Ta KNCAUX CNONMYK <
12,2%. 3MiHu | Tuny: 3MiHu 3
akocTi. A®l. KoHTposnb AdL.
3miHa y napameTpax
cneuudikayin Ta/abo
[ONYCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisx Ha Adl, abo
BUXiHWIA/MPOMIXHWIA
npoAyKT/peareHT, Wwo
BUKOPVCTOBYIOTBCS Y NPOLEC
BUpO6HUUTBA AP| (JONOBHEHHA
cneumdikaLii HOBUM NMOKa3HUKOM
SIKOCTi Ta BigNoOBIigHMM MeToA0M
BUMNPOBYBaHHS) - A0AaBaHHA
KaninsipHoro enektpocopesy A0
cneumdikauii Ajto4oi pe4yoBUHN
3 KpUTEPIAMW NPUAHATHOCTI
OCHOBHOrO nika = 92,1 % T1a
KMC/i AoMiwkn < 7,9 %.
114. | 3E/IBOPA®® | vemurafen | Bemypa LO1EC | Tabnetku, BKpUTI TOB YkpaiHa Bupo6bHMLTBO ITania/ BHECEHHS 3MiH 0 3a UA/12699/01/01
ib teHiby | 01 NNiBKOBOKO «Pou Hepo3dacoBaHOl Liselina peecTpavuinHMx MaTepiasis: peuyenmom
BUTNAAI 060/10HKOI0, N0 240 YkpaiHa» npoayKuUii, pis 3MmiHu | TNy - 3MiHK WwWoao
KO- Mr; o 8 TabneTok y nepBuHHE 6e3nekun/edeKkTBHOCTI Ta
npeumni 6nicTepi, no 7 nakyBaHHs, thapmakoHarnagy (iHwi 3MiHn) -
Tary 6nictepis y BTOPVHHE OHOBJIEHHSA TEKCTY MapKyBaHHs
Bemypa KapTOHHI ynakoBLi nakyBaHHs, NepBUHHOI Ta BTOPUHHOI
eHiby i BMNPOOGYBaHHS yNaKoBOK NiKapCbKoro 3acoby.
rinpome KOHTPO/O AKOCTI: BBefieHHs1 3MiH npoTsirom 6
nosu [enbcapm MiCALB NiCNA 3aTBEPAXKEHHS.
auertary MinaHo, C.P.J1.,
CyKUuMHa ITanis; Bunyck
Ty (Y cepi:
cniBBigH ®.XothpmaHH-/15
OLLEHHI Pow fiTa,
3:7) LLiBeiiuapis
115. | 3EPOAON aceclofena | auekno MO1A | TabneTku, BKpUTI Inka IHAis Inka /labopaTopi3 IHAis BHECEHHS 3MiH 40 3a He UA/10618/01/01
c heHak B16 NNiBKOBOKO Na6opaTto Nimiten peecTpauiiHnx matepianis: peyenmom niosnsie
060/10HKO10, o 100 pi3 3MiHu | TUnNy - 3MiHK Woa0 ae
Mr no 10 TabneTtok y Niviteq 6e3nekn/edeKTMBHOCTI Ta
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
6nictepi; no 1 a6o hapmakoHarnsgy. 3miHa y
no 3 6nictepn y KOPOTKili XapakTepucTuy,i
KapTOHHIN nayui niKapcbKoro 3acoby, TekcTi
MapKyBaHHA Ta IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perynspHo
OHOBJIIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnifmxeHb 3 6e3neku
3aCcTOCYyBaHHS NikapCbKoro
3acoby B mic/ispeecTpavyiiHmii
nepiog, abo sk pe3ynbTar OLiHKK
3BIiTY 3 LOCNiLKEHb, MPOBEAEHNX
BiANOBIAHO A0 MnaHy
negiatpuyHux gocnipxers (PIP)
(3MiHY y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom)
3MiHN BHECEHO A0 IHCTPYKLT
[ANA MeANYHOro 3acTOCyBaHHs
nikapcbKoro 3acoby y po3ain
"3acTocyBaHHs y nepiof
BariTHOCTi abo rogyBaHHs
rpyaaro” BignosigHo Ao
OHOB/IEHOT iHdopMaLiii 3
6e3nekun 4ityoi Ppe4oBUHN.
116. | 30TEK®-200 dexibuprof | pekciéyn | MO1A | TabneTku, BKpUTI OPIrAHOC OAE EBepTomkeH IHAis BHECEHHS 3MiH 0 6e3 UA/11501/01/01
en pocheH E14 NNiBKOBOKO VH Naiich CaeHcus peecTpavuinHMx maTepianis: peyenma
060/10HKO10, Mo 200 NAN®GCA NimiTen 3miHu | TYny - 3MiHK Woao
mr; no 10 TabneTok EHCUN3 6e3nekun/edekTBHOCTI Ta
y 6nictepi; no 1 (E® 3ET 1) thapmakoHarnagy (iHwi 3MiHn) -
6nictepy y 3MiHU BHECEHO B TEKCT
KapTOHHI KopooLyi MapKyBaHHS BTOPUHHOT
yNakoBKM NiKapcbKoro 3acoby y
nyHkTV 1, 17. TepMiH BBeAEHHSA
3MiH NPOTAroM 6 MicAuiB nicns
3aTBEPKEHHS.
117. | 30TEK®-300 dexibuprof | pekcibyn | MO1A | TabneTku, BKpuUTI OPIrAHOC OAE EBepTomxeH IHais BHECEHHS 3MiH [0 6e3 UA/11501/01/02
en pocheH E14 nNiBKOBOKO VH Naiich CaeHcns peecTpavuiiHux maTepianis: peuenma
o060s10HKot0, no 300 JNIAN®CA Nimiteq 3MmiHu | TUny - 3miHu Wwoao
Mr; no 10 TabneTok €HCUN3 6e3nekn/edeKTBHOCTI Ta
y 6nictepi; no 1 (E® 3ET 1) thapmakoHarnagy (iHwi 3miHu) -

6nictepy y
KapTOHHI Kopo6Lyi

3MiHN BHECEHO B TEKCT

MapKyBaHHA BTOPUHHOT
yNakoBKM NiKapcbKoro 3acoby y
nyHkT 1, 17. TepMiH BBeAEHHSA
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
3MiH NpOTArom 6 MicAuiB nicns
3aTBEPAKEHHS.
118. | 30TEK®-400 dexibuprof | pekciéyn | MO1A | TabneTku, BKpUTI OPIrAHOC OAE EBepTomkeH IHAis BHECEHHS 3MiH 0 6e3 UA/11501/01/03
en pocheH E14 NNiBKOBOKO VH Naiich CaeHcus peecTpauinHMx maTepianis: peyenma
060/10HKO10, Mo 400 NAA®GCA NimiTen 3miHu | TYny - 3MiHK Woao
mr; no 10 TabneTok EHCUN3 6e3nekun/edekTBHOCTI Ta
y 6nictepi; no 1 (E® 3ET 1) thapmakoHarnagy (iHwi 3MiHn) -
6nictepy y 3MiHU BHECEHO B TEKCT
KapTOHHI KopooLyi MapKyBaHHS BTOPUHHOT
yNakoBKM NiKapcbKoro 3acoby y
nyHkTV 1, 17. TepMiH BBeAEHHSA
3MiH NPOTAroM 6 MicAuiB nicns
3aTBEPKEHHS.
119. | IBYNPOM ibuprofen ibynpodp | MO1A CycCrneH3sis opasibHa, KOHinab, CWA Bupo6HMLTBO, Icnanis/ BHECEHHS 3MiH [0 6e3 UA/15878/01/02
ANa AITEN eH EO1 no 100 mr/5 mn no an nepBrHHE Ta Higepna peecTpavuiiHux maTepianis: peuenma
100mn, 150 mn abo BTOPWHHE Haw/ 3MiHu | TURY - 3MiHKU 3 SKOCTI.
200 M1y dh1aKoHi; nakyBaHHs, Monbwa CepTtudikat BignosigHocTi/l'E-
no 1 dpnakoHy y KOHTPO/Ib SIKOCTI, cepTuduikat BianoBigHOCTI
KOMMAIEeKTi 3i BWMYCK cepil €Bponecbkili
LINPULLOM- roToBOro hapmakonei/MoHorpadii.
[03aTOpOM N0 5 Mn NPOAYKTY: MopaHHA HoBoro abo
B KapTOHHIi kopobu dapmacbeppa OHOBJ/IEHOrO cepTudikara
MaHyekuypiH, BiANOBIAHOCTI 260 BUyYEHHS
C.J1.,, IcnaHisi; cepTudikaTa BiZnNoOBIAHOCTI
Bupo6HuuTBO, €Bponelicbkiin hapmakonei: ans
NnepBuHHE Ta Adl; ansa BuxigHoro
BTOPWHHE MaTepiany/peareHTy/npoMiKHOro
nakyBaHHs, npoaykTy, LWo
KOHTPO/b AKOCTI, BUKOPVCTOBYIOTHCS Y
BUNYyCK cepil BUpPO6HULTBI ADI; Ans
roToBOro [0MOMDKHOT PEYOBUHM
NPOAYKTY: (cepTudpikat BiAMNOBIAHOCTI

Jendapm Bnagen
B.B., HigepnaHgu;
KoHTposib siKoCTi
(3a BUHATKOM
MiKpo6iosioriyHoro
KOHTPOJ10), BUMYCK
cepii rotToBoro
NpoaykKTy:
dapmanigep, C.A.,
Icnanis;
Bupo6HuuTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,

€Bponeiicbkili hapmakonei) -
BunyyeHHs cepTudikatis (3a
HasiBHOCTI My/IbTUN/IETHOTO
cepTugikata Ha marepian) -
BunyueHHs cepTudikata
BignosigHocTi €O ansa AdI
16ynpodheH Big, 3aTBEPIKEHOrO
BMpo6HuKa (SI Group, INC,
USA). Y 3B'A3KY 3 NPUNUHEHHAM
cnisnpadi 3 Bupo6bHukom A®| Si
Group, INC, USA
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
KOHTPO/Ib SIKOCTI:
Egedapm, C.J1.,
Icnanis;
AnbTepHaTnBHa
OinbHUUS ans
npoBefeHHs
MiKpo6iosioriyHoro
KOHTPO/0
(cy6porosip 3
BVPOGHUKOM
Papmanigep,
C.A)): biona6
C./., IcnaHis;
Bunyck cepii
roToBOro
npoaykty: TOB
OC dapwmadis,
Monblua
120. | IBYNPO®EH ibuprofen ibynpody - NOPOLLIOK AT YkpaiHa XYBEW BIOKO3 Kutai BHECEHHS 3MiH 0 - UA/17837/01/01
eH KpucTanivyHmi "KMIBCbK XEWNEH peecTpauiiHnux maTepianis:
(cybeTaHuin) y nin SAPMACBLIOTUK 3MiHY | TMNY - 3MiHK 3 AKOCTI.
noABiiHNX BITAMIHH AN KO., NTA. CeptudpikaT BignosigHocTi/l E-
nonieTuIeHoBKX un cepTudikaT BigNoBigHOCTI
naketax gns 3ABO[A" €Bponeiicbkili
dhapmaLleBTUYHOrO thapmakonei/mMoHorpadii.
3aCTOCyBaHHSA MopaHHA HoBoro abo

OHOBJIEHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ans BuxigHoro
Marepiany/peareHTy/npomMikHOro
NPOAYKTY, WO
BMKOPUCTOBYOTbCS Y
BMPOGHULTBI A®I; ons
[0MNOMDKHOT peyoBUHU
(cepTudoikaT BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHOBNEHWi cepTUdikaT Big yxe
3aTBEPAKEHOr0 BUPOGHMKA.
MofaHHA OHOBNIEHOrO
cepTudikaTa BiZnNoBIAHOCTI
€sponelicbkin dhapmakonei CEP
2002-099-Rev 08. 3miHa
Bigbynach B agMiHICTpaTUBHUX
AaHux, 6e3 3MiH1 dhakTUYHOro
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
MiCLii BNPOBAKEHHS Ais/IbHOCTI
(3MiHa NOLITOBOrO iHAEKCY
aapecu BnacHuka CEP/micus
BMPOGHMLTBA) Ta 3MiHa
BMPOBHMKA BUXiAHOI CUPOBUHN.
121. | IBYNIPO®EH- | ibuprofen I6ynpoch | MO1A | TabneTku, BKPUTI M.BIOTEK | Benuka CTPAWAC IHAis BHECEHHS 3MiH 0 3a UA/20892/01/01
MB eH EO1 nAiBKOBOIO NIMITEL BputaHi | ®APMA CAMEHC peecTpauiiHnx matepianis: peyenmom
060/10HKO10, Mo 200 A NIMITEL 3miHu | TYny - 3MiHK Woao
mr; no 10 a6o 12 6e3nekun/edekTBHOCTI Ta
Tabnetok y 6nictepi; thapmakoHarnagy (iHwi 3MiHn) -
no 1 6nictepy y 3MiHN BHECEHi B TEKCT
KapTOHHI KopooLyi MapKyBaHHS BTOPUHHOT
YyNaKoBKM NiKapCbKoro 3acoby
(nyHkT 17) wopo getanizauii
TEeXHIYHOT iHdhopMaLii
BMPOGHMKA.
122. | IBYNPO®EH- | ibuprofen I6ynpocp | MO1A | TabneTtku, BKpUTI M.BIOTEK | Benuka CTPAWNAC IHais BHECEHHS 3MiH [0 3a UA/20892/01/02
MB eH EO1 nNiBKOBOKO NIMITEL BputaHi | ®APMA CANEHC peecTpavuiiHux maTepianis: peuenmom
o060510HKot0, no 400 A NIMITEL 3minu | TUny - 3miHu Wwoao
mr; no 10 a6o 12 6e3nekn/edeKTBHOCTI Ta
Tabnetok y 6nictepi; thapmakoHarnagy (iHwi 3miHu) -
no 1 6nictepy y 3MiHN BHECEHi B TEKCT
KapTOHHi KopobLyi MapKyBaHHS BTOPUHHOT
yNakoBKW NiKapcbKoro 3acoby
(nyHkT 17) wopo getanizauii
TEXHIYHOT iHdhopMaLi
BUPOGHMKA.
123. | IHPAKON silicones cumeTnk | AO3AX | cycneHsis opasibHa, DeHikc Ipnangis MypHa Benbris BHECEHHS 3MiH 0 6e3 UA/4419/01/01
OH 13 40 mr/mn; no 50 mn, Na6e dPapmacbioTikan3 peecTpauiiHnx maTepianis: peuenma
a6o 75 mn, a6o 100 AHnimiTeq, HB 3miHa 3asBHuKa /13 (MIBIM)
M/ Yy dh/1akoHi 3 Komnawi (BnacHvKa peecTpaujinHoro

KpanenbHUM
fo3aropom; no 1
hnakoHy B
KapTOHHI Kopo6Lli

NnocBiJYeHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460).
BBefieHHs1 3MiH npoTsrom 6
MiCALB NiCNA 3aTBEPLKEHHS.
3MiHu | TURY - 3MiHK LWoAo
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnagy. BeegeHHs
ab0 3MiHU [0 y3arasibHeHNX
[aHvX npo cucremy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX faHux npo
cuctemy dhapmakoHarniagy,
3MiHa yNoBHOBaXeHOI ocobw,
BiNOBIAabHOI 3a 3iICHEHHS
hapmakoHarngy; KOHTakTHol
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

0Cco6M 3as1BHMKA, BignoBiga/bHOT

ocobu 3 hapmakoHarnagy
3as1BHMKA 419 34iCHEHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsay (Bkaroyaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MilLieHHi MacTep-thaiina
cmucTeMu chapmakoHarnsgy)
3MiHa yNnoBHOBaXKeHOT 0cobm
3asBHVKa, BignoBigasbHOI 3a
hapmakoHarnag. fdivoua
pepakuis: Oksana Bystrova.
MponoHoBaHa pepfakuis: Rita
Ramos. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0co6u
3asBHVKa, BignoBigasbHOI 3a
hapmakoHarnsg. BeegeHHs
KOHTaKTHOI 0CO6M 3asBHUKA,
BignoBiganbHOI 3a
thapmakoHarnsg. MNponoHoBaHa
pegakuis: Rud Olga
Oleksandrivna. BBefeHHs
KOHTaKTHUX JAaHNUX KOHTaKTHOT

3a (papmakoHarnag,. 3miHa
MiCLLe3HaxXOMKEHHS MacTep-
thaiina cuctemu
thapmakoHarnsgy Ta iioro
Homepa. 3MiHa Micua
3[iiCHEHHS] OCHOBHOI Aisi/TIbHOCTI
3 (hapmakoHarnagy.

124.

IH®AHPUKC
rEKCA
KOMBIHOBA
HA BAKLUVHA
ansi
MPO®INAKTU
KN ANDTEPII,
MPABLS,
KALLITHOKY
(ALEENONAP
HUA
KOMMOHEHT
), FENATUTY

Diphtheria
haemophil
us
influenzae
B-
pertussis-
poliomyelit
is-tetanus-
hepatitis B

ondTepi
AHWI
aHaToKC
vH (D)5
npaBsLeB
ni
aHaToKC
nH (T);
Bordetell
a pertus
SIS Kawn
HOKOBI
AHTUreH

JO7CA
09

cycnensia (DTPa-
HBV-IPV) gns
iH’ekuili no 0,5 mn (1
[03a) Ta nioginisar
(Hib); 1 nonepeaHb0
HanoBHeHWI
OfHOpa3oBwuiA
wnpuy (Mo 0,5 mn (1
[,033)) Y KOMIMJIeKTi 3
[ABOMa rosikamu Ta
chnakoH 3
niocpinizatom (Hib)
ona 1 nosu, wo

"nakcoCwmi
TKnsiH
EkcnopTt
Nimiten

Benvka
Bputai
a

"nakcoCmiTKnsiiH
Bionogxikans
C.A., benbris
(Bunyck cepili

roTOBOro
NpOAyKTY.
MpoBefeHHs
KOHTPO/H0 AIKOCTI
DTPa-HBV-IPV
KOMMOHEHTY);

"nakcoCmiTKnsiiH

Bionomxikans,
PpaHuis

®paHuis
/
Benbrisa

BHECEHHS 3MiH 0
peecTpauiiHnux matepianis:
3MiHu | TUNY - AgMiHICTPaTUBHI
3MiHW. BunyyeHHs BUpoOHUYOi
AinbHUUI (BKTHOYAOUM AiNbHUL
ons A®l, NPOMKHOTO NPOAYKTY
ab0 roToBOro Nikapcbkoro
3acoby, AinbHuLi Ans
NpoBefEeHHs NakyBaHHs,
BMPOGHMKA, BiAMNOBIfa/IbHOTO 3a
BWMYCK Cepiid, MicLe
NpoBeAEeHHS KOHTPOO cepil)
abo noctavasibHVKa BUXiAHOrO

3a
peyerimom

UA/16235/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*

B, n: 3MiLLYOTbCA nepes (PopmyBaHHs, marepiany, peareHty abo
noniomMmienit KaLusiok BVIKOPVICTAHHAM; ABi HanoBHEHHA B [L0MOMIXHOT peYOBUHU (SIKLLO
YTA 0BUIA aH roNKW, WNpuL, Ta wnpui, 3a3HayeHo y 10Cbe) BunyyeHHs
3AXBOPIOBA aTOKCUH hNaKkoH repMeTnyHO nposefeHHsA BMpobHuKa «GSK Vaccines
Hb, (PT)%; 3anakoBaHi y KOHTPO/H0 AKOCTI GmbH», Map6ypr, HimeuunHa,
36YAHNKOM HUTYHacT nnacTKOBUIA DTPa-HBV-IPV ON5 AiloYKX pevoBUH
AKNX € nia KOHTeliHep; no 1 abo KOMMOHEHTY. ONATEPIHWIA aHATOKCWH
HAEMOPHIL remarsio no 10 niacTMkoBux dopmyBaHHs, (Diphtheria Toxoid, DT) Ta
us TUHIH (F KOHTEWHepiB y HanoBHEHHS Ta npasLeBuWit aHaTOKCKH (Tetanus
INFLUENZAE HA)Y KapTOHHI Kopobuj 3 nioghinisauis B Toxoid, TT), a Takox
TAMY B nepraxkt MapKyBaHHAM chnakoHu, NPOMKHOrO NPoAyKTY

vH (PRN YKPaiHCLKO0 MOBOIO; MapKyBaHHA Ta ancopboBaHuWii KOHLLEHTpaT

)" 1 nonepefHbLO nakyBaHHs, AndhTepiiiHoro Ta npasLEeBoro

p-AHK HanoBHEHUIA npoBefeHHs aHatokcuHiB (Diphtheria and

noBepXxH 0HOPAa30Buii KOHTPOJHO SAKOCTI tetanus adsorbed concentrate,

eBuit wnpuy (o 0,5 mn (1 Hib komnoHeHTy. DTcc).

aHTUreH [,033)) y KOMMNJIeKTi 3 MapkyBaHHs Ta

Bipycy [ABOMa rosikamu Ta nakyBaHHS

renatuty h1akoH 3 roToBOro

B (HBsA niodpinizatom (Hib) npoaykTy);

9)%% ana 1 posu, wo nakcoCMiTKNsiiH

iHaKTMBO 3MiLLYOTbCA nepes Bionogxikan3

BaHi BVIKOPVICTAHHAM; ABi C.A., benbris

Bipycu FOMKW, LUMPUL, Ta (PopmyBaHHs,

noniomie hN1aKkoH repMeTnyHO HanoBHEHHS B

niTy: 3anakoBaHi y Lnpuui,

™n 1 NAacTUKOBUiA MapKyBaHHS i

(wram KOHTelHep; no 1 abo nakyBaHHs,

Mahone no 10 nnacTukoBux npoBefeHHs

v)4 KOHTEWHepiB Yy KOHTPOJHO SIKOCTI

™n 2 KapTOHHi Kopobuj 3 DTPa-HBV-IPV

(wtam M MapKyBaHHAM KOMMOHEHTY.

EF-1)% aHrNincoLKo MOBOH HanoBHeHHsA Ta

™n 3 3i CTpMKepom nioghinisauis B

(wtam S YKPaiHCbKOK MOBOIO donakoHm,

aukett)*; MapKyBaHHs Ta

nonicax nakyBaHHs,

apug Ha npoBefeHHs

emophil KOHTPOJHO SIKOCTI

us Hib komnoHeHTy.

influenz MapkyBaHHs Ta

ae Tuny nakyBaHHS

b roToBOro

(nonipn6 NpoAyKTY)

o3unpud

iTon
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n/n

Hassa
JNliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

occpar,
PRP)?
KOH'lOros
aHuii 3
npaBsLeB
7Y
aHaToKC
VNHOM
(TT) s
HOCIEM
npoTeiHy
1 adcopb
osaHuli
Ha
a/MOMIHI
10 2iopo
Kcuoi,
2iopamo
BaHul (
AI(OH)3)
2 Bupob6/
eHul 8
KAimuHa

X
OpPiKOXKI
B

(Saccha
romyces
cerevisia
e)3a
doromoa
oro p-
AHK me
XHosoail
*adcop6
oBaHuli
Ha
a/TIOMIHI

o
¢hocpa
m

(AIPO4)
4 pO3MHO
)KEHi Ha
KnimuHa
x Vero
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
125. | IHGAHPUKC Diphtheria | andtepi | JO7CA | cycneHsia (DTPa- nakcoCwmi | Benuka FnakcoCmiTKnsiiH | ®paHuis BHECEHHS 3MiH 0 3a UA/16235/01/01
FEKCA - NHWIA 09 HBV-IPV) gns TKnsiH Bputani Bionogxikan3 / peecTpauiiHnx matepianis: peyenmom
KOMBIHOBA haemophil | aHatokc iH’ekuiii no 0,5 mn (1 EkcnopT A C.A., benbris Benbris 3MiHu | TMNY - 3MiHKU 3 SKOCTI.
HA BAKUWHA | us nH (D)% [03a) Ta nioginisar NimiTen (Bunyck cepili A®I. KoHTposnb A®IL. 3miHa y
ansa influenzae | npaBueB (Hib); 1 nonepeaHbLO roToBOro MeTogax BunpobyBaHHs AdI
MPO®INNIAKTW | B- niA HanoBHEHUIA NpoAyKTY. abo BuxigHoro
KW AUDTEPII, | pertussis- aHaToKC 0HOpPAa30Buii MpoBeaeHHs mMartepiany/npombKHOro
NMPABLA, poliomyelit | uH (T)%; wnpuy (o 0,5 mn (1 KOHTPO/HO AKOCTI npoaykTy/peareHty, Lo
KALUMOKY is-tetanus- | Bordetell [,03a)) y KOMNJIeKTi 3 DTPa-HBV-IPV BVIKOPVCTOBYETbLCS Y NPOLIECi
(ALENONAP | hepatitis B | a pertus [BOMa ronkamm Ta KOMMOHEHTY); BUPOOHULTBA AP (iHLLI 3MiHK) -
HUIA Sis kawn dhnakoH 3 "nakcoCmiTKnsiiH 3amiHa BHYTPILLHbOI cepii
KOMMOHEHT IOKOBI niodpinizatom (Hib) Bionompxkikans, pedepeHTHOT BakLMHN
), FENATUTY aHTureH onsa 1 nosu, wo PpaHuis SWNO0568A12 (wo Bignosigae
B, n: 3MiLYOTbCA nepes (PopmyBaHHs, BUXigHili cepii AHABB457A) Ha
noniomMmienit KaLusiok BVIKOPVICTaHHAM; ABi HanoBHEHHA B HOBY cepito pedhepeHTHOT
YTA 0BUIA aH rofiku, Wnpuy, Ta wnpui, BakuuHu (Twinrix FC)
3AXBOPIOBA aTOKCUH dhnakoH repmMeTnyHO npoBefeHHsA SWNO0568A14 (wo Bignosigae
Hb, PT)Y; 3arnakoBaHi y KOHTPO/I0 AIKOCTI KOMePpLUIHI BUXigHin cepil
36YAHNKOM HUTYHacT nnacTUKOBWIA DTPa-HBV-IPV AHABB486A), 3 meTol0
AKNX € nia KOHTeliHep; no 1 abo KOMIMOHEHTY. 3ab6e3neyeHHs HasBHOCTI
HAEMOPHIL remarsio no 10 niacTMkoBux dopmyBaHHs, KBautichikoBaHoi cepil
us TUHIH (F KOHTEWHepiB y HanoBHEHHS Ta pedhepeHTHOT BakLMHM Twinrix
INFLUENZAE HA)Y KapTOHHI kopobui 3 niodgpinisauis B AN NpoBeieHHs BUNpobyBaHb
TANY B nepraxkt MapKyBaHHAM chnakoHu,
1H (PRN YKpPaiHCLKOH MOBOIO; MapKyBaHHA Ta
)" 1 nonepegHbO nakyBaHHSl,
p-AHK HanoBHEHUA nposeaeHHsA
noBepxH ofiHopa3oBwuii KOHTPOO AKOCTI
eBui wnpuy, (mo 0,5 mn (1 Hib komMmnoHeHTy.
aHTUreH [,03a)) y KOMNJIeKTi 3 MapkyBaHHs Ta
Bipycy [ABOMa rosikamu Ta nakyBaHHS
renatuty hNakoH 3 roToBOro
B (HBsA niodpinizatom (Hib) npoaykKTy);
0)%% ansa 1 nosu, wo nakcoCMiTKNsiH
iHaKTMBO 3MiLYOTbCA nepes Bionogxikan3
BaHi BVIKOPVICTAHHAM; ABi C.A., benbris
Bipycu oMKW, LUMPUL, Ta (PopmyBaHHs,
noniomie hNakoH repMeTuyHO HanNoOBHEHHS B
niTy: 3arnakoBaHi y Linpui,
™n 1l NAacTUKOBUiA MapKyBaHHS i
(wram KOHTeliHep; no 1 abo nakyBaHHs,
Mahone no 10 nnacTukoBux npoBefeHHs
y)* KOHTEWHepiB y KOHTPOJHO SIKOCTI
™n2 KapTOHHI kopobui 3 DTPa-HBV-IPV
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n/n

Hassa
JNliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

(wtam M
EF-1)%
T™n 3
(wtam S
aukett);
nonicax
apug Ha
emophil
us
influenz
ae tuny
b
(nonipn6
03unpn6
iTon
occpar,
PRP)?
KOH'lOros
aHui 3
npaBsLeB
7Y
aHaTokc
VNHOM
(TT) s
HoCieEM
npoTeiHy
1 adcopb
osaHuli
Ha
a/MIOMIHI
10 2iopo
Kcuoi,
2iopamo
BaHul (
AI(OH)3)
2 BuUpob6/
eHul 8
KAimuHa
X
OpPiKOXKI
8
(Saccha
romyces
cerevisia
e)3a
doromoz2

MapKyBaHHAM
aHrNiNcbLKo MOBOK
3i CTUKEpPOM

YKparHCbLKO0 MOBOIO

KOMTMOHEHTY.
HanoBHeHHA Ta
niodpinizauisn B

doNnakoHwm,
MapKyBaHHA Ta
nakyBaHHs,
npoBefeHHs

KOHTPO/HO AKOCTI

Hib koMnoHeHTy.
MapkyBaHHA Ta

naxkyBaHHs
roToBOro

npoAyKTY)
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
010 p-
AHK me
XHos02il
Sadcopb
osaHul
Ha
a/MoMiHi
0
hocpa
m
(AIPO4)
4 po3MHO
JKEHI Ha
KaimuHa
X Vero
126. | IHPAHPUKC Diphtheria | andtepi | JO7CA | cycneHsia ans nakcoCwmi | Benuka FnakcoCmiTKnsiiH | ®paHuis BHECEHHS 3MiH 0 3a UA/13939/01/01
InB -pertussis- | HWN 02 iH'ekujin; no 0,5 mny TKnsAnH BpuTaHi Bionogxikans /Benbria peecTpavuinHMx maTepianis: peyenmom
KOMBIHOBA poliomyelit | aHaTokc nonepegHL0 EkcnopT A C.A., benbris 3MmiHu | TYny - AgMiHICTpaTUBHI
HA BAKUWHA | is-tetanus nH (D)% 3arnoBHeHOMY NimiTen (npoBeaeHHs 3MiHW. BunyyeHHs BUpOBHUYOT
Ana npasLieB 0flHOpa3oBOMY KOHTPO/HO SKOCTI AinbHUUI (BKIHOYAOYM AiNbHUL
MPO®INTIAKTA niA LINpuUi y KOMMIEKTI BaKLMHM, BAMYCK ons A®l, npomiXHOro NpPoAyKTy
KU AUDTEPII, aHaToKC 3 ronikoto; no 1 abo cepiii rotoBoro abo roToBOro Nikapcbkoro
MPABLS, uH (T)% 10 nonepeAHbO npoaykTy); 3acoby, AinbHnui Ans
KALUTIOKA Bordetell 3aMoBHEHNX "nakcoCmiTKnsiiH NpOBeLEHHS NaKyBaHHS,
(ALENONAP a pertus 0/ZlHOPa30BUX Bionomxikans, BMPOGHMKa, BiANOBIA&/ILHOTO 3a
HUIA Sis kawn Lwnpuuis y ®paHuis BWMYCK Cepiid, MicLe
KOMMOHEHT 10KOBI aH nnacTvKoBoOMy (chopmyBaHHs NpOBeLEHHS KOHTPOSIO cepii)
)TA TUTeHN: KOHTeliHepi; no 1 BaKLMHN, abo nocTavyasibHMKa BUXIOHOTO
noniomMmienitT KaLLsoK KOHTeliHepy B HanoBHEHHSA maTepiany, peareHty abo
y OBWIA aH KapTOHHI kopobui 3 BaKLMHW B LUMPWUL,, [L0MOMIXHOT PeYOBUHU (SIKLLO
aTOKCUH MapKyBaHHAM MapKyBaHHSA Ta 3a3HayeHo y AOCLE) -
PT) YKparlHCbLKO0 MOBOIO nakyBaHHsA BunyuyeHHs1 BUpo6HmKka «GSK
HUTYacT roTOBOro Vaccines GmbH», Map6ypr,
nii remar NPOAYKTY, HimeuuunHa, ana giroumx
NOTUHIH npoBefeHHsA peyoBuH audTepiiHni
(FHA)Y, KOHTPO/I0 AIKOCTI aHaTokcuH (Diphtheria Toxoid,
nepTaxT BaKLWHW); DT) Ta npaBsLEeBWil aHaTOKCWH
nH (PRN nakcoCmiTKnsiiH (Tetanus Toxoid, TT), a Takox
> Bionoaxikan3 NPOMDKHOrO NpoAyKTy
iHaKTMBO C.A., benbris ancop60BaHMWii KOHLLEHTpaT
BaHi Bipy (HanoBHEHHS AndpTepinHoro Ta NnpasLEeBOro
cu BaKLMHW B LUMPWUL, aHaTokcuHiB (Diphtheria and
noniomie MapKyBaHHS i tetanus adsorbed concentrate,
niTy: nakyBaHHs DTcc).
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
™n 1 roToBOro
(wtam M npoaykKTy,
ahoney)? npoBeAeHHs
; KOHTPOJHO SIKOCTI
™n 2 BaKLyHW)
(wtam M
EF-1)%
™n 3
(wtam S
aukett)?;
*adcop6
osaHul
Ha
a/IOMIHI
o
eidpokcu
i,
2iopamo
BaHull
2 pO3MHO
JKeHi Ha
KaimuHa
X Vero
127. | IHGAHPUKC Diphtheria | andtepi | JO7CA | cycneHsia (DTPa- FnakcoCwmi | Benuka FnakcoCmiTKnsiiH | ®paHuis BHECEHHS 3MiH 0 3a UA/15832/01/01
INB XIb - MHuiiaH | 06 IPV) ons iv'ekuiin no TKnsAnH BpuTaHi Bionogxikans / peecTpauinHMx maTepianis: peyenmom
KOMBIHOBA haemophil | aTokcuH 0,5 mn (1 posa) Ta EkcnopT A C.A., benbris Benbris 3MmiHu | TYny - AgMiHICTpaTUBHI
HA BAKUWHA | us D), niodpinizar (Hib); NimiTen (Bunyck cepili 3MiHW. BunyyeHHs BUpOOHUYOT
Ana influenzae | npasues cycnensia (DTPa- roToBOro AinbHUUI (BKTHOYAOYN AiNbHUL
MPO®INIAKTW | B- niA aHat IPV) ans iv’exuii no npoaykKTy); ons A®l, npomiXHOro NpPoAyKTy
KW AUDTEPII, | pertussis- OKCuH (T 0,5mn (1 posza) y nakcoCmiTKnsiiH abo roToBOro NiKapcbkoro
NMPABLA, poliomyelit | )*; nonepegHL0 Bionomxikans, 3acoby, AinbHuLi Ans
KALUMOKY is-tetanus Bordetell HanoBHEHOMY ®paHuisa NpOBeLEHHS NaKyBaHHS,
(ALENONAP a pertus 0/lHOpPa30BOMY (PopmyBaHHs, BMPO6HMKa, BiANOBIA&/ILHOTO 3a
HUIA Sis kawn wnpuui Ne 1y HanoBHEHHSA B BWMYCK Cepiid, MicLe
KOMMOHEHT 10KOBI aH KOMMJIEKTi 3 ABOMA Linpui, NpOBeLEHHS KOHTPOSIO cepii)
)s TUTreHN: ronkamm Ta MapKyBaHHSA Ta ab0o nocTayasibHMKa BUXigHOMO
noniomMmienit KaLl/oK niocpinizat (Hib) y nakyBaHHs1, maTtepiany, peareHty abo
YTA 0BWIA aH dhnakoHi Ne 1, wo npoBefeHHs [L0MOMIXHOT PeYOBUHU (SIKLLO
3AXBOPIOBA aTOKCUH 3MiLLYI0TbCA Nepeq, KOHTPOJHO SIKOCTI 3a3Ha4veHo y OCbE) -
Hb, PT) BUKOPUCTAHHAM: MO DTPa-IPV BunyuyeHHs BUpo6HmKka «GSK
36YAHNKOM HUTHacT 1 nonepefHbLO KOMMOHEHT. Vaccines GmbH», Map6ypr,
AKNX € niA remar HarnoBHeHOMY ®opmyBaHHA, HimeyuunHa, ons giroumx
HAEMOPHIL NOTUHIH 0flHOpa3oBOMY HanoBHEHHSA Ta peyoBuH audTepiiHni
us (FHA)Y, LINpULY Y KOMMEKTI niodpinizauis B aHaTokcuH (Diphtheria Toxoid,
INFLUENZAE nepraxkt 3 iBOMA rofikamu Ta hnakoHwm, DT) Ta npaBLeBUit aHaTOKCKH
TNy B nH (PRN 1 dhnakoHoMm 3 MapKyBaHHs Ta (Tetanus Toxoid, TT), a Takox
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbK020 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
)" niogpinizatom (Hib) y nakyBaHHs, NPOMDKHOrO NPOAYKTY
iHaKTVBO BaKyyMHii npoBefeHHs afcopboBaHuWii KOHLLeHTpaT
BaHi Bipy CTEpPUNbHIl KOHTPOJHO SIKOCTI AndpTepiiiHoro Ta npaBLEeBOro
cu nonio ynakosLj; no 1 Hib KOMNOHEHT. aHaTokcuHis (Diphtheria and
MIENITY: BaKyyMHii MapkyBaHHs Ta tetanus adsorbed concentrate,
™mn 1 CTEPWUNbHIl yrakoBLi nakyBaHHs DTcc).
(wtam M Y KapTOHHiIl kopoobLi roToBOrO
ahoney)? npoaykTy);
; "nakcoCmiTKNAiiH
™n 2 Bionogxikans
(wtam M C.A., benbris
EF-1)% (HanoBHeHHs B
™n 3 Lnpui,
(wtam S MapKyBaHHA Ta
aukett)?; nakyBaHHSl,
nonicax npoBefeHHs
apug Ha KOHTPO/IO AKOCTI
emophil DTPa-IPV
us influe KOMMOHEHT.
nzae HanoBHeHHs Ta
ny b niodpinizauisn B
(nonipn6 hnakoHu,
o3unpn6 MapKyBaHHA Ta
iTon nakyBaHHs,
docdar, npoBefeHHs
PRP) KOHTPO/H0 AIKOCTI
KOH'lOroB Hib komMnoHeHT.
aHui 3 MapkyBaHHSA Ta
npasLEeB nakyBaHHs
1Y roToBOro
aHaToKC NpoayKTY)
VNHOM
(TT) s
HOCIEM
npoTeiHy
1 adcopb
osaHul
Ha a/ilomM
iHito 2idp
OKCuai,
eidpamo
BaHuli
2 pO3MHO
JKeHi Ha
KimuHa

X Vero
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
128. | IH®OAHPUKC Pertussis, | gndptepi | JO7AJ | cycneHsis gns FnakcoCwmi | Benuka | nakcoCmitKnanH | ®paHuis BHECEHHS 3MiH 0 3a UA/15120/01/01
KOMBIHOBA purified NHWIA 52 iH’eKUil; cycneHsis TKNsiH BpuTaHi Bionomxikans, / peecTpauiiHux maTepianis: peuenmom
HA BAKUMHA | antigen, aHaToKC Ans iH'ekujn no 1 Ekcnopt A ®paHuisa Benbris 3MmiHu | TUny - AgMiHICTpaTUBHI
ana combinatio | uH (D)} n0o3i (0,5 mn) y Niviten (PopmyBaHHS, 3MiHW. BunyyeHHs BUpOOHUYOT
MPO®ITAKTA | ns with npasLeB nonepegHL0 HanoBHEHHS B OinbHULI (BKNOYAKOUN AiNbHUL
KW AUDTEPII, | toxoids nia 3arnoBHeHOMy nonepegHL0 ans A®l, npomiXHOro NpPoayKTy
MPABLS, aHaTokc wnpuui Ne 1y HanoBHeHi ab0 roToBOro slikapcbkoro
KALLU/TIOKY nH (T); KOMMNNEKTi 3 OAHIED wnpui, 3acoby, AinbHULi Ans
ALUENONAPH Bordetell abo gsoma ronkamu; MapKyBaHHs Ta NPOBeEHHSA NakyBaHHS,
A OYMLLEHA a no 1 nonepegHsLo nakyBaHHs, BMPOGHWKA, BiAMoBifabHOMO 3a
IHAKTUBOBA pertussi HanoBHEHOMY KOHTPO/b SIKOCTI); BWMYCK Cepiid, MicLe
HA PIAKA S Kawwno LINpULi Y KOMAAEKTI "nakcoCmiTKnsiiH NPOBEAEHHS KOHTPOSIO cepii)
KOBi 3 0fHi€l0 abo ABOMA Bionogxikans abo nocTavyasibHMKa BUXIQHOTO
aHTureH rofikamu y C.A., benbris mMaTtepiany, peareHTy abo
n: N1acTUKOBOMY (HanoBHeHHs B LOMOMDKHOI PEYOBUHM (SIKLLO
KaLus1ok KOHTelHepi; no 1 nonepeaHL0 3a3HayeHo y JOCLE) -
0BMUiA nnacTUKoBOMY HanoBHeHi BunyuyeHHs BUpo6HMKa «GSK
aHaToKC KOHTeliHepy B Lnpui, Vaccines GmbH», Map6ypr,
uH (PT)Y KapTOHHI kopobui 3 MapKyBaHHs Ta HimeuuunHa, Ans gjrounx
hinameH MapKyBaHHAM nakyBaHHs, peyvoBuH audpTepiiHnii
TO3HW YKparlHCLKO0 MOBOIO KOHTPO/b SKOCTI); aHaTokcuH (Diphtheria Toxoid,
remarsio "nakcoCmiTKnsiiH DT) Ta npaBLeBWit aHaTOKCKH
TUHIH Bionoaxikans (Tetanus Toxoid, TT), a Takox
(FHA)Y; C.A., benbria NPOMDKHOrO NPOAYKTY
neprakT (KoHTponb sKocTi, afcopboBaHuii KOHLLeHTpaT
VH BUMYCK cepii) AndhTepiiiHoro Ta nNpaBLEeBOro
(PRN)* aHaTokcumHiB (Diphtheria and
ladcop6 tetanus adsorbed concentrate,
osaHuli DTcc).
Ha
aoMIHI
o
eidpokcu
oi
129. | IPMUHOTEKAH | irinotecan ipuHoTek | LO1CE | koHuUeHTpart ans Megpak Himeuun Brpo6HuK, Lwo Himeuun BHECEHHS 3MiH 40 3a UA/11702/01/01
MEAAK aHy 02 NpUroTyBaHHsA lesenblua Ha Bignosigae 3a Ha peecTpauiiHnx matepianis: peyenmom
rigpoxno pO34nHy Ans T orop MapKyBaHHs 3MiHu | TUnNy - 3MiHK Woa0
pnay iHdpysin, 20 mr/mn; KiHiwe nepBUHHOI 6e3nekn/edeKTMBHOCTI Ta
Tpurigpa no 2 mn (40 mr), a6o | LWneuianb ynaKkoBKu, thapmakoHarnagy. BeegeHHs
T no 5 mn (100 wmr), npenapart BTOPWHHE a60 3MiHM [0 y3arasibHeHMX
a6o no 15 mn (300 e m6X nakyBaHHs, AaHvX Npo cuctemy
M) Y CKISTHOMY HaHeCeHHs chapmakoHarnsgy (BBefeHHs
dhnakoHi; no 1 3aXMCHOI MAiBKN y3arasibHeHUX JaHuX npo
dpakoHy B nayui (onuioHanbHo), cuctemy dpapmakoHarnsagy,
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
KOHTPO/b/BUNPOOBY 3MiHa yNoBHOBaXXeHOIT 0cobw,
BaHHS cepii Ta 3a BiANoBiAa/IbHOI 32 3[jACHEHHS
BUNYCK cepil: thapmakoHarnagy; KOHTakTHoOl
Mepak ocobu 3 hapmakoHarnagy
lesenbwadT dorop 3asBHMKa AN 34ICHEHHSA
KniHiwe hapmakoHarnsagy B Ykpaii,
LWneujiansnpenapa AKLLIO BOHA BigMiHHa Bif,
Te M6X, YMOBHOB&XEHOT 0cobw,
HimeuuunHa; BiANOBIAA/IbHOI 3a 34iiCHEHHS
Bupo6HuK, Lo hapmakoHarnsay (Bkiroyaoum
BignoBsigae 3a KOHTaKTHi faHi) Ta/abo 3MiHn y
BUPOBHULTBO pO3MiLLieHHi MacTep-chaiina
nikapcbKkoro cucTemu chapmakoHarangy).
3acoby, NepBUHHE 3MiHa KOHTaKTHOT 0cobm
nakyBaHHsl, 3asBHUKA, BiAMNoOBiAa/IbHOI 3a
MapKyBaHHs hapmakoHarnsag B Ykpaii.
nepBUHHOT [itoua pepakuis: Aranos
YyNakoBKW, Bnagucnas Onerosuy.
BTOPVHHE MponoHoBaHa pegakuis:
nakyBaHHs, [JopoleHko AHHa IropiBHa.
KOHTPONb/BUNPOBY 3MiHa KOHTaKTHUX OaHUX
BaHHSA cepii: KOHTaKTHOI 0CO6U 3asiBHUKA,
OHkoTek ®apma BignoBigasibHOI 3a
MpogakwH M6éX, hapMakoHarnsag B YkpaiHi.
HimeuunHa
130. | KANIKO potassium | kanito SO01XA | kpanni o4Hi, po3ymH TOB Cnosauy TOB "YHIMEL Cnosay, BHECEHHS 3MiH g0 3a UA/12808/01/01
nogug iodide noana 04 2% no 10 mMny "YHIMEL bka PAPMA" bka peecTpavuiiHux maTepianis: peuenmom
KOHTelHepi- PAPMA" Pecny6n Pecny6n 3MiHu | TMRY - 3MiHK 3 SKOCTI.
KpanenbHuui; no 1 iKa ika CepTudpikaT BignosigHocTi/l E-
KOHTelHepy- cepTudikar BianoBigHOCTI

KpanenbHuLi y
KapTOHHI Kopo6Lli

€Bponecbkin
thapmakonei/mMoHorpadii. 3miHu,
noB'A3aHi 3 HeO6XiAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo
iHLWIOT HaLjioHaNbHOI hapmMakonei
aepxasu EC (3miHa y
crneundikaLisx, nos'a3aHa 3i
3MiHamu B 1®Y, abo
€Bponelicbkiin hapmakonei, abo
iHLWIN HauioHanbHiIk chapmakonei
Aepxasn €C) 3MiHa CTOCYETbCA
OHOBJ/IEHHS cneundikauii Ha
nakyBaslbHWIA enemMeHT
(KOHTelHep) 3 METO
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

npuBELEHHS Y BiANOBIAHICTb A0
YMHHUX BUMOT EBPONERCbKOI
thapmakonei, a Takox
[oAaBaHHA NOCUMaHHA Ha
BIANOBIAHWIA hapmakoneiHnii
aHaniTM4HuMiA meTog. 3miHm |
UMy - 3MiHM 3 AKOCTI.
CepTudpikaT BignosigHocTi/l E-
cepTudikat BianoBigHOCTI
€Bponeiicbkili
thapmakonei/mMoHorpadii. 3miHu,
noB'sA3aHi 3 HeO6XiAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HavuioHaNbHOI hapMakonei
aepxasu EC (3miHa y
crneundikaLisx, nos'azaHa 3i
3MiHamu B 1®Y, abo
€Bponelicbkii hapmakonei, abo
iHLWIN HauioHanbHI chapmakonei
fepxasn €C) 3MiHa CTOCYETbCA
OHOBJ/IEHHS cneundikauii Ha
nakyBaslbHWU enemMeHT —
3aKynoproBasibHWIA 3aci6
(rBMHTOBA KpULLKA i3
3ano6iKHUM KinbLiem) 3 MeTor
npuBELEHHS Y BiANOBIAHICTb A0
YMHHUX BUMOT EBPONERCbKOI
thapmakonei, a Takox
[oAaBaHHA NOCUMaHHA Ha
BIANOBIAHWIA hapmakoneiHnii
aHaniTM4HuMiA meTog. 3miHm |
UMy - 3MiHM 3 AKOCTI.
CepTudpikaT BignosigHocTi/l E-
cepTudikat BianoBigHOCTI
€Bponeiicbkili
thapmakonei/mMoHorpadii. 3miHu,
noB'sA3aHi 3 HeOO6XIiAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HavuioHaNbHOI hapMakonei
aepxasu EC (3miHa y
crneundikaLisx, nos'azaHa 3i

3MiHamu B 1®Y, abo
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

€sponeiicbkiii hapmakonei, abo
iHLLIN HauioHanbHIk dhapmakonei
aepxasun €C)
3anponoHoBaHa 3MiHa
CTOCYETbCSH OHOBJIEHHS
cneyudikaLii Ha nakyBasbHWIA
eNleMeHT — 03yrounii NPUCTpIli
(kpanenbHWLUS) 3 METOO
npuBeAeHHs y BiANOBIAHICTb J0
YNHHMX BUMOT EBPONENCHKOT
thapmakonei. OHOB/EHHS
BK/IIOYAE rapMOHi3aLito BUMOr
cneuudikadii i3 BignosigHo0
MOHorpadieto €BponenicbKoi
thapmakonei, a Takox
[ofaBaHHA NoCUNaHHA Ha
BIANOBIAHWIA hapmakoneiHnii
aHaniTM4HuMiA meTog. 3miHm |
™Mny - 3MiHW 3 SIKOCTi. FOTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoproBasibHWi
3aci6 (iHwWi 3MiHW) nogaHHA
OHOBJ/IEHUX CepTUdiKaTiB AKOCTI
Bif} BUPOOHWKA NePBUHHOTO
nakyBasibHOrO MaTepiany -
komnaHii Bormioli Pharma, a
TaKoX OHOBJ/IEHOI 3aaBU
BMPOGHMKA OO0 CYPOBUHN,
BK/1OUAK0UM iHchopmavito npo ii
perynsTopHuii ctaryc.

131.

KANBLIA -A3
HIKOMEA,
®OPTE

KaubLyjito
KapboHa
T,
xonekasi
bumncep
on
(BiTamin
a3y
BUrNAL
KOHLLeHT
paty
xonekas
bumcpep
ony*
*cknag
KOHLLeHT

A12AX

TabneTkn XyBasibHi;
no 30, a6o 60, abo
120 Tabnetok y
hnakoHi; no 1
chnakoHy B
KapTOHHI Kopo6Lyi

AciHo
dapma Al

LLselina
pis

Ackep KoHTpakT
MaHydhekyepiHr
AC

Hopseri
a

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHY | TMNY - 3MiHK 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudpikaTa BiANoOBIAHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ans BuxigHoro
Marepiany/peareHTy/npomMikHOro
NPOAYKTY, WO
BUKOPVCTOBYHOTHCS Y

6e3
peyenma

UA/3541/01/02
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
pary BMPOGHULTBI API; Ans
Xonekan [0MOMDKHOT PEYOBUHMN
bUndep (cepTudpikat BiAMNOBIAHOCTI
ony: €Bponeiicbkiii hapmakonei) -
xonekasn OHOBReHWi cepTuddikaT Big yxe
bundep 3aTBEPAKEHOrO BUPOOHMKA -
on, DL- MogaHHA oHOBNEHOrO
a- cepTucpikaTa BiANOBIAHOCTI
ToKOohep €Bponeiicbkoi thapmakonei No
on, CEP 2015-199-Rev 01 ans
Tpurnige Cholecalciferol concentrate
puan (powder form) Big
cepefHb 3aTBepKEHOro BUpobHnka DSM
oro Nutritional Products Ltd.,
naHugora Switzerland (3aTBepaxeHo: R1-
, CEP 2015-199-Rev 00;
Kpoxmasn 3anponoHosaHo: CEP 2015-199-
b Rev 01). 3miHa Ha3B®
KyKYpyA3 BMpo6HuKa APl Ha DSM
AHNI Nutritional Products AG,
Moaudik Switzerland. 3miHu | Tuny -
oBaHwui, 3MiHK 3 SiKOCTi. FOTOBMIA
caxapo3 nikapcbknii 3aci6. 3MiHn y
a, BMPOGHMLTBI. 3MiHa po3mipy
HaTpito cepii (BkIHOYatouM gianasoH
ackopba po3mipy cepii) roToBOro
T, nikapcbKoro 3acoby (3MeHLLIEHHS
KPEMHito 40 10 pasiB). 3MeHLIEHHSA
aiokeng BMPOGHMLITBA rPaHyIbOBAHOIO
KonoigH KasibLito 3 780 Kr go 776 kr
nia
6e3B0H
ni
132. | KANbUin-43 - Kanbuito | A12AX | TabneTku XyBasbHi; AciHo LWsenua Ackep KoHTpakT Hopseri BHECEHHS 3MiH 0 6es UA/12922/01/01
HIKOME], KapboHa no 30 a6o no 60, dapma Al pis MaHydhekyepiHr a peecTpauiiHnux matepianis: peyenma
OCTEO®OPT T, a60 no 90 Tabnetok AC 3MiHY | TMNY - 3MiHW 3 AKOCTI.
E Xosnekau y hnakoHi; no 1 CeptudpikaT BignosigHocTi/l E-
bumncep chnakoHy B cepTudikaT BignoBigHOCTI
on KapTOHHI KopooLyi €Bponeiicbkili
(BiTamin thapmakonei/MoHorpadii.
o3)y MogaHHsA HoBOroO abo
BUrNAAI OHOBJIEHOrO cepTudikaTa
KOHLEHT BiANOBIAHOCTI 260 BUYYEHHSA
pary cepTudpikaTa BiANOBIAHOCTI
xonekan €Bponelicbkiin hapmakonei: ans

bumdep

A®I; ansa BuxigHOro
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
ony* MaTepiany/peareHTy/npoMiKHOro
*cknag, NPOAYKTY, WO
KOHLLeHT BUKOPVCTOBYIOTHCS Y
pary BMPOGHULTBI API; Ans
xonekan [0MOMDKHOT PEYOBUHHN
bUndep (cepTudpikat BiAMNOBIAHOCTI
ony: €Bponeiicbkiii hapmakonei) -
xonekasn OHOBReHWi cepTuddikaT Big yxe
bundep 3aTBEPAXEHOr0 BUPOGHMKa-
on, MogaHHA oHOBNEHOrO
Tokodhep cepTucpikaTa BiANOBIAHOCTI
on, €Bponeiicbkoi chapmakonei No
Tpurniue CEP 2015-199-Rev 01 ansa
puan Cholecalciferol concentrate
cepefiHb (powder form) Big
oro 3aTBepKEHOro BUpobHka DSM
naHytora Nutritional Products Ltd.,
, Switzerland (3aTBepaxeHo: R1-
Kpoxmau CEP 2015-199-Rev 00;
b 3anponoHosaHo: CEP 2015-199-
KyKYpyA43 Rev 01). 3miHa Ha3Bu®
AHI BMpo6HuKa APl Ha DSM
MoANIK Nutritional Products AG,
0oBaHuii, Switzerland. 3miHu | Tuny -
caxapo3s 3MiHU 3 siKoCTi. FoTOBWMIA
a, nikapcbknii 3aci6. 3MiHn y
HaTpito BMPOGHMLTBI. 3MiHa po3mipy
ackopba cepii (BKNOYaOUM fgianasoH
T, po3mipy cepii) roToBOro
KPEeMHito nikapcbKoro 3acoby (3MeHLLIEeHHS
niokeng, 00 10 pasiB) - 3MeHLUEHHSA
KONoigH BMPOGHMLITBA rPaHy1bOBAHOIO
niA KasibLito 3 780 Kr go 776 kr
6e3soaH
nii
133. | KANEUWUTABI | capecitabi | kaneuut | LO1BC | Tabnetku, BKpUTI Akkopg, IcnaHis Bupo6bHMLTBO IHAis BHECEHHS 3MiH 0 3a UA/14799/01/01
H AKKOP/, ne abiH 06 NNiBKOBOKO Xernckea roToBOro /Benuka peecTpavuinHMx maTepianis: peyenmom
060s10HKOI0, No 150 C.NY. nikapcbKoro BpuTasi 3miHu | TYny - 3MiHK Woao
mr; no 10 TabneTok 3acoby, nepBuHHe al 6e3nekun/edekTBHOCTI Ta
y 6nictepi; no 3, 6 nakyBaHHs, ITanis/ thapmakoHarnsgy. BeegeHHs
abo 12 6nictepiB y BTOPUHHE Himeuun ab60 3mMiHU [0 y3arasibHeHNX
KapTOHHI KopooLyi nakyBaHHs, Ha/ [aHux npo cuctemy
KOHTPO/b AKOCTI MonbLa thapmakoHarnsgy (BBefeHHs
cepii: IHTac / y3arasibHeHuUX gaHux npo
dapmacbioTikans Ipeuis / cuctemy hapmakoHarnsgy,
Niviteq, IHais; ManibTa 3MiHa yNOBHOBaXEHOI 0cobw,
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
Brpo6HMLUTBO BiNOBIAaAbHOI 3a 3iICHEHHS
roToBOro thapmakoHarnsay; KOHTaKTHol
nikapcbKoro ocobu 3 hapmakoHarnsgy
3acoby, nepBuHHe 3asBHUKA A9 34iACHEHHS
Ta BTOPUHHE thapmakoHarnagy B YkpaiHi,
nakyBaHHs, SAKLLO BOHa BigMiHHa Bif,
KOHTPO/b SKOCTI YNOBHOBaXEHOI 0CcobY,
cepii BiANoBiAa/IbHOI 32 3[jACHEHHS
(anbTepHaTUBHUI hapmakoHarnsgy (Bkioyaoum
BMPOGHUK): IHTaC KOHTaKTHi fiaHi) Ta/abo 3MiHn y
dapmacbloTikans pO3MilLeHHi MacTep-chaiina
Nimites, IHAis; cuctemu chapmakoHarniagy).
MepBuHHE Ta 3MiHa yNnoBHOBaXKeHOT 0cobun
BTOPVIHHE 3asBHUKa, BiANOBiAa/IbHOI 3a
nakyBaHHS: dhapmakoHarnsg,.
Akkopg, Xenckea [Litova pegakuisn: Apnetta
Nimitea, Benuka BepuHcbka / Arletta Werynska.
BpuTaHis; MponoHoBaHa pepakuis: Arata
BTOPUHHE leliceBny / Agata Gesiewicz.
nakysaHHsa: A4/ 3MiHa KOHTaKTHUX gaHNX
Canni Yelin, YMOBHOBaXeEHOT 0cobY,
ITania CrMA, BignoBigasibHOI 3a
ITanis; CK ®apma hapmakoHarnsg,.
TNopxucTike TMG6X,
HimeuuunHa;
CuHonTtus
IHpacTpian Cn. 3
0.0., MonbLua;
BTOPVIHHE
nakyBaHHs,
KOHTPO/b AKOCTI
cepii: AkkopZ
Xenckea CiHrn
Mewmbep C.A.,
'peuisi; KOHTPO/Ib
AKOCTI cepil:
Nabopatopi
®yHpacio JAY,
Icnanis;
dapmagokc
Xenckea Jitga,.,
MaibTa,
BiNOBigabHWIA 3a
BMNYCK Cepil:
Akkopg Xenckea
Moncka Cn. 3 0.0.
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
Cknag Imnoptepa,
MNonbLia
134. | KAPBIAOMNA - Kapbifo - NOPOLLIOK TOB YkpaiHa | XKelizsH Bing BiHg, Kutaii BHECEHHS 3MiH 0 - UA/18659/01/01
na (cybeTaHuin) y "papma dapmacboTikas peecTpauinHMx maTepianis:
noAagiiHNX Crapt" Ko., NiTa,. 3MiHu | TMNY - 3MiHKU 3 SKOCTI.
nonieTuIeHoBmX A®I. CtabinbHicTb. 3miHa
naketax gns nepiogy NOBTOPHMX
thapmavneBTUYHOro BMNpoGyBaHb/nepiogy
3acTOCyBaHHS 36epiraHHa abo ymoB
36epiraHHa APl (3a BigcyTHOCTI
y 3aTBEPKEHOMY [JOCbE
cepTudikaTa BiZnNoBiLHOCTI
€Bponeicbkiin thapmakonei, wo
BK/TIOYAE Nepiog, MOBTOPHOrO
BUNPO6YBaHHSA) (Nepiog,
NOBTOPHOrO
BMNpobyBaHHA/nepios
36epiraHHs) - 36inbLIeHHs abo
BBE/iEHHS nepiogy NOBTOPHOMO
BMNpoGyBaHHsA/nepiogy
36epiraHHs Ha OCHOBI
pesynbTaTiB AOCNILKEHDb Y
peasibHOMY 4aci.
36ibLUEHHA TEPMiHY
nepekoHTponio A®I. firova
pepakuis: TepmiH
NepeKoHTPO0 3 POKY.
MponoHoBaHa pegakuis: TepmiH
NEePEKOHTPOSII0 4 POKU
135. | KAPBOM/NAT | carboplati Kap6onn | LO1XA | koHueHTparT ans Akkopg, Monbua Brpo6HMuTBO IHpia/ BHECEHHS 3MiH 0 3a UA/13716/01/01
NH AKKOPJ, n aTuH 02 PO34mMHy ans Xernckea roToBOro Benuka peecTpavuinHMx maTepianis: peyenmom
iHdpysii, 10 mr/mn no Moncka nikapcbKoro BputaHi 3MiHY | TUNY - AgMIHICTPaTUBHI
5 mn, a6o no 15 mn, Cn. 3.0.0. 3acoby, nepBuHHe al 3MiHW. 3MiHa HaliMeHyBaHHs
a6o no 45 mn, abo Ta BTOPUHHE Typeuun Ta/abo agpecu micus
no 60 mn 'y donakoHi; nakyBaHHs, Ha/ NPOBaKeHHA AiANIbHOCTI
no 1 dpnakoHy B KOHTPO/b SKOCTI peuisi/ BMpo6HUKa/iMnopTepa rotToBoro
KapTOHHI KOpOOL cepii: ManbTa/ | nikapcbkoro 3acoby, BKIOYaUn
IHTac Yropum AinbHULI BUNYCKy cepii abo
dapmacbioTikan3 Ha/ MicLLe MpOBEeAEHHS KOHTPOSIIO
Nimitea, IHgis; Monbla AKOCTI. (AIANbHICTb, 3a AKY
BTOpuHHE BiANoOBigae BMPOGHMK/iMNopTep,
nakyBaHHS: He BK/ItoYatouy BUMYyCK cepiit)

AkKopp, Xesnckea
Nimiten, Benvka
BpuTaHis;

3MiHa Ha3BW BUPOBHMKA,
BiANOBIA&/IbHOIO 3a KOHTPOJ/1b
SAKOCTI cepii roToBOT NPOAyKLi 3
Pharmavalid Ltd. Microbiological
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbK020 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
Brpo6HMLUTBO Laboratory, Hungary Ha
roTOBOro Pharmavalid Kft., Hungary Ta

nikapcbKoro
3acoby, nepBnHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI
cepii
(anbTepHaTUBHUI
BVMPOGHUK):
IHTac
dapmacbioTikans
Nimitea, IHais;
BMPOGHMLTBO
roToBOro
nikapcbKkoro
3acoby, neperHHe
Ta BTOPUHHE
nakyBaHHS:
OHKo Inak CaHavi
Be Tigpxapet A.C.,
TypeuunHa,
BTOPVIHHE
nakyBaHHS
AKKopp, Xenckea
CiHrn Membep
C.A, Ipeduis;
KOHTPO/b AKOCTI
cepii:
Akkopg Xenckea
CiHrn Membep
C.A, peuis;

KOHTPO/b AKOCTI
cepii:
dapmagokc
Xenckea N4,
ManbTa;
dapmaBanig K.,
YropuuHa;
BignosigansHuii
3a BUNYyCK cepil:
AKKopp, Xenckea
Moncka Cn. 3 0.0.
Cknag Imnoptepa,
Monbla

npvBefeHHA HanvucaHHsA agpecu
y BignoBigHicTb Ao GMP
cepTtudikaty, 6€3 3mMiHM MicLA
BMPOGHMLITBA
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

136.

KAPAYPA®

doxazosin

[lokcaso
3UHY
mesunar

coz2C
AO4

TabneTkn No 2 mr;
no 10 TabneTtok y
6nicTepi; no 3
6nictepu B
KapTOHHI ynakoBLi

Biatpic
CnewenTi
nnc

CLA

Brpo6HMLUTBO
npenapary in bulk,
KOHTPO/b SIKOCTI
npv BUNYCKY,
nakyBaHHS1, BUMYCK
cepii:
Mdpaiizep
MeHodekuypyHr
Hoiunena MmoéX,
Himeuunna

Himeyun
Ha

BHECEHHS 3MiH [0
peecTpauiiHnx matepianis:
3MiHu | TUNYy - 3MiHK Wwoa0
6e3nekn/edeKTUBHOCTI Ta

dhapmakoHarnsgy. BeegeHHs
ab0 3MiHM [0 y3ara/ibHeHUX
[aHux nNpo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHux npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiICHEHHA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YMOBHOBaXeEHOT 0cobY,
BiNOBIAaAbHOI 3a 3iICHEHHS
thapmakoHarnagy (Bkiouyarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
PO3MiLLEeHHI MacTep-thaiina
cuctemu chapmakoHarnsgy)
3MiHa ynoBHOBaXXeHOi 0cobu
3a8BHVKa, BiANOBIAA/ILHOI 3a
thapmakoHarnsag.

[Oitova pepakuis: Dr Eiko
Soehlke. MponoHoBaHa
pepakuis: Andrea Oliva. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXeEHOI 0co6u
3asBHVKA, BignoBigasibHOI 3a
hapMakoHarnag. 3miHa
MiCLLe3HaxXOMKEHHS MacTep-
thaiina cuctemu
hapMakoHarnsgy. 3miHa Mmicus
3[jl/iCHEHHSI OCHOBHOI AifANIbHOCTI
3 (hapmakoHarnagy.

3a
peyerimom

UA/5972/01/02

137.

KAPAYPA®

doxazosin

[l0KCca3o
3UHY
mesunar

coz2C
A04

Tabnetku no 4 wmr;
no 10 TabneTtok y
6nicTepi; no 3
6nictepu B
KapTOHHI ynakosLi

Biatpic
CnewenTi
nnc

CWA

Bupo6bHMLTBO
npenapary in bulk,
KOHTPO/b SIKOCTI
npv BUNYCKY,
nakyBaHHs, BUNYyCK
cepii:
Mdpaiizep
MeHoekuypuHr

Himeyun
Ha

BHECEHHS 3MiH [j0
peecTpavuinHMx MaTepianis:
3miHu | TYny - 3MiHK Woao

6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab60 3mMiHU [0 y3arasibHeHNX
[aHnX Npo cuctemy
hapmakoHarnsgy (BBefeHHs

3a
peyenmom

UA/5972/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

[Loiiuneng MvoX,
HimeuunHa

y3araslbHeHUX fAaHux npo
cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI ocobu,
BiNOBIAabHOI 3a 3iICHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA A9 3AiACHEHHS
thapmakoHarnagy B YkpaiHi,
SAKLLO BOHa BigMiHHa Bif,
YNOBHOBaXEHOI 0COobY,
BiANoBiAa/IbHOI 3a 3[jACHEHHS
hapmakoHarnsgy (Bkioyaoum
KOHTaKTHi fiaHi) Ta/abo 3MiHN y
pO3MilLeHHi MacTep-chaiina
cucTemu chapmMakoHarnsay)
3MiHa yNnoBHOBaXKeHOT 0cobun
3as1BHYKa, BignoBigasibHOI 3a
thapmakoHarnsg.

[itoua pepakuis: Dr Eiko
Soehlke. MponoHoBaHa
pepakuis: Andrea Oliva. 3miHa
KOHTaKTHUX AaHnX
YMOBHOBaXEHOI 0cobu
3asBHVKa, BignoBigasibHOI 3a
hapMakoHarnsg. 3miHa
MiCLIe3HaxXO[pKeHHsI macTep-
thaiina cuctemu
hapmakoHarnsgy. 3miHa micus
3[iiCHEHHS] OCHOBHOI Aisi/TbHOCTI
3 (hapmakoHarnagy.

138.

KAPAYPA®

doxazosin

[10KCa30
3UHY
mesunar

coz2C
AO4

Tabnetkn no 1 wmr;
no 10 TabneTtok y
6nictepi; no 3
6nictepu B
KapTOHHI ynakoBLi

Biatpic
CnewwenTi
nnc

CLA

Brpo6HMUTBO
npenapary in bulk,
KOHTPONb SIKOCTI
npv BUNYCKY,
nakyBaHHS1, BUMYCK
cepi:
Mdpaiizep
MeHodekuypyHr
Hoiunena MmoéX,
Himeuunna

Himeyun
Ha

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHu | TUnNy - 3MiHK Woa0
6e3nekn/edeKTNBHOCTI Ta

dhapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3ara/ibHeHUX
[aHuxX nNpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNoBHOBaXXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiAICHEHHS
hapmakoHarnagy B YkpaiHi,

3a
peyerimom

UA/5972/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

AKLLIO BOHA BigMiHHa Bif,
YMOBHOB&XeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnsay (Bkiroyaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLieHHi MacTep-chaiina
cuctemn chapmakoHarnsgy)
3MiHa yNnoBHOBaXKEHOT 0Ccobm
3asBHVKa, BignoBigasbHOI 3a
hapmakoHarnsg.

[itoua pepakuis: Dr Eiko
Soehlke. NponoHoBaHa
pepakuis: Andrea Oliva. 3miHa
KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U
3a8BHVKa, BiANOBIAA/ILHOI 3a
thapmakoHarnag. 3MiHa
MiCLIe3HaxXopKeHHsI macTep-
thaiina cuctemu
thapmakoHarnsgy. 3miHa micus
3[iACHEHHSI OCHOBHOT AisiNbHOCTI
3 thapmakoHarnsgy.

139.

KADDETIH®
nEeA)

ibuprofen

ibynpodp
eH (y
dopmi
ibynpodp
eHy
nisvHaTy

)

MO1A
EO1

TabneTkn, BKpUTI
nNiBKOBOIO
060710HKO0, No 200
Mr; no 10 TabneTok
y 6nictepi; no 1 abo
2 6nictepu B
Kopoo6Li

AJIKANIOT
A AL

Ckon’'e

Pecny6n
ika
MiBHiYHa
Makego
His

Ankanoig AL
Ckon’e

MiBHiYHa
Makepno
Hist

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHu | TMRY - 3MiHKU 3 SKOCTI.
[oTOBWIA Nnikapcbknii 3aci6.
3MiHW Y BUPOOHULTBI. 3MiHU
BMNpoGyBaHb abo AOMYyCTUMUX
MeX, BCTAHOBNEHNX Y
cneumaikauisx, nig vac
BMPOGHMLITBA FOTOBOrO
nNiKapcbKoro 3acoby (BUy4YeHHs
HeCcyTTEBOro BUNPoOyBaHHS B
npoteci BUPO6HMLTBA) -
BUK/IIOYEHHS HE3HAYHNX
BHYTPILUHbO-TEXHOOMYHUX
napameTpiB KiHLEBOI CyMilLLi:
wemnakicte notoky (flow rate),
HacunHa ryctuHa (bulk density),
rycTuHa Micns ywinbHeHHS
(tapped density), iHaekc
ctucnmeocTi (index of
compressibility) Ta BTpata B maci
npu BucyLlyBaHHi (Loss on
Drying).

6e3
peyenma

UA/9605/01/01

140.

KNEBA30/1®

Combinati

KniHgami

GO01A

KpeM BariHa/IbHWiA;

MPAT

YKpaiHa

MPAT

YKpaiHa

BHECEHHS 3MiH 0

3a

He

UA/12647/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep

peecmpayitiHo

20
nocsi0YeHHs1

ons of
imidazole
derivatives

LpHy
docdar,
MikoHa3
ony
HiTpar

F20

no20ry Ty6i; no 1
Ty6i pasom 3 3
annikatopamv B
navui

"®ITOPA
PM"

"®ITOPAPM"

peecTpavuiiHux matepianis:
3miHu | Tvny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTu,i
niKapcbKoro 3acoby, TekcTi
MapKyBaHHA Ta IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnifmxeHb 3 6e3neku
3aCTOCYyBaHHS NiKapCbKoro
3acoby B mic/iApeecTpavyiiHmii
nepiog, abo sk pe3ynbTar OLiHKK
3BiTY 3 LOCNiLKEHb, MPOBEAEHNX
BiANOBIAHO A0 MnaHy
negiatpuyHux gocnipxeHs (PIP)
(3MiHY y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom). 3MiHW BHECEHO B
IHCTPYKLj0 A48 MeanyHoro
3aCTOCyBaHHS NiKapCbKOro
3acoby B po3ainv "Blaemogis 3
HLLIMMKM NikapcbkMKn 3acobamm
Ta iHWi BnAn B3aemMogiin" Ta
"Oco61BOCTi 3aCTOCyBaHHA"
BiAANOBIAHO [0 OHOBMEHOT
iHchopmawii Lwopao 6e3nekm
3aCTOCYBaHHSA Ail040i peYOBUHN
(mikoHaszon). 3miu | TNy -
3MiHM Wwoao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn).
3MiHN BHECEHO B IHCTPYKLil0 AN1A
MeAMYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby B po3ginu
"Cknapg" (pefakuiiiHi npasku),
"Mo6iuHI peakuii™ Wwo[o
BaXX/IMBOCTI 3BITYBaHHSA Npo
nigo3proBaHi NobiyHi peaxuii Ta B
po3ain "Micue3HaxoKeHHs
3as1BHMKA" LLIOA0 KOHTaKTHUX
JaHuX.

peyenmom

nionsie
ae

141.

KNOAN®DEH

diclofenac

avknod
eHak

MO1A
BO5

PO3YUMH NS iH EKLi,
25 mr/ma; no 3 mMny

TOB
"YOP/1[

YkpaiHa

YOPA[,
MEAMLIVH LAY

Typeuun
Ha

BHECEHHS 3MiH [0
peecTpaLinHMxX MaTepianis:

3a
peyenmom

UA/16930/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
HaTpito amnynax, no 5 MEAVLN CAH. BE TIOX. 3MiHu | TURY - 3MiHK 3 SKOCTI.
amnyn y KOHTYpPHIi H" A.LL. [oTOBWIA Nikapcbknii 3aci6.
YapyHKOBIli 3MiHW Y BUPOOHULTBI. 3MiHa
ynakosui; 1 po3Mipy cepii (BkHoYaoun
KOHTYpHa YapyHKOBa AianasoH po3mipy cepii)
ynakoBka B roTOBOro Nikapcbkoro 3acoby
KapTOHHi KopobLyi (36inblueHHs go 10 pasis
MOPIBHSHO i3 3aTBEPAKEHUM
po3mMipom) BeefeHHs
[04aTKOBOrO po3Mipy
BMPO6HUYOI cepii N3 1600 n
(517,799 amnyn) B 4ONOBHEHHS
[0 BXeE 3aTBEP)KEHOr0 po3Mipy
BMPOGHMYOI cepii 800 n
(250,000 amnyn).
142. | KO- irbesartan | ipbecapt | CO9D TabneTkn, BKpUTI HOBEN Typeuun HOBEN INAY Typeuun BHECEHHS 3MiH 0 3a UA/11583/01/01
IPBECAH® and aH, A04 060s10HKOI0, No 150 1NAY Ha CAHAI BE Ha peecTpauiiHnx maTepianis: peyenmom
diuretics rigpoxno mr/12,5 mr; no 14 CAHAI BE TIIKAPET A.LL. TexHiuHa nomwuska (3rigHo
poTiasng Tabnetok y 6nictepi; | TIAXKAPE Haka3y MO3 Big 23.07.2015 Ne
no 2 6nictepu B TA.LL. 460). BunpaBneHo TEXHI4YHY
KapTOHHI ynakoBL; NOMWJIKY B IHCTPYKUIT oNns
no 15 tabneTtok y MeZMYHOro 3aCTOCyBaHHA y
6nicTepi; no 6 po3gini "OCHOBHI i3NKO-XiMiYHi
6nictepiB y BNAaCTMBOCTI", @ came onunc
KapTOHHIN ynakoBLii Tabnetok (no 300 mr/12,5 mr)
npuBELEHO Y BiAMNOBIgHICTb [0
MeTogiB KOTPO/o AKOCTI:
3aTBepmkeHo: OCHOBHI hi3nKo-
XiMiYHi BNacTuBOCTI: Tabnetkn
300 mr/12,5 mr: npogoBsrysarTi
TabneTkn poXXeBoro KONLOpY,
BKpUTI 060/I0HKOI0, 3 NiHIED
pO3/10My 3 OHOTO GOKY.
3anponoHoBaHO: OCHOBHi
hi3MKO-XiMiYHi BNacTUBOCTI:
Tabnetkn 300 mr/12,5 mr:
OBaJIbHI ABOONYKNI TABNeTKMN
POXeBOro Kosbopy, BKPUTI
060/1I0HKOH0, 3 JTHIEID PO3/IOMY 3
0fHOTO 6OKY.
143. | KO- irbesartan ip6ecapt | CO9D TabneTkn, BKpUTI HOBEN Typeyun HOBEN INAY Typeyun BHECEHHS 3MiH [0 3a UA/11583/01/02
IPBECAH® and aH, AO04 060/10HKO10, o 300 INAY Ha CAHAI BE Ha peecTpavuiiHux maTepianis: peuenmom
diuretics rigpoxso mr/12,5 mr; no 14 CAHAI BE TIZPKAPET A.LL. TexHiuHa nomuska (3rigHo
potiasng Tabnetok y 6nictepi; | TIAXAPE Haka3zy MO3 Big 23.07.2015 Ne
no 2 6nictepu B TA.LL. 460). BunpaBneHo TexHiYHy

KapTOHHI ynakoBLi;

NOMW/IKY B iHCTPYKUIT Ans
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
no 15 tabnetok y Me[IMYHOro 3acToCyBaHHA y
6nicTepi; no 6 po3gini "OCHOBHI i3VKO-XiMiYHi
6nicTepiB y BNACTMBOCTI", @ came onunc
KapPTOHHII ynakoBLi Tabnetok (no 300 mr/12,5 mr)
NpUBELEHO Y BiANOBIAHICTb A0
MeTogiB KOTPO/0 AKOCTI:
3aTBepakeHo: OCHOBHI ¢hi3nKo-
XiMiYHi BNacTMBOCTI: Tabnetkn
300 mr/12,5 mr: npogoBsrysarTi
TabneTkn poXeBoro KONLOpPY,
BKpUTI 060/TOHKOI0, 3 NIHIED
pO3/10My 3 OfHOTO GOKY.
3anponoHoBaHO: OCHOBHI
hi3MKO-XiMiYHI BNacTUBOCTI:
Tabnetkn 300 mr/12,5 mr:
OBaJIbHI ABOONYKNI TABNeTKMn
POXEeBOro Ko/bopy, BKPUTI
060/10HKOI0, 3 MiHIEK pPo3/1IoMYy 3
Of1HOTO BOKY.
144. | KONAIBEN paracetam | napaueTt | NO2B Tabnetku no 12 TOB YkpaiHa Biogin IHais BHECEHHS 3MiH g0 6e3 UA/11466/01/01
ol, amorn, E51 TabneTok y 6nictepi; «Amina dapmacbioTikans peecTpauiiHix maTepiasnis: peuyenma
combinatio | KodeiH, no 1 6nictepy B Xenc Kea» nra. 3MiHn | TURY - 3MiHK WoAo
ns excl. theHine KapTOHHiI kopobuy; 6e3nekn/edeKTBHOCTI Ta
psycholept | cpuHy no 4 Tabnetkn y thapmakoHarnagy. BeefeHHs
ics rigpoxno 6nictepi; no 1 a60 3MiHM [0 y3arasibHEeHNX
pua, 6nictepy y [aHvX Npo cuctemy
heHipam KapTOHHOMY thapmakoHarnagy (BBefeHHs
iHy KOHBEPTI y3aras/ibHeHUX AaHux npo
maneart cuctemy dhapmakoHarnagy,

3MiHa yNoOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsagy
3asBHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHa Bif,
YMOBHOBaXEHOI 0CObY,
BiAnoBiAa/IbHOI 3a 3AjACHEHHS
hapmakoHarnsgy (Bkiroyaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MilLeHHi MacTep-chaiina
cuctemu chapMakoHarniagy).
3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXeEHOI 0cobu
3asBHVKa, BignoBigasbHOI 3a
dhapMakoHarnsg. 3miHa
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
MiCLLe3HaxXOMKEHHS MacTep-
thaiina cuctemu
thapmakoHarnsgy Ta iioro
Homepa. 3MiHa Micua
3[iiCHEHHS] OCHOBHOI Aisi/TIbHOCTI
3 (hapmakoHarnagy.
145. | KONALUWN® Acetylsalic | kucnota | NO2B Tabnetku; no 6 abo MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 6es UA/2930/01/01
ylic acid, auetunc | A51 10 Tabnetok y "Tannuda "KviBmegnpenapa peecTpauiiHnux matepianis: peyenma
combinatio | aniunno 6nictepax; no 10 pm" T 3MiHu | TUNY - AgMiHICTPaTUBHI
ns excl. Ba, Tabnetok y 6nictepi; 3MiHW. BunyyeHHs BUpoOHUYOi
psycholept | napauet no 1 a6o 2 6nictepn AinbHUUI (BKTHOYAOUM AiNbHUL
ics amon, B nauuj ons A®l, NPOMKHOrO NPOAYKTY
KogoeiH ab0 roToBOro Nikapcbkoro
3acoby, AinbHuULi Ans
NpoBefEeHHs NakyBaHHS,
BMPOGHWKA, BiAMNOBIfaIbHOTO 3a
BWMYCK Cepiid, Micue
NpoBeAEeHHS KOHTPOO cepil)
abo noctavasibHVKa BUXIAHOMO
marepiany, peareHty abo
[LOMOMDKHOI peYOBUHM (SKLLO
3a3HayeHo y A0CbE)- BunyueHhs
BMpo6HuKka APl Kodpeiny «Jilin
Shulan Synthetic
Pharmaceutical Co., Ltd»,
KuTalid, y 38'3Ky 3 NPUMNNHEHHAM
BUpPOGHMLTBA AaHoro Adl.
3annwmecs BUPOOHUK
Shandong Xinhua
Pharmaceutical Co., Ltd, Kutaii,
AKUIA BUKOHYE Taky camy
OYHKL,HO, O /i BUTYYEHWIA.
146. | KOPBA/NION® | Barbiturat etnnosu | NO5C Kancynm m'siki; no 10 AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 6e3 UA/2554/03/01
esin 1 edip BO2 Kancyn y énicrepi; "®apmak” peecTpauiiHnx matepianis: peyenma
combinatio | a- no1la6ono3 3MiHY | TUNY - 3MiHK 3 AKOCTI.
n with 6pomizo 6nicTepun B nauui 3 A®I. KoHTposnb AP, 3miHa y
other Banepia KapTOoHY napameTpax cneuudikaui
drugs HOBOI Ta/abo [onycTUMUX MEX,
KucnoTu, BM3HaYeHNX y cneyndikauisx Ha
heHoba A®I, ab0 BMXigHWIA/NPOMDKHWIA
pb6itan, npoayKT/peareHT, Wwo
M'ATU BUKOPVCTOBYIOTHCS Y NPOLEC
onis BMPOGHMLUTBA ADI (iHLUI 3MiHW)
(Mentha BHeceHHs 3MiHM 10
oil) cneuungikauii Ta meToziB

BXiHOro KOHTPO/IKO ANs Aitoyoi
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uKa Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
pevoBuHn ®eHobapbiTan

BMPOG6HUKIB «ALKALOIDA
Chemical Company Zrt.»,
YropLmHa Ta «<Harman
Finochem Limited», IHais,
30KpEMa BUYyHEHO MOKa3HMK
«PO3UYMHHICTb», TaK K AaHWii
NoKasHUK Ma€e pekoMeHAaLinHni
xapaktep, Ta He €
0608B’A3K0BUM. 3MiHW | TUMYy -
3MiHn 3 akocTi. A®l. KoHTponb
A®l. 3miHa y meTogax
BMNpobysaHHA Ad| abo
BMXiAHOTO
mMartepiany/npomiKHOro
nNpoAykTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLIECI
BUpo6HULUTBa AP| (HE3HAYHI
3MiHW Y 3aTBEPAKEHUX METOAAX
BMNpo6yBaHHSA) BunyueHo
MOCWNaHHS Ha AKICTb
CTaHZapTHKX 3pa3kiB B MeToAax
BXiZIHOr0 KOHTPO/IIO A4/18 Aitoyol
peyoBuHM PeHobapbiTan
BUpo6HMKIB «ALKALOIDA
Chemical Company Zrt.»,
YropuwmHa Ta «Harman
Finochem Limited», IHgia ans
nokasHuka «lgeHTudikayis».
IHdhbopMaLisa Wwoao AKOCTi
CTaHAApPTHUX 3paskis, LLO
BUKOPWCTOBYHOTLCS NP
BMNPObOYBaHHi HaBegeHa B
po3gini 3.2.S.5 CtaHgapTHi
3pasku abo npenaparu
peecTpaLiiHoro AOCbeE.
[lonoBHEHO nocunaHHa Ha €0.
3MiHu | TMNY - 3MiHK 3 SKOCTI.
A®I. KoHTposnb A®L. 3miHa y
mMeTodax BunpobysaHHs Ad|
abo BuUXigHoro
mMartepiany/npomiKHOro
NpoAyKTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLIECI
BUpo6HULUTBa AP| (HE3HAYHI

3MiHW Y 3aTBEPAKEHUX METOAAX
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BMNPOGYBaHHS) BHECEHHS 3MiHK
[0 MeTOZiB BXiGHOI0 KOHTPOSIO
0N Ai40T peyoBrHU
deHobapbiTan BUPOGHUKIB
«ALKALOIDA Chemical
Company Zrt.», YropwuHa 1a
«Harman Finochem Limited>,
IHAis 3a nokasHMKamm
«Mpo30piCTb PO3UNHY»,
«KonbopoBICTb PO3UNHY»,
«BTpata B Maci npu
BUCYLLYBaHHi», «CynbaTtHa
30/1a» - [LONOBHEHO NOCWUIAHHAM
Ha €®. 3MiHn | TURY - 3MiHN 3
AKoCTi. A®I. KoHTponb AdI.
3miHa y meToax BunpobyBaHHs
Adl abo BuxigHOro
mMartepiany/npomiKHOro
nNpoAaykTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLIECI
BUpo6HUUTBa AP| (HE3HAYHI
3MiHW y 3aTBEPAKEHNX MeTofax
BMNPOGYBaHHS) BHECEHHS 3MiHK
[0 MeTofiB BXIAHOTO KOHTPO/IO
ANA Ailo4oi pevoBUHN
deHobap6iTas BUPOGHMKIB
«ALKALOIDA Chemical
Company Zrt.», YropwuHa 1a
«Harman Finochem Limited»,
IHAiS 338 NOKa3HMKOM
«CynpoBigHi JOMILLKN» -
BUJTyYEHO NOCU/IaHHA Ha SKICTb
CTaHJapTHMX 3pa3kiB.
IHchopmaLis LWoao AKocTi
CTaHapTHWX 3pa3ki., Lo
BUKOPWCTOBYIOTLCS NP
BMNpobyBaHHi HaBeaeHa B
po3gini 3.2.S.5 CtaHgapTHi
3paskv abo npenaparu
peecTpauiiHoro AockLE. 3MiHu |
TMny - 3MiHK 3 aKocTi. ADI.
KoHTponb A®I. 3MiHa y meTogax
BMNpobysaHHA Ad| abo
BMXiAHOTO
mMartepiany/npomiKHOro
npoaykTy/peareHTy, Lo
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BVIKOPWCTOBYETbLCS Y NpoLieci
BMPOGHMLUTBA ADI (iHLWi 3MiHK Y
mMeToAax BUNpPoGyBaHHS
(Bkntovaroun 3amiHy abo
[0MnoBHEHH:A) AD| abo
BUXiAHOro/NPOMIXHOro
npoaykTy) BHeceHHs 3miHn o
METOZiB BXiJHOr0 KOHTPO/IO A/1A
niroyoi pevoBuHY PeHobapbiTan
BUpo6HMKIB «ALKALOIDA
Chemical Company Zrt.»,
YropuuHa Ta «Harman
Finochem Limited», IHgjsa 3a
NOKa3HUKOM «3a/TULLKOBI
KiNIbKOCTi opraHiyHnx
PO3YMHHWKIB», AOAAHO
nocunaHHsa Ha €®. 3mitm | Trny
- 3MiHM 3 AkocTi. A®l. KoHTpob
A®Il. 3viHa y meTofAax
BMNpo6yBaHHA AdI abo
BMXiAHOTO
mMaTtepiany/npombKHOro
npoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA AP (iHLI 3MiHK Y
mMeTofAax BUNPoGyBaHHSA
(BkntOYaOUM 3aMiHy abo
[OMNOBHEHHA) AD| abo
BVIXiZLHOr0/MPOMiXXHOr0
npoayKTy)

BHeceHHs 3MiHM [0 MeTogiB
BXiZIHOr0 KOHTPO/IIO A4/18 Aitoyol
peyoBuHM PeHobapbiTan
BUpOo6HMKIB «ALKALOIDA
Chemical Company Zrt.»,
YropuwmHa Ta «Harman
Finochem Limited», IHgjsa 3a
nokasHukom «KinbkicHe
BM3HAYEHHSI» -NPUBEAEHO Y
BiANOBIAHICTb 40 BUMOT
MoHorpadii E® 3 gfoaaBaHHAM
nocunaHHa Ha €®, Buny4veHo
dopmysy pospaxyHky. 3miHu |
TMny - 3MiHK 3 aKocTi. ADI.
KoHTponb A®I (iHLWi 3MiHW)
BHeceHHs 3MiHW A0 MeTogiB
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep

peecmpayitiHo

20
nocsi0YeHHs1

BXiiHOr0 KOHTPO/IIO AN Aitoyol
peyoBuHM ®eHobapbiTan
BMPOGHUKIB «ALKALOIDA
Chemical Company Zrt.»,

YropuwmHa Ta «Harman
Finochem Limited», IHgia 3a
nokasHukomM «MikpobiosioriyHa

YMCTOTa» - BUNYUYEHHS MOBHOIO

onuncy NpPoBeEHHS METOLUK;
[OMOBHEHHSA BifNOBIAHNM

NOCUIaHHSAM Ha fjlody pefakuito

ooy, €9 2.6.12, 2.6.13,5.1.4.

3MiHu | TURY - 3MiHK 3 SKOCTI.
A®I. KoHTponb A®l. 3miHa y
napameTpax crneuudikauiii
Ta/abo [onyCcTUMNX MEX,
BM3HAYEHNX Yy cneundikauisx Ha
A®I, ab60 BUXigHWIA/NPOMDKHWIA
npoAyKT/peareHT, Wwo
BUKOPVCTOBYIOTBCS Y NPOLEC
BUpoOHULUTBA AP (IHLLi 3MiHW)
BHeceHHs 3MiHM A0
cneuudikauii 4ns giroyoi
peyoBuHM PeHobapbiTan

(BUpOGHUKa M13) BUpOo6HMLTBA

«ALKALOIDA Chemical
Company Zrt.», YropwuHa 1a
«Harman Finochem Limited>,

IHAiS 33 NOKa3HMKOM
«MikpobionoriyHa uncToTa,
30Kpema BUTy4EHO NPUMITKM

CTOCOBHO NepioANYHOCTI
KOHTPOJTH0 *MiKpO6io/IoriuHuiA

KOHTPO/1b NPOBOAATL BUGIPKOBO:

nepLuy Ta KOXHY M'ATY HacTynHy
cepii» oNsi BNPOBaXEHHS

PYTUHHOIO KOHTPOJIHO.

147.

KOPAATIH

arginine
hydrochlor
ide

apriHiHy
rigpoxno
pnAa

BO5XB
01

PO34uH ANs iHdys3il,
42 mr/mn; no 100 mn
y nnsAwyi; no 1
nAAWU y nayui

TOB
"YKpaiHCbK
a
thapmaues
TU4YHa
KomnaHis"

Ykpaina

MpusBatHe
akuioHepHe
TOBapuCTBO

"IHdpy3ia”

Ykpaina

BHECEHHS 3MiH O
peecTpauiiHux maTepianis:
3miHa 3asBHuka /13 (MIBIM)
(BnacHvika peecTpaduiiHoro

nocBigYeHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460):
3MiHM BHECEHI B iHCTPYKLj0 Ans
MeAMYHOr0o 3aCTOCYBaHHS
NiKapcbKoro 3acoby oo

3a
peyenmom

He
nionsie
ae

UA/20660/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

A0faBaHHA po3AiniB «3asaBHUK»
Ta «Micue3HaxomkeHHs
3asBHUKa», SIK HACNIAOK —
BIAANOBIAHI 3MiHW BHECEHI B TEKCT
MapKyBaHHA BTOPUHHOT
ynakoBku (NyHKT 11). TepmiH
BBE[EHHS 3MiH - NPOTAroM 6-Tn
MiCSLB NiCNs 3aTBEPAXKEHHS.
3MiHu | TUNYy - 3MiHK Woa0
6e3nekn/edeKkTUBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs
ab0 3MiHM [0 y3ara/ibHeHUX
[aHvX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHux npo
cuctemy thapmakoHarnsgy,
3MiHa yNoBHOBaXXeHOIT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiICHEHHA
thapmakoHarnagy B YkpaiHi,
SIKLLO BOHA BigMiHHa Bif,
YMOBHOBaXEHOT 0cobY,
BiNOBIAaAbHOI 3a 3iICHEHHS
thapmakoHarnagy (Bkiouyarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
PO3MiLLEeHHI MacTep-thaiina
cmcTeMu dhapmakoHarnsgy)
3MiHa ynoBHOBaXXeHOi 0cobu
3a8BHVKa, BiANOBIAA/ILHOI 3a
hapmakoHarnag,. ditoua
pepakuis: Kaniwes HOpiii
MwuikonalioBuy. MponoHoBaHa
pepakuis: Bputan OkcaHa
BaneHTuHiBHa. 3MiHa
KOHTaKTHUX AaHnX
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
hapMakoHarnsg. 3miHa
MiCLIe3HaxXOpKeHHs macTep-
thaiina cuctemu
hapmakoHarnsgy Ta iioro
Homepa. 3MiHa Micus
3[iACHEHHSI OCHOBHOT AisiNbHOCTI
3 thapmakoHarnsagy. 3midu |
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

TMny - 3MiHK Woa0
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn)
OHOB/IEHHS TEKCTY MapKyBaHHS
yNakoBKM NikapcbKoro 3acoby, a
came: BHeCEHHS peAaKLiiHnX
npaBoK MO TEKCTY. TepMiH
BBEJIeHHS 3MiH - NPOTATrom 6-Tn
MiCALB Nic/A 3aTBEPAXKEHHS.

148.

KOPHEPETE
Nb®

dexpanthe
nol

[ekcnaH
TeHon

SO01XA
12

reslb 04YHWiA, 50 mr/r;
no5ry Ty6i; no 1
Ty6i B KQPTOHHIlA
Kopoo6Li

TOB
«BAYL
XEJIC»

YkpaiHa

[Op. l'epxapg MaHH
Xewm.-chapm.
dabpuk M6 X

Himeyun
Ha

BHECEHHS 3MiH 0
peecTpauiiH1ux maTepianis:
3MiHu | TUny - 3MiHK Woa0
6e3nekn/edeKTNBHOCTI Ta

dhapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3ara/ibHeHUX
[aHux nNpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNoBHOBaXXeEHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiAICHEHHSA
thapmakoHarnagy B YkpaiHi,
SIKLO BOHA BiAMiIHHA Bif
YNOBHOBaXEHOI 0Cco6bu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnagy (Bkio4yarum
KOHTaKTHi fjaHi) Ta/abo 3MiHu y
po3MilLeHHI MacTep-tharina
cuctemu chapmakoHarnsgy)
3MiHa MicLe3HaxXoMKEHHS
mMacTep-haiina cuctemm
thapmakoHarnagy. 3miHa micus
3[jiACHEHHS1 OCHOBHOT AisiNIbHOCTI
3 dhapmakoHarnsgy

6e3
peyenma

UA/8545/01/01

149.

KPANOHIH

Crataeg
us DO,
Kalium
carbonic
um D3,
Spigelia
anthelmi
aD2

Kpanni opasibHi no
30 mn 'y hnakoHi-
KpanenbHuui; no 1
hNakoHy-
KpanesibHuLj B
KOpOoO6Li 3 KAPTOHY

Bionoriwe

XannbMmitTt

esnib Xeesb
mM6X

Himeuun
Ha

Bionoriwe
Xannbmitresnb
Xeenb TM6X

Himeyun
Ha

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHu | TMRY - 3MiHK 3 SKOCTI.
[oTOBWIA Nnikapcbknii 3aci6.
Cucrema
KOHTeliHep/3aKkynopoBasibHWi
3aci6. 3miHa nocTavasibHMKa
nakyBasibHUX MaTtepianis abo
KOMMEKTYHUMX (SKLO

6e3
peyenma

UA/3125/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
3a3Ha4yeHo B [OCbE) (BUYYEHHS
noctavyanbHuka) BunyuerHs
iHhopmaLii Npo noctavyanbHUKa
nakyBasiIbHOroO MaTepiany 3
peecTpauiiiHoro Jocke, a came
po3giny 3.2.P.7 Cuctema
KOHTelHep/3aKynopoBasibHUi
3aci6.
150. | KCAJIATAH® | latanopros | nataHon | SO1EE | kpanni O4Hi, po34uH Biatpic CWA Mdpaiizep Benbris BHECEHHS 3MiH 0 3a UA/11617/01/01
t poct 01 0,005 %; no 2,5 mn CnewenTi MeHtodekuypuHr peecTpauiiHnx matepianis: peyenmom
y nonieTneHoBOMY nnc Benebris 3miHu | TYny - 3MiHK Woao

chnakoHi; no 1
dnakoHy B
KapTOHHI Kopo6Li

6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHM [0 y3araslbHEHNX
[aHuxX nNpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX faHux npo
cuctemy hapmakoHarnsagy,
3MiHa yNOBHOBaXeEHO| 0cobw,
BiAnoBiAa/IbHOI 3a 3AjACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKA 419 34iICHEHHS
thapMakoHarnsagy B YkpaiHi,
AIKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkarovaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHi MacTep-thaiina
cuctemn chapmakoHarnsgy)
3MiHa yNnoBHOBaXkKeHOT 0cobm
3asBHVKa, BignoBigabHOI 3a
hapmakoHarnsg.

[itoua pepakuis: Dr Eiko
Soehlke. NponoHoBaHa
pegakuisi: Andrea Oliva. 3miHa
KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BiANOBIAA/ILHOI 3a
thapmakoHarnag. 3MiHa
MiCLIe3HaxopKeHHsI macTep-
thaiina cuctemu
thapmakoHarnagy. 3miHa micus
3[jiACHEHHS1 OCHOBHOT AisiNIbHOCTI
3 chapmakoHarnsgy.




206

n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

151.

KCO/AP

omalizuma
b

omanisy
Mab

RO3D
X05

NOPOLLIOK ANs
PO3UUHY NS iH'EKLi
no 150 wmr; 1 donakoH
3 MOPOLLKOM Yy
KOMNeKTi 3
PO34MHHKKOM (BOAA
ONA iH'eKLiiA) no 2
M B amnynax Nel B
ynakoBL,i

HosaprTic
dapma Al

LBeiiua
pis

HosapTic ®apma
LTeiH AT,
LLiBeiiuapis;
BTopuHHe
nakyBaHHs, BUMYyCK
cepii: ek
PapmacbioTrKanc
n0.4., CnoBeHis;
Bupo6HuLTBO,
KOHTPO/Ib SIKOCTI,
nepBuHHE
nakyBaHHS
PO3YMHHNKA:
OENb®APM
LIKOH, ®paHuis

LBeiiya
pisi/
CnoBeHi
al
®paHuis

BHECEHHS 3MiH [0
peecTpauiiHnx matepianis:
YTOUYHEHHS HanncaHHsA
ynakoBKu (BUNpaBfieHHs
rpaMaTU4HoOI MOMW/IKN) B
Hakasi MO3 Ykpaiuu Ne 1454
Big 30.09.2026 Ta Ne 1405 Bipg,
24.09.2026 B npoueci
BHeCeHHA 3MiH. Pefakuis B
Hakasi - 1 p/1akoH 3 NOpPOLLKOM Y
KOMM/IEKTI 3 PO3YMHHMKOM (BOAa
Ans iH'eKujid) no 2 Mn B amnynax
Nel B ynakoskLi. BipHa
pepakuis - 1 chnakoH 3
NOPOLUKOM Yy KOMMNJIEKTi 3
pO3uUMHHUKOM (BOAa AnsA
iH’eKuiil) no 2 mn B amnynax
Nel B ynakosLi

3a
peyerimom

UA/9055/01/02

152.

KIOPNE],

sofosbuvir

codhoc6
yBip

JO5AP
08

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, No 400
Mr; no 28 TabneTok
y chnakoHi, no 1

hNakoHy y
KapTOHHI Kopo6Lyi

Crtpainac
Papma

CaileHc

Nimiten

IHais

Crtpaingc ®apma
CalieHc JliviTepq,

IHais

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHu | TUnNy - 3MiHK Woa0
6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHn y

KOPOTKIili XapakTepucTuL,i
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHSs Ta iHCTPYKUiT Ans
MeAMYHOr0o 3aCTOCYBaHHS
reHepnyHnx/ribpngHnx/6ionoaio
HUX NiKapCbKUX 3aco6iB nicns
BHECEHHS Ti€l caMoi 3MiHK Ha
pedepeHTHUIA npenapart (3MiHa
He noTpebye HafaHHA XOLHUX
HOBWX [04AaTKOBUX AaHUX) 3MiHU
BHECEHO B IHCTPYKLit0 415
MeAMYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby [0 po3zinis
"Oco6nuBi 3axogmn 6e3nekn”,
"B3aemogis 3 iHLWMMK
nikapcbknMmuy 3acobamu Ta iHLWi
BVAM B3aemogiin”, "Mo6iyHi
peakuii” BiANOBIAHO A0
OHOBJ1EHOI iHGhopMaui
pedyepPEHTHOro NiKapcbKoro
3acoby SOVALDI, film-coated
tablets 400 mg.

3a
peyerimom

He
nionsie
ae

UA/17463/01/01

153.

NAKTYBIT®

lactulose

NIAKTYNO

AQGA

cupon, 3,335 1/5 mn

TOB

YKpaiHa

TOB "lOpis-®apm"”

YKpaiHa

BHECEHHS 3MiH 0

6e3

UA/12566/01/01
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Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uKa Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
3a D11 no 100 mn a6o 200 "HOpis- peecTpavuiiHux matepianis: peuyenma
My donakoHax dapm” 3miHu | Tvny - 3MiHK Woao
nonimepHux; no 1 6e3nekn/edeKTUBHOCTI Ta
hnakoHy B nayui* 3 thapmakoHarnagy (iHwi 3MiHn) -
KapToHy; *(MOXmBe 3MiHN BHECEHO Y TeKCT
fopatkose MapKyBaHHSA NepBuHHOT (N. 17)
BK/1afaHHA B navky Ta BTOPWHHOI (N. 11) ynakoBku
MipHOrO MPUCTPOID) nikapcbkoro 3acoby. BBegeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepkKeHHs
154. | NAMI3NN terbinafine | Tep6iHa DO1A Kpem 1 %; no 15 KAPO LLIBeuis XaneoH KX LLiBelina BHECEHHS 3MiH g0 6e3 UA/1005/03/01
KPEM piHy E15 a6o0 30rBTy6i; nol | XE/ICKEA C.a.p.n. pist peecTpauiiHux maTepianis: peuenma
rigpoxno Ty6i y KaPTOHHIi Ab 3MiHu | TMRY - 3MiHKU 3 SKOCTI.
png Kopoo6Li CepTudpikaT BignosigHocTi/l E-

cepTudikar BianoBigHOCTI
€Bponecobkin
thapmakonei/mMoHorpadoii.
MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTudikaTa BiZnNoBiAHOCTI
€sponelicbkin hapmakonei: ans
A®l; pns BuxigHoro
MaTtepiany/peareHTy/npoMibKHOro
NPOAYyKTY, WO
BUKOPVCTOBYHOTHCS Y
BUpPO6HULTBI ADI; ans
[0MOMDKHOT PEYOBUHN
(cepTudpikaT BigMOBIAHOCTI
€Bponeiickkili hapmakonei) -
OHoBReHW cepTuddikaT Bif yxe
3aTBEPAKEHOIO BUPOBHMKA -
MofaHHA OHOBNEHOrO
cepTucpikaTta BiANOBIAHOCTI
€Bponelicbkiin dhapmakonei Ne
RO-CEP 2017-272 Rev 02
(3atBepaxeHo: RO-CEP 2017-
272 Rev 01) ansa gitovoi
peyoBuHu Terbinafine
hydrochloride Big Bxe
3aTBEPAKEHOIO BUPOOHMKA
DERIVADOS QUIMICOS S.A.U.
3MiHu | TURY - 3MiHK 3 SKOCTI.
CepTudpikaT BignosigHocTi/l E-
cepTudikar BianoBiAHOCTI
€Bponenchkiin
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Hasga

MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOrO cepTudikaTa
BiZANOBIAHOCTI 260 BUYyYEHHS
cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; onsa suxigHoro
mMarepiany/peareHTy/npomMibkHOro
NPOAYKTY, L0
BUKOPVCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ons
[0MNOMDKHOT peyoBUHU
(cepTudpikat BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHOBNEHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
MofaHHA OHOB/IEHOTO
cepTudikara BiZnNoBIAHOCTI
€sponeiicbkiii hapmakonei Ne
RO-CEP 2017-272 Rev 03 gns
nitoyoi pevoBuHu Terbinafine
hydrochloride Big Bxe
3aTBEPAKEHOIO BUPOOHMKA
DERIVADOS QUIMICOS S.A.U.
3MiHu | TMRY - 3MiHK 3 SKOCTI.
CepTudpikaT BignosigHocTi/l E-
cepTudikat BianoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa
BiZANOBIAHOCTI 260 BUyYEHHS
cepTudikara BiAnNoBIAHOCTI
€Bponelicbkili hapmakonei: ans
Adl; gns BuxigHoro
MaTtepiany/peareHTy/npoMiKHOro
NpoAYyKTY, WO
BUKOPVCTOBYIOTBCS Y
BUPOGHULTBI ADI; Ans
[OMOMDKHOT PEYOBUHM
(cepTudpikaT BigMOBIAHOCTI
€Bponeiicbkili hapmakonei) -
HoBuii cepTudikar Big, Bxe
3aTBEPAKEHOI0 BUPOOHMKA -
MopaHHA HOBOroO cepTudikaTa
BiJNOBIAHOCTI €Bponeiichkil




209

Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

chapmakonei Ne RO-CEP 2021-
256 Rev 01 ans gitoyoi
peyoBuHu Terbinafine
hydrochloride, Type 2 Big Bxe
3aTBEPAKEHOIO BUPOOHMKA
DERIVADOS QUIMICOS S.A.U.
3MiHu | TURY - 3MiHK 3 SKOCTI.
CepTudpikaT BignosigHocTi/l E-
cepTudikat BianoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii.
MopaHHA HoBoro a6o
OHOBJIEHOTO cepTudikaTa
BiZANOBIAHOCTI 260 BUyYEHHS
cepTudikara BiANoBIAHOCTI
€Bponelicbkili hapmakonei: ans
A®l; gns BuxigHoro
MaTtepiany/peareHTy/npoMiKHOro
NpPoOAYyKTY, Wo
BUKOPVCTOBYHOTBCS Y
BUPOGHULTBI ADI; Ans
[OMOMDKHOT PEYOBUHM
(cepTudpikaT BigMOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBNEHWIA cepTUdikar Big, yxe
3aTBEPAKEHOr0 BUPOBHMKA-
MofaHHA OHOBNEHOrO
cepTucpikaTa BiANOBIAHOCTI
€Bponevicbkiin dhapmakonei Ne
CEP 2017-272 Rev 04 ansa
Aitoyoi peyosuHn Terbinafine
hydrochloride Big Bxe
3aTBEPAKEHOr0 BUPOGHUKA,
SIKWIA 3MIHMB Ha3BY Ha
DERIVADOS QUIMICOS S.A.
3MiHY | TMNY - 3MiHK 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-
cepTtudikaT BigNoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOrO cepTudikaTa
BiZANOBIAHOCTI 260 BUYyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; onsa BuxigHOro
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n/n

JliKapcbKo20

Hasga

3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO
BUKOPVCTOBYIOTHCS Y
BUPOGHMLTBI ADI; ans
[0MOMDKHOT PEYOBUHHN
(cepTudpikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) -
OHOBReHWi cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
lMogaHHA oHOBNEHOTO
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiit hapmakonei Ne
CEP 2021-256 Rev 02 gns
Aitoyoi pevoBuHM Terbinafine
hydrochloride, Type 2 Big BxXe
3aTBEPAKEHOro BUPOBGHYKA,
AKWIA 3MIHVB Ha3BY Ha
DERIVADOS QUIMICOS S. A.

155.

NAPUTWUNEH

®

neksasni
Hito
xnopwuga,
anbykai
Hy
rigpoxno
pna

RO2A

Tabnetkv gns
PO3CMOKTYBaHHS 3i
CMakom MATu; Mo
10 TabneTok y
6nicTepi; no 1, 2 abo
4 6nictepun y navui

NAT
"Knismegn
penapat”

YkpaiHa

MAT
"Knismegnpenapa
™

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHu | TUNY - AgMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHSA AiSNIbHOCTI
BMPOGHMKA (BK/IOYAOUM, 3a
HeobXigHOCTI, Micue
nNpoBeAeHHSA KOHTPOSIK0 SKOCTI),
abo BnacHuka mactep-thaiina Ha
A®l, abo noctavasibHNKa
Adl/BnxigHoro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO 3aCTOCOBYHOTLCA Y
BUPO6HMUTBI ADI (SKLLO
3a3HayeHo y [JoCbE Ha
nikapcbkuii 3aci6) 3a BiACYTHOCTI
cepTudikaTa BiZnNoBiAHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [OCbE, ab0
BMPOBHMKA HOBOI JOMOMIXHOT
PEYOBUHY (SIKLLO 3a3HAYEHO Y
[0CbE) - 3MiHa Ha3BY BUPO6HUKa
A®I| AnbykaiHy rigpoxnopug, a
came 3 Pioneer Agro Industries
(Pharmaceutical Division), IHgis
Ha PIONEER AGRO
INDUSTRIES SANVIN

6e3
peyenma

UA/16643/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

LABORATORIES PRIVATE
LIMITED, Ingis.

156.

NAPUTWUNEH
®

neksani
Hito
Xnopwug,
oneykai
HYy
rigpoxno
pna

RO2A

Tabnetkun Ans
PO3CMOKTYBaHHS 3i
CMakoM M'ATK Ta
NIMMOHy; no 10
Tabnetok y 6nictepi;
nol, 2 a6o4
6nictepu y nauui

MAT
"Kuismegn
penapat”

YkpaiHa

MAT
"Kuismepnpenapa
™

YkpaiHa

BHECEHHS 3MiH [0
peecTpauinHMx maTepianis:
3MmiHu | TYny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaXEHHS Ais/IbHOCTI
BMpO6HUKa (BK/IOYaKoUK, 3a
HeobXxigHOCTI, micue
NpoBefeHHS KOHTPOJIH0 SIKOCTI),
abo BnacHuka mactep-cpaiina Ha
A®l, abo noctavasibHNKa
AdI|/BMXigHOrO
MaTtepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 3aCTOCOBYHOTHLCS Y
BMPOGHMLTBI AP (KO
3a3HayeHo y OCbEe Ha
nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudpikaTa BiANoOBIAHOCTI
€Bponeiicbkili hapmakonei y
3aTBEpAKEHOMY AOCbE, 260
BMPOGHMKA HOBOI JOMOMIKHOI
PEYOBMHM (SIKLLO 3a3HAYEHO Y
[0CbE) - 3MiHa Ha3BW BUPOBHMKA
A®| AunbykaiHy rigpoxnopug, a
came 3 Pioneer Agro Industries
(Pharmaceutical Division), IHgis
Ha PIONEER AGRO
INDUSTRIES SANVIN
LABORATORIES PRIVATE
LIMITED, IHgis.

6e3
peuyenma

UA/16644/01/01

157.

NAPUTWUNEH
®

neksani
Hito
xnopwuga,
onéykai
HYy
rigpoxno
pna

RO2A

Tabnetku Ans
PO3CMOKTYBaHHS 3i
CMakoM M'SiTn Ta
ManinHu, no 10
TabneTtok y 6nictepi;
nol, 2a6o4
6nictepu y nauui

MAT
"Kuismegn
penapat”

YkpaiHa

MAT
"Kuismegnpenapa
™

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiinHMX maTepianis:
3MiHY | TUNY - AgMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaKeHHA AiANIbHOCTI
BMpO6HUKa (BK/IOYaOUK, 3a
HeobXxigHOCTI, micue
NpoBeAeHHA KOHTPOJIK0 AKOCTI),
abo BracHuka mactep-cpaiina Ha
A®I, abo noctavasibHuKa
Adl/BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NpoAyKTY, L0 3aCTOCOBYIOTbCS Y

6e3
peyenma

UA/16645/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
BMPOGHULTBI AP (SKLLO
3a3HayeHo y OCbE Ha
nikapcbkuii 3aci6) 3a BiACYTHOCTI
cepTuchikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY AOCbE, 860
BMPOGHMKA HOBOI JOMNOMIKHOI
PEYOBMHM (SIKLLO 3a3HAYEHO Y
[0CbE) - 3MiHa Ha3BW BUPOBHMKA
A®| Anbykainy rigpoxnopug, a
came 3 Pioneer Agro Industries
(Pharmaceutical Division), IHais
Ha PIONEER AGRO
INDUSTRIES SANVIN
LABORATORIES PRIVATE
LIMITED, Ingais.
158. | NEBOAPONMP | levodropro | neeogpo - NOPOLLIOK TOB YkpaiHa XyHaHb [xyaiaH Kutai BHECEHHS 3MiH 0 - UA/18660/01/01
Ooni3vH pizine nponisunH (cybeTaHuin) y «KYCYM» XOHrsHr peecTpauiiHix maTepiasnis:
noABiiHNX dapmacbloTikan 3MmiHu | TUny - AgMiHICTpaTUBHI
nonieTuIeHoBKX Ko. NiTg,. 3MiHW. 3MiHa HaliMeHyBaHHS
naketax g Ta/abo agpecu 3asBHUKaA
hapmaueBTUYHOTO (BnacHuka peecTpauinHoro
3acTOoCyBaHHS noceigyeHHs) 3miHa
HallMeHyBaHHs 3asiBHUKa 3 TOB
"TNEA®APM NTA", YkpaiHa Ha
TOB "KYCYM", YKpaiHa
159. | JIEBOKAPHIT | levocarniti | nesokap - KpUcTanivyHmi TOB YkpaiHa Hoprict Kutaii BHECEHHS 3MiH 0 - UA/20060/01/01
NH ne HITWH NOPOLLIOK "HOpis- dapmacbloTikan peecTpauiiHnx matepianis:
(cybeTaHuis) y Papm” Ipyn Ko., N114. 3MiHY | TUNY - 3MiHK 3 AKOCTI.
nonieTuneHoBnxX A®I|. CtabinbHicTb. 3miHa
naketax gns nepiogy NOBTOPHMX
hapmaueBTUYHOTO BMNpoGyBaHb/nepiogy
3acTOCyBaHHS 36epiraHHa abo ymoB

36epiraHHa A®I (3a BigcyTHOCTI
y 3aTBEPKEHOMY [JOCbE
cepTudikaTa BiZnNOBIAHOCTI
€Bponelicbkiin hapmakonei, wo
BK/TIOHAE Nepiog, MOBTOPHOrO
BUNPO6YBaHHS) (nepiog,
NOBTOPHOrO
BMMNpobyBaHHA/nepios
36epiraHHs) - 36inbLUeHHs abo
BBE/EHHS nepiogy NOBTOPHOMO
BMNpo6yBaHHsA/nepiogy
36epiraHHs Ha OCHOBI
pe3ynbTaTiB AOCNIDKEHDb Y




213

Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
peanbHOMY 4aci - 36ibLUEeHHS
nepiogy nepekoHTposnio Ad|
NeBokapHiTUH «Northeast
Pharmaceutical Group Co.,
Ltd.», China, 3 2-x pokiB Ha 3
pOoKM.
160. | NEPHO® leflunomid | nednyn | LO4AK | Tabnetku, BKpuUTI TOB YkpaiHa Kycym Xentxkep IHAis BHECEHHS 3MiH 0 3a UA/6367/01/02
e omig, 01 060/10HKOI0, NO 20 «KYCYM» MeT NiTg peecTpauiiHnux matepianis: peyenmom
mr; no 10 TabneTok 3MiHu | TUNY - AgMiHICTPaTUBHI
y 6nicTepi; no 3 3MiHW. 3MiHa HaliMeHyBaHHS
6nictepn y Ta/abo agpecy 3asBHMKa
KapTOHHI ynakoBLi (BnacHvika peecTpadiiHoro
noceigyeHHs) 3miHa
HaliMeHyBaHHS 3asiBHMKa
(BnacHvika peecTpadiiHoro
noceigyeHHs), 6e3 3mMiHun
IOpPUANYHOI 0CobU
161. | IE®HO® leflunomid | nedonyH - TabneTku, BKPUTI TOB YkpaiHa Kycym Xentxkep IHAis BHECEHHS 3MiH 0 - UA/21115/01/01
e omig, 060/10HKOI0, No 20 «KYCYM» MeT NTg, peecTpauiiHnx matepianis:
mr; in bulk Ne14000 3MiHY | TUNY - AgMIHICTPaTUBHI
(10x1400): no 10 3MiHW. 3MiHa HaliMeHyBaHHS
TabneTtok y 6nictepi; Ta/abo agpecu 3asBHUKA
no 1400 6nictepiB y (BnacHvika peecTpadiiHoro
KapTOHHI KopooLyi nocBiAYeHHs) 3MiHa
HalilMeHyBaHHS 3asBHUKa
(BnacHvika peecTpadiiHoro
NnocBigYeHHs), 6e3 3MiHK
HOpUANYHOI 0cobm
162. | NIBEPATTI® drospireno | etuHinec | GO3A TabneTkn, BKpUTI TOB YkpaiHa BMPOGHMLTBO IcnaHis BHECEHHS 3MiH [0 3a UA/16408/01/01
ne and Tpagion, | Al2 nniBKOBOO "BOPBAP Tabnevok, peecTpauiiiHix matepianis: peyenmom
ethinylestr | gpocnip o6o0oHkoto, 0,02 TC nepBrHHE Ta 3MiHM | TMNY - 3MiHK 3 AKOCTI.
adiol €HOH Mr/3 mr; no 28 PAPMA" BTOpPUHHE [oTOBWIA Nikapcbknii 3aci6.
(24+4) Tabnetok y nakyBaHHs, 3MiHW Y BUPOGHULITBI. 3MiHa

6nictepi; no 1
6nicTepy pasom 3
KasieHaapHo
LKasio Ta
Tpumauem ans
6nictepy y kopobui 3
KapTOHY

KOHTPO/b SKOCTI
(OKpiM KOHTpPOSI0
AKOCTI
(mikpo6ionoriyHa
yucToTa) Ta
BUMYyCK cepil
KiHLLeBOro
NPOAYKTY):
Nab6opaTtopioc
JleoH ®apma,
C.A,, IcnaHisi;

KOHTPOJ1b AKOCTI

iMnopTepa/amiHu, Lo
CTOCYHTbCS BUMYCKY cepil Ta
KOHTPOJI0 SIKOCTi FOTOBOrO
nikapcbKkoro 3acoby (3amiHa abo
[oaaBaHHA AiNbHUL, Ha Sk
3[iCHI0ETbCS
KOHTPO/Tb/BUNPOBYBaHHS cepii) -
3amiHa ginaHkn, ne
34ilicHI0ETLCA MikpobionoriyHe
TecTyBaHHA Npu piHasIbHOMY
KOHTpO~i cepili Ha
LABORATORIO ECHEVARNE,
S.A. Avenida Can Bellet, 61-65,
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uKa Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
(mikpo6ionoriyHa Sant Cugat del Valles, 08174
yncToTa): Barcelona, Spain, Ta
Nab6opaTtopio YTOYHIOKTLCA PYHKLT
EuyeBapHe C.A., 3aTBEPAKEHOro BUpo6HMKa N3
Icnanis NabopaTtopioc J/leoH dapma,
C.A., IcnaHis (BUPOGHMLTBO
TabneTok, NepBrHHE Ta
BTOPWHHE MakKyBaHHS, KOHTPO/1b
AKOCTi (OKPIM KOHTPOJIHO AKOCTI
(mikpobionoriyHa yncroTa) Ta
BUMYCK Cepili KiIHLEBOro
npoAyKTY).
163. | NIHEPOP pregabalin | nperaba | NO2BF | kancynu TBepgi no dapmaues | Monbwa | PapmaueBTuyHuii | Monblia BHECEHHS 3MiH 0 3a He UA/18144/01/01
NiH 02 75 mr; no 14 kancyn TUYHWI 3aBof, peecTpauiiHnux maTepianis: peyenmom | nidnse
y 6nictepi; no 1 abo 3aBof, «[Monbthapmar» BHECEHHS 3MiH 0 ae
4 6nictepu B "TIONb®A C.A. peecTpauiiHnx matepianis:
KapTOHHI Kopo6Lyi PMA" C.A.

3MiHu | TMNY - 3MiHKU 3 SKOCTI.
[oTOBWIA Nikapcbkunit 3aci6.
Cucrtema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO J1iKapCbKOro 3acoby
(3MiHa KiflbKOCTi 0AVMHMLB
(Hanpuknag, Tabnetok, amnyn
TOLLO) B yMakoBLi:) - 3miHa y
AianasoHi 3aTBepAKeHNX
pO3MipiB yNnakoBku - BBeneHHs
[0[AaTKOBOrO MakyBaHHs Ans
[o3sysaHb 75 mr, 150 mr ta 300
M, @ came:

[Ana nosysaHHA 75 mr; no 14
kancyn y 6nictepi; no 1 6nicrepy
B KapTOHHI KopobL;

Ansa posysaHHA 150 mr ta 300
Mmr: no 14 kancyn y 6nictepi; no
2 6nicTepu B KAPTOHHIli kopobLyi,

3 Bi4NOBIAHMMY 3MiHaMK [0
po3giny «YnakoBka».
3arBepaKeHo:
no 14 kancyn y 6nictepi; no 4
6nicTepy B KapPTOHHI KOpo6L;i 3
MapKyBaHHSAM YKPaiHCbKOI
MOBOIO
3anponoHoBaHo:
ONA 0o3yBaHHA 75 Mmr: no 14

Kancyn y 6nictepi; no 1 a6o 4
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

6nicTepy B KAPTOHHIl KOPOOLL 3
MapKyBaHHAM YKPaiHCbKOIO
MOBOIO
ons aosysaHb 150 mr ta 300 mr:
no 14 kancyn y 6nictepi; no 2
a60o 4 6nicTepy B KAPTOHHIN
KOpo6Li 3 MapKyBaHHAM
YKPaiHCbKOI MOBOO
3MiHV BHECEHO B iIHCTPYKLi0 ANs
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby B po3gisn
"YnakoBka" y 3B'A3Ky 3
BBEJIEHHAM [04aTKOBUX
YNaKkoBOK, SK HACNIAOK -
3aTBEPKEHHS TEKCTY
MapKyBaHHS JOAATKOBUX
yMakoBOK NiKapCbKoro 3acoby.
BBefeHHA 3MiH NPOTArom 6-Tn
MiCALIB MiC/1A 3aTBEPLKEHHS

164.

NIHE®OP

pregabalin

npera6a
niH

NO2BF
02

Karncynv Teepai no
150 wr; no 14
Kkancyn y 6nictepi;
no 2 a6o 4 6nictepn
B KapTOHHI1 kopobui

dapmaues
TUYHWIA
3aB0O/,

"MOJIb®A

PMA" C.A.

Monbwa

dapmaLleBTUYHNIA
3aBOf,
«Monbhapma»
C.A.

MonbLwa

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHY | TMNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknit 3aci6.
Cucrtema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3miHa po3mipy ynakoBku
rOTOBOrO J1iKapCbKOro 3acoby
(3MiHa KiNlbKOCTi oanHULb
(Hanpuknag, Tabnetok, amnyn
TOLLO) B yMakoBLi:) - 3miHa y
[iana3oHi 3aTBepaKeHnx
pO3MipiB ynakoBku - BBefeHHs
[04aTKOBOro nakyBaHHS gns
[o3yBaHb 75 mr, 150 mr ta 300
M, a came:

Ana nosysaHHA 75 mr; no 14
Kancyn y 6nictepi; no 1 6nictepy
B KapTOHHI Kopo6Lj;

Ansa posysaHHA 150 mr ta 300
Mmr: no 14 kancyn y 6nictepi; no
2 6nicTepn B KapTOHHI kopobLy,
3 BignoBigHMMM 3MiHaMK [0
po3ainy «YnaxkoBka.
3aTBepXeHo:

3a
peyenmom

He
nionsie
ae

UA/18144/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

no 14 kancyn y 6nictepi; no 4
6nicTepy B KApPTOHHI Kopo6L;i 3
MapKyBaHHAM YKPaiHCbKO
MOBOO
3anpornoHoBaHo:

ONA 0o3yBaHHA 75 mr: no 14
Kancyn y 6nictepi; no 1 a6o 4
6nicTepy B KApPTOHHI kopo6L;i 3
MapKyBaHHAM YKPaiHCbKOI
MOBOIO
ons gosysaHb 150 mr ta 300 mr:
no 14 kancyn y 6nictepi; no 2
ab0 4 6nicTepun B KAPTOHHiiA
KOpOoO6Li 3 MapKyBaHHSM
YKPaiHCbLKOK MOBOHO
3MiHV BHECEHO B IHCTPYKLiO AN
MeJMYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby B po3ain
"YnakoBka" y 3B'A3Ky 3
BBEJEHHAM [04aTKOBMX
yNakoBOK, SIK HACNIAOK -
3aTBEPKEHHS TEKCTY
MapKyBaHHA [1OAATKOBUX
yNakoBOK NiKapCbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCsILiB MicNnsi 3aTBEPAKEHHSI

165.

NIHE®OP

pregabalin

npera6a
niH

NO2BF
02

Kancynv TBepaj no
300 wmr; no 14
Kancyn y énicrepi;
no 2 a6o 4 6nictepu
B KapTOHHIi kopobu

dapmaues
TUYHUIA
3aB0/,

"MOJNIb®A

PMA" C.A.

MonbLa

dapmaLeBTUYHNIA
3aBog,
«Monbhapmar»
C.A.

MonbLa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
BHECEHHS 3MiH O
peecTpauiiHux maTepianis:
3MiHu | TMRY - 3MiHKU 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa po3mipy ynakoBku
rOTOBOrO J1iKapCbKOro 3acoby
(3MiHa KiflbKOCTi 0ANHWLb
(Hanpwvknag Tabnetok, amnyn
TOLLLO) B ynakoBLi:) - 3miHa y
JianasoHi 3aTBepAKEHNX
pO3MipiB ynakoBku - BBegeHHs
[04aTKOBOro nakyBaHHs ons
nosysaHb 75 mr, 150 mr ta 300
M, @ came:

[Ana nosysaHHA 75 mr; no 14
Kancyn y 6nictepi; no 1 6nictepy

3a
peyenmom

He
nionsie
ae

UA/18144/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

B KAPTOHHIli KOpO6L;
Ana posysaHHA 150 mr ta 300
Mr: no 14 kancyn y 6nictepi; no
2 6nicTepy B KApTOHHIl KOpo6L,
3 BigNoBigHMMM 3MiHaMK [0
po3ainy «YnaxkoBka.
3aTBepXeHo:
no 14 kancyn y 6nictepi; no 4
6nicTepy B KApPTOHHI KopobLi 3
MapKyBaHHAM YKPaiHCbKOIO
MOBOIO
3anponoHoBaHo:

ONA 0o3yBaHHA 75 mr: no 14
Kancyn y 6nictepi; no 1 abo 4
6nicTepy B KApPTOHHI KopobLi 3
MapKyBaHHAM YKPaiHCbKOIO
MOBOIO
ona nosysaHb 150 mr ta 300 mr:
no 14 kancyn y 6nictepi; no 2
abo 4 6nicTepn B KAPTOHHIN
KOpO6Li 3 MapKyBaHHAM
YKparHCbKO MOBOIO
3MiHN BHECEHO B IHCTPYKLil0 ANA
MeAMYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby B po3ain
"YnakoBka" y 3B'A3Ky 3
BBE/IeHHAM [04aTKOBUX
yMNakoBOK, SIK HACNIAOK -
3aTBEPAKEHHSA TEKCTY
MapKyBaHHS1 40AATKOBUX
YyNaKoBOK NiKapCbKoro 3acooby.
BBegeHHs 3MiH npoTArom 6-tv
MiCsILiB Micns 3aTBepPAKEHHS

166.

NINPUMAP®

atorvastati
n

aropsac
TaTviH
KasibLiito

C10A
A05

TabneTkn, BKPUTI
nniBKOBOIO
06010HKO10, o 10
mr, no 10 TabneTok
y 6nictepi; no 3
6nictepu a6o no 10
6nictepiB y
KapTOHHI Kopo6Lli

Biatpic
CnewwenTi
nnc

CLA

MepBuHHa Ta
BTOPVHHA
ynakoBka,

KOHTPO/b SKOCTI
Ta BUMyCK cepii:
Mdpaiizep
MeHtodekuypuHr
[Loliuneng N'v6X,
HimeuuunHa,;
BVMPOGHMLTBO in
bulk, koHTponb

AKOCTI: BiaTpic

dapwmactoTikan3

Himeyun
Ha/ CLLUA

BHECEHHS 3MiH [0
peecTpauiiHnux maTepiasnis:
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/eeKTNBHOCTI Ta

dhapmakoHarnsgy. BeeferHs
a60 3MiHM [0 y3arasibHeHNxX
[aHux npo cuctemy
thapmakoHarnsgy (BBeAeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnsgy,
3MiHa yNOBHOBaXEHOI 0coou,
BiANOBIAA/ILHOI 3a 34iAiCHEHHS

dhapmakoHarnsgy; KOHTakTHol

3a
peyerimom

UA/2377/01/04
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

NINC, CWA

ocobu 3 hapmakoHarnagy
3as1BHMKa ANA 34iACHEHHS
thapmakoHarnagy B Ykpaini,
AKLLIO BOHA BigMiHHA Bif,
YNOBHOB&XeHOT 0cobw,
BiANOBIAA/ILHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaroun
KOHTaKTHi fjaHi) Ta/abo 3MiHn y
po3MilLieHHi MacTep-thaiina
cucTemn chapmakoHarnsgy)
3MiHa yNnoBHOBaXKEHOT 0cobm
3asBHMKa, BiANOBIAA/IbHOT 38
hapmakoHarnag,.
[itoua pepakuis: Dr Eiko
Soehlke. MNMponoHoBaHa
pepakuis: Andrea Oliva. 3miHa
KOHTaKTHUX JaHnX
YNOBHOBaXEHOI 0CO6U
3asBHVKa, BignNoBigabHOT 3a
thapmakoHarnag. 3miHa
MiCLIe3HaxXoKeHHs1 macTep-
thaiina cuctemu
thapmakoHarnagy. 3miHa Micus
3[jACHEHHSI OCHOBHOT AisNIbHOCTI
3 dhapmakoHarnsay

167.

NINPUMAP®

atorvastati
n

aropsac
TaTVH
KaubLyjito

C10A
AO5

TabneTkn, BKpUTI
nNiBKOBOIO
060710HKO0, No 20
Mr, no 10 TabneTok
y 6nictepi; no 3
6nictepu abo no 10
6nictepiB y
KapTOHHI KopooLyi

BiaTpic
CnewenTi
nnc

CLIA

Brpo6HMLTBO in
bulk, nepsuHHa Ta
BTOPVHHA
ynakoBska,
KOHTPONb SIKOCTI
Ta BUNycK cepii:
Mdpaiizep
MeHtothekUypuHr
[onuneng MmoéxX,
HimeyuunHa;
BUPOBHMLTBO in
bulk, koHTpONb
AKocTi: BiaTpic
$apmactoTikana
NINC, CWA

Himeuun
Ha /CLUA

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHu | TURY - 3MiHK WoAo
6e3nekn/edeKTBHOCTI Ta

dhapmakoHarnsgy. BeegeHHs
ab60 3MiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHarnagy,
3MiHa yNoOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34IACHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHa Bif,
YMOBHOBaXEHOI 0CObY,
BiANoBiAa/IbHOI 3a 3AjACHEHHS
thapMakoHarnsgy (Bkiro4aroum
KOHTaKTHi AiaHi) Ta/abo 3MiHn y

3a
peyenmom

UA/2377/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

PO3MiLLEeHHI MacTep-thaiina
cuctemu chapmakoHarnsgy)
3MiHa ynoBHOBaXXeHOi 0cobu
3a8BHVKa, BiANOBIAA/ILHOI 3a
hapmakoHarnsg,.

[Oitova pepakuis: Dr Eiko
Soehlke. MponoHoBaHa
pepaxkuis: Andrea Oliva. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0co6u
3as1BHYMKA, BignoBigasibHOI 3a
hapMakoHarnag. 3miHa
MiCLLe3HaxXOMKEHHS MacTep-
thaiina cuctemu
hapMakoHarnsagy. 3miHa micus
3[jl/iCHEHHSI OCHOBHOI AifANIbHOCTI
3 dpapmakoHarnsgy

3a

UA/2377/01/02

168.

NINPUMAP®

atorvastati
n

aTopBsac
TaTuH
KasibLito

C10A
A05

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKOI0, MO 40
mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHI KopooLyi

Biatpic
CnewenTi
nnc

CWA

Brvpo6HMUTBO in
bulk, nepBuHHa Ta
BTOPVHHA
ynakoBka,
KOHTPO/b AKOCTI
Ta BUMyCK cepii:
Mdpaiizep
MeHtodekuypuHr
[Loliuneng N'v6X,
HimeuuunHa,;
BVMPOGHMLTBO in
bulk, koHTponb
AKOCTI: BiaTpic
dapmactoTikan3
NINC, CWA

Himeyun
Ha/ CLLUA

BHECEHHS 3MiH [0
peecTpavuinHMx MaTepiasis:
3MmiHu | TNy - 3MiHK WwWoao

6e3nekun/edeKkTBHOCTI Ta
thapmakoHarnagy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[aHux npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3ara/ibHeHNX AaHux npo
cuctemy chapmakoHarnagy,
3MiHa yNOBHOBaXEHOI 0cobu,
BiANOBiAA/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKA ANA 34iICHEeHHS
thapMakoHarnsagy B YkpaiHi,
AKLLIO BOHA BigMiHHA Big,
YMOBHOBaXeHOT ocobw,
BiANOBIAA/ILHOI 3a 34iAiCHEHHS
hapmakoHarnsgy (Bkirovaroun
KOHTaKTHi fjaHi) Ta/abo 3MiHn y
po3MilLieHHi MacTep-thaiina
cucTemn chapmakoHarnsgy)
3MiHa yNnoBHOBaXKeHOT 0cobum
3asBHMKa, BiANOBIAA/ILHOT 38
hapmakoHarnag,.
[itoua pepakuis: Dr Eiko
Soehlke. MponoHoBaHa

pegakuisi: Andrea Oliva. 3miHa

peyenmom
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
KOHTaKTHUX JaHuX
YMOBHOB&XEHOI 0c06U
3asBHMKa, BiANOBIAA/IbHOT 38
hapmakoHarnsg. 3miHa
MiCLIe3HaxXOKEeHHs MmacTep-
thaiina cuctemu
hapmakoHarnsgy. 3miHa micus
3[iiCHEHHS] OCHOBHOI Aisi/TbHOCTI
3 papmakoHarnsgy
169. | NINPAMAP® atorvastati | atopsac | C10A TabneTku, BKpUTI Biatpic CWA MepBuHHa Ta Himeuun BHECEHHS 3MiH 0 3a UA/2377/01/03
n TaTuH A05 nniBKOBOIO CrewenTi BTOPUHHA Ha/ CLLA peecTpauiiHnux maTepiasnis: peyenmom
KasibLiito 06010HKO10, No 80 nnc ynakoBKa, 3MiHu | TNy - 3MiHK Woa0

mr, no 10 TabneTtok
y 6nictepi; no 3
6nictepu B
KapTOHHI KOpo6Lyi

KOHTPO/b AKOCTI
Ta BUMyCK cepii:
Mdpaiizep
MeHtodekuypuHr
[Loliuneng N'vo6X,
HimeuuunHa,;
BVMPOGHMLTBO in
bulk, koHTponb
AKOCTI: BiaTpic
dapmactoTikan3
NINC, CWA

6e3nekn/edeKTNBHOCTI Ta
dhapmakoHarnsgy. BeeferHs
a60 3MiHM [0 y3arasibHeHNxX
[aHux npo cuctemy
hapmakoHarnsgy (BBeAeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOI 0cobH,
BiANOBIAA/ILHOI 3a 34iAiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA AN 3MiACHEHHS
thapmakoHarnagy B Ykpaii,
SKLO BOHA BiAMIHHA Bif
YNOBHOB&XEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iICHEHHSA
thapmakoHarnagy (Bko4yatum
KOHTaKTHI AaHi) Ta/abo 3MiHu y
po3milLeHHi macTep-thainna
cuctemMu chapmakoHarnsgy)
3MiHa ynoBHOBaXXeHOi 0cobu
3asBHVKa, BigNoBigaIbHOT 3a
hapmakoHarnag,.
[Oitova pepakuisn: Dr Eiko
Soehlke. MNponoHoBaHa
pepaxkuis: Andrea Oliva. 3miHa
KOHTaKTHUX JaHnX
YNOBHOBaXEHOI 0Co6U
3as1BHMKA, BiANOBiAa/IbHOT 3a
hapmakoHarnsg. 3miHa
MiCLLE3HaxXOMKEHHSA MacTep-
thaiina cuctemu
hapmakoHarnsagy. 3miHa micus

3[iICHEHHSI OCHOBHOI AiSNbHOCTI
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
3 dhapmakoHarnsay
170. | TOM®IOKC lomefloxac | nomecpn | JOLMA | Tabnetku, BKpUTI Inka IHAis Inka JlabopaTopi3 IHgis BHECEHHS 3MiH 0 3a He UA/0243/01/01
in okcauuH | 07 nNiBKOBOIO Na6opato NimiTen peecTpauiiHux maTepianis: peuenmom nionsie
y 060510HKoOt0, Nno 400 pi3 3MiHn | TURY - 3MiHK WoAo ae
rigpoxno Mr; no 5 TabneTtok y Niviten 6e3nekn/edeKTBHOCTI Ta
pug 6nictepi; no 1 thapmakoHarnsgy. 3miHa y
6nictepy B KOPOTKili XapakTepucTuy,i
KapTOHHI ynakoBLi; NiKapcbKoro 3acoby, TEKCTi
no 5 tabnetok y MapKyBaHHS Ta IHCTPYKLUIT Ans
6nictepi; no 1 MEeAMNYHOro 3aCTOCyBaHHS Ha
6nictepy B nigctasi perynspHo
KapTOHHI ynakoBL; OHOBJ/IOBAHOTO 3BITY 3 6e3neku
no 4 ynakoBku B nikapcbKoro 3acoby, abo
KapTOHHI Kopo6Li [ocnigpkeHb 3 6e3neku
3aCcTOCyBaHHS NiKapCcbKoro
3acoby B nicspeecTpayiiHnii
nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 OCNiKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy
negjiatpuyHux gocnigpkers (PIP)
(3MiHY y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBAXKEHVM
opraHom)
3MiHV BHECEHO [0 IHCTPYKLUIT
AN MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby B po3aisn
"Mo6iyHI peakuii BigNOBIAHO A0
OHOB/IEHOT iHdhopMaLiii 3
6e3nekun Aityoi Ppe4yoBUHN.
171. | MATHIKYM- - MarHito Al1E TabneTku, BKPUTI AT YkpaiHa AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH 0 6e3 UA/16534/01/01
AHTUCTPEC uutpati | C naiBKOBOIO "KMIBCbK BITAMIHHIA peecTpauiiHnx matepianis: peyenma
® nipuaokc 060/10HKOI0; No 10 nin 3ABOA" 3MiHY | TUNY - 3MiHW 3 AKOCTI.
NHY Tabnetok y 6nictepi; | BITAMIHH CepTtudikat BignosigHocTi/lE-
rigpoxno no 6 6nictepis y un cepTudikaT BigNoBigHOCTI
png nauuj; no 12 3ABOL" €Bponeiicbkili

Tabnetok y 6nictepi;
no 4 a6o 5 6nictepis
y nauui

thapmakonei/moHorpadii.
MogaHHsA HOBOro abo
OHOBJIEHOrO cepTudikarta
BiANOBIAHOCTI ab0 BU/TyUYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin dhapmakonei: ans
A®l; nns BuxigHoro
MaTtepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO
BUKOPVCTOBYIOTHCS Y
BUMPOGHMLTBI API; Ans
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
[OMOMDKHOT pEYOBUHM
(cepTudpikaT BigMOBIAHOCTI
€Bponeiicbkili hapmakonei) -
HoBwit cepTudikaT Big, HOBOTO
BMPO6HMKa (3amiHa abo
[OMNOBHEHHS) -
MopaaHHA Hosoro CEP (CEP
2013-165-Rev 01) gna Al
MipnaokcuHy rigpoxnopuz Big,
HOBOro BMPOGHUKa "Jiangxi
Tianxin Pharmaceutical Co.,
Ltd", Kutaii.
172. | MAMAEKNA daclatasvir | gaknata | JOSAP | Tabnetku, BKpuUTI MaiinaH IHAis MaiinaH IHAis BHECEHHS 3MiH 0 3a UA/17912/01/01
cBipy 07 nniBKOBOIO Na6opaTto NabopaTtopis peecTpauiiHnux maTepianis: peyenmom
aurigpox 060/10HKO10, Mo 60 pi3 NimiTen 3MiHu | TUnNy - 3MiHK Woa0
nopug, Mr; no 28 TabneTok Nimiten 6e3nekn/edeKTNBHOCTI Ta

Y Henpo3opomy
nonieTuneHoBoOMy
hnakoHi 61aknTHOro
KOMbOpY 3
6n1aKkMTHOO
Henpo3opoto
noninponisieHoBO
KPWLLIKOIO B
KapTOHHI Kopo6Lyi

dhapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3ara/ibHeHUX
[aHux nNpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNoBHOBaXXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnisgy
3asBHUKA 419 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLLO BOHA BiAMiIHHA Bif
YNOBHOBaXEHOI 0Ccobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnagy (Bkiovyarum
KOHTaKTHi faHi) Ta/abo 3MiHu y
po3MilLeHHI MacTep-harina
cuctemu chapmakoHarnsgy)
3MiHa yNnoBHOBaXXeHOi 0cobu
3asBHWVKa, BiANOBIAA/IbHOI 3a
thapmakoHarnsag.

[Oitova pepakuin: Dr Eiko
Soehlke. MponoHoBaHa
pepakuis: Andrea Oliva. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0co6u
3asBHYKA, BignoBigasibHOI 3a
hapMakoHarnag. 3miHa
MiCLLe3HaXOMKEHHSA MacTep-
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep

peecmpayitiHo

20
nocsi0YeHHs1

thaiina cuctemu
thapmakoHarnsgy. 3miHa micus
3[iACHEHHSI OCHOBHOT AisiNbHOCTI
3 thapmakoHarnsgy.

173.

MAMXEN
onn

sofosbuvir
and
velpatasvir

cochoch
yBip Ta
Bennara
CBip

JO5AP
55

TabneTkn, BKpUTI
nniBKOBOIO
060/10HKO0, M0 400
mr/100 mr; no 28
TabneTok y h1akoHi;
no 1 conakoHy B
KapTOHHI ynakoBLi

MaiinaH
Na6opato
pi3
Nimiten

IHais

MANAH
NABOPATOPI3
NIMITEL

IHais

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHn | TURY - 3MiHK WoAo
6e3nekn/edeKTBHOCTI Ta

chapmakoHarnsgy. BeegeHHs
ab60 3MiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHarnagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34IMCHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHa Bif,
YMOBHOBaXEHOI 0CO6Y,
BiANoBiAa/IbHOI 3a 3AjACHEHHS
hapMakoHarnsgy (Bkiroyaroum
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MilLieHHi MacTep-chaiina
cucTemMu chapmMakoHarnsgy)
3MiHa yNnoBHOBaXKEHOT 0CcobMn
3asBHYKA, BignoBigasibHOI 3a
thapmakoHarnsg.

[itoua pepakuis: Dr Eiko
Soehlke. MponoHoBaHa
pepakuis: Andrea Oliva. 3miHa
KOHTaKTHUX AaHnX
YMOBHOBaXeEHOI 0cobu
3asBHVKa, BignoBigasbHOI 3a
hapMakoHarnsg. 3miHa
MiCLIe3HaxXopKeHHs1 macTep-
thaiina cuctemu
hapmakoHarnsgy. 3miHa micus
3[iiCHEHHS OCHOBHOI AisiNTbHOCTI
3 (hapmakoHarnagy.

3a
peyenmom

UA/18504/01/01

174.

MAKCIITPA

sildenafil

cunaeHa
chiny
uuTtpar

G04B
EO3

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO0, No 100
mr; no 1 abo no 4

dPapmaves
TUYHUIA
3aBof,

"NOJIb®A

Monbwa

dapmaLeBTUYHNI
3aBof,
"MOJIb®APMA"
C.A.

Monbwa

BHECEHHS 3MiH 40
peecTpauiiHnx matepianis:
3MiHu | TMNY - 3MiHK 3 AKOCTI.

[0TOBWIA NikapcbKWit 3acib.

3a
peyerimom

UA/14262/01/02
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
Tabnetkn y 6nictepi; | PMA" C.A. KOHTpOsb fONOMDKHUX PEYOBUH.
no 1 6nictepy y 3miHa napameTpiB cneuudikawii
KapTOHHI KopooLli Ta/abo fonycTMMUX MexX Ans
[OMNOMDKHOT peYOBUHYM (iHLLI
3MiHM) - OHOBNIEHHSA
cneuudikavii 4ONOMiXHOT
peyoBuHM iHaurokapmiH (E 132)
3 METOH NPUBELEHHA Y
Bi4NOBIAHICTb A0 YAHHUX BUMOT
PernamenTty Kowmicii (EC) Ne
231/2012. BBeAeHHs 3MiH
NPOTArom 6-Tv MicALiB nicns
3aTBEPKEHHS.
175. | MAKCIFPA sildenafil cungeHa | G04B TabneTkn, BKpUTI dapmaueB | Monbwa | ®apmaueBTuyHnii | Monblia BHECEHHS 3MiH g0 3a UA/14262/01/01
cpiny EO3 nniBKOBOIO TUYHWIA 3aB0/, peecTpavuiiHux maTepianis: peuenmom
umTpar 060/10HKO10, No 50 3aBoj, "MONIb®APMA" 3MiHu | TMNY - 3MiHK 3 AKOCTI.
mr; no 1 a6o no 4 "MOJNIb®A C.A. [oTOBWIA Nikapcbknii 3aci6.
Tabnetku y 6nictepi; | PMA" C.A. KOHTPO/1b AONOMDKHUX PEYOBUH.
no 1 6nictepy y 3MiHa napameTpiB cneuyudikaui
KapTOHHI Kopo6Lyi Ta/abo JoMyCTUMUX MeX 7S
[ONOMDKHOT PpeyoBUHU (iHLLI
3MiHK) - OHOB/IEHHSA
cneuudikavii ONOMKHOT
peyoBUHM iHaMrokapmi (E 132)
3 METOI MPUBEAEHHS Y
BiANOBIAHICTb A0 YMHHUX BUMOT
PernameHTy Komicii (€C) Ne
231/2012. BeeAeHHSs 3MiH
npoTArom 6-Tu MicAuiB micns
3aTBEPKEHHS.
176. | MEOAKCA oxaliplatin | okcaninn | LO1XA | koHueHTparT ans Mepak Himeuun BMPOGHUK, LLIO Himeuun BHECEHHS 3MiH 40 3a UA/4884/02/01
aTuH 03 po34nHy Ans lesenblua Ha Bignosigae 3a Ha/ peecTpauiiH1ux maTepianis: peyenmom
iHdpy3iid, 5 mr/mn; no T orop BUNYCK cepil, Yecbka 3MiHu | TMNYy - 3MiHK Woa0
10 mn (50 wmr) abo KMiHiwe MapKyBaHHs Ta Pecny6n 6e3nekn/eeKkTBHOCTI Ta
20 mn (100 wmr), abo LWneuiasb BTOPWHHE ika hapmakoHarnsgy. BeefeHHs
40 mn (200 mr) y npenapart nakyBaHHs: Megak a60 3MiHM [0 y3arasibHeHNX
nakoHi; no 1 e M6X IesenbwadT dhrop [aHuX Npo cuctemy

(hN1akoHy B
KapTOHHI Kopo6Lli

K/iHiLe
Lneuiansnpenapa
Te M6X,
HimeuuunHa,;
BUPOBHUK, LLIO
Bignosigae 3a
BMPOGHMLTBO
Hepo3dhacoBaHol

npoAyKuii,

thapmakoHarnagy (BBefeHHs
y3araJlbHeHnX faHunx npo
cuctemy hapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOI 0coou,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0cobu 3 hapmakoHarnagy
3asBHUKA AN 3MiACHEHHS
hapmakoHarnagy B Ykpaii,
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
nepsuHHe AKLLIO BOHA BigMiHHA Big,
nakyBaHHs, YMOBHOB&XeHOT 0cobw,
MapKyBaHHs Ta BiANOBIAA/ILHOI 3a 34iiCHEHHS
BTOPUHHHE hapmakoHarnsgy (Bkirovaroun
nakyBaHHs, KOHTaKTHi fjaHi) Ta/abo 3MiHn y
KOHTPONb/BUNPOBY po3MilLieHHi MacTep-chaiina
BaHHSA cepii: cucTemn chapmakoHarnsgy)
OHKomep, 3MiHa KOHTaKTHOI 0co6M
MeHbOGEKYEPIHT, 3asBHMKa, BiANOBIAA/IbHOT 38
a.c., Yecbka hapmakoHarnag, B YkpaiHi.
Pecny6nika [itoua pepakuis: Aranos
Bnagucnas Onerosuy.
MponoHoBaHa pegakuis:
[JopoleHko AHHa IropiBHa.
3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0CO6U 3asiBHUKA,
BignoBigasibHOI 3a
hapMakoHarnsag B YkpaiHi.
PekomeHgoBaHo 0
3aTBEPMAKEHHS
177. | MEAOTUNIH choline XONiHY NO7A PO3YUMH NS iH EKLi, TOB YkpaiHa K.O. Pomdapm PymyHis BHECEHHS 3MiH 0 3a UA/14716/01/01
alfoscerat | anbthoc | X02 1000 mr/4 mn; no 4 "YOPN[, KomnaHi C.P.J1. peecTpauiiHnx matepianis: peyenmom
e uepar (B M/ B amnyni; no 3 MEANLN 3miHu | TYny - 3MiHK Woao
copmi amnynn B KOHTYpHIlA H" 6e3nekun/edekTBHOCTI Ta
rigpaTty) YapyHKOBIl thapmakoHarnagy. BHeceHHs
ynakosuj; no 1 abo 3miHa(n) oo 3060B'A3aHb Ta
KOHTYpHilA YMOB Buaui peectpauiiiHoro

YapyHKOBIli ynakoBLyi
B KapTOHHI1 kopobu,

nocsigyeHHs, Bknoyaoun Mnax
ynpaBniHHA py3nKamn (iHLwi
3MiHW) - [HhopmaLia woao
CHCTEMU YNPaB/IiHHA pU3nkamu
3asaBHMKOM HalaHO OHOBJIEHWIA
Mnax ynpasniHHA pu3nkamu
Bepcis 3.0. 3MiHN BHeCeHo 1o
YyacTuH: | «3aranbHa
iHpopMmauisi» Il «Cneumdikauin 3
6e3nekn» VIl «Joaatku» 3
METOI0 BHECEHHS
afMiHicTpaTuBHOI iHdhopMaLit
LLI0A0 HOBOrO BMPOGHMKA, a
came BK/II0YEHHS NiKapCbKOro
3acoby BuMpo6HuUTBa YOP//,
MEANLUMH IN1AY CAH. BE
TIOXK. A.LL., TypeuunHa oo
eavHoro MNMYP ansa pito4oi
PEYOBUHMN XOMiHY
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY

(nikapcbka ¢hopma,

ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

anbocueparty. Pestome MnaHy
yNpaBniHHA pU3nKamu Bepcis
3.0 gopaeThes.

178.

ME/IOKC®

meloxicam

MeJIoKCK
Kam

MO1A
C06

Tabnetkv no 15 mr
no 10 TabneTtok y
6nictepi; no 1
6nictepy B
KapTOHHI KOpo6Lyi

Megokemi
Nimiten

Kinp

Megokewmi JlimiTeq,

Kinp

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHu | TUNY - AgMiHICTPaTUBHI
3MiHW. BunyyeHHs BUpoOHUYOI
AinbHUUI (BKTHOYAOYM AiNbHUL
ons A®l, NpPOMKHOTO NPOAYKTY
ab0 roToBOro Nikapcbkoro
3acoby, AinbHuULi Ans
NpoBefeHHs NakyBaHHs,
BMPOGHWKA, BiAMNOBIfa/IbHOTO 3a
BWMYCK Cepiid, MicLe
NpoBeAEeHHS KOHTPOIO cepil)
abo noctavasibHVKa BUXIAHOMO
marepiany, peareHty abo
[LOMOMDKHOT peYOBUHM (SKLLO
3a3HaueHo y gocbe) (A.7. 1A)
BU/TyYEHHS BUPOOHNMKa
BIOGENA API Ltd, Kinp gitovoi
PEYOBMHN MENOKCHKam
(3aTBepmxeHo: BIOGENA API
Ltd; Sun Pharmaceutical
Industries Limited; Apitoria
Pharma Private Limited,
3anponoHoBaHo: Sun
Pharmaceutical Industries
Limited; Apitoria Pharma Private
Limited)

3a
peyerimom

UA/7284/01/02

179.

MEPOHEM

meropene
m

meporne
Hemy
Tpurigpa
T

JO1DH
02

NMopOLUOK AN

PO34YUHY ANS iH'EKLI

a6o iHdysili no 500
mr; no 10 cpnakoHis
3 MOPOLLKOM Y
KapTOHHI Kopo6Lyi

Mdpaiizep

Eity.Ci.Mi.

Kopnopeii
LUH

CLIA

Brpo6HuK "in
bulk™:
ECIiEc Oo6dap
C.n.A., ltanis
a6bo
Cymitomo Papma
Ko., N14., AnoHis

BUpPO6HYK,
BiANOBIAaIbHNI 3a
NepBUHHY
yNakoBky,
BTOPUHHY
ynakoBKy, BUMYyCK
cepii
3am60H

ITania/
AnoHis/
Lseiiya

pist

BHECEHHS 3MiH 40
peecTpauiiH1ux maTepianis:
3MiHu | TMNYy - 3MiHK Woa0
6e3nekn/eeKkTBHOCTI Ta

thapmakoHarnagy. 3miHa(u) y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS abo IHCTpyKLUii ans
MeAMYHOro 3acTOCYBaHHS A/1s
nikapcbkoro 3acoby,
niyeH3oBaHoro y €C 3a
npoLieaypoto B3aEMHOI0o
BW3HAaHHS (NiKkapCbkunii 3aci6 He
BXOAUTb A0 cthepu il
npoLeaypu B3aEMHOro
BM3HAHHS, asie 3MiHa BHOCUTbCS

3a
peyerimom

He
nionsie
ae

UA/0186/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

Csituepnang /1ta,
LLiBeiuapis

AK pesynbTaT npoueaypw i Big
B/1ACHWKa TOProBOi MiLeHsil He
BUMaraeTbCs Hafi@HHs XXOAHUX
HOBUWX A0AATKOBUX AaHWX) 3MiHN
BHECEHO B iHCTPYKL,il0 ANA
MeAMYHOro 3acTOCYBaHHS
niKkapcbKoro 3acoby o po3gainis
"Moka3aHHA" (yTOYUHEHHS BULY
Ta CTyNeHst TAXKKOCTI MHEBMOHIT),
"Cnoci6 3acTocyBaHHA Ta f031"
LLOA0 YHidpikalii nokasaHb
BiANOBIAHO A0 pekomMeHaau;i
CMDh
BBegeHHs 3MiH npoTArom 6-tv
MiCALB Nic/A 3aTBEPAXKEHHS.

180.

MEPOHEM

meropene
m

mepone
Hemy
Tpurigpa
T

JO1DH
02

NMopoOLUOK AN
PO3YUHY NS iH'EKLi
abo iHdysili no 1000
mr; no 10 cpnakoHis
3 MOPOLLKOM Y
KapTOHHI KopooLyi

Mdpaiizep

Eity.Ci.Mi.

Kopnopeii
LUH

CLA

Brpo6Huk "in
bulk™:
EiCiEc Jo6dap
C.n.A., ltanis

abo
CywmiTomo dapma
Ko., NT1A., AnoHis

BUPOGHKK,
BignoBiganbHWi1 3a
NepBUHHY
yNakoBky,
BTOPUHHY
yMakoBKY, BUMYCK
cepii:
3am60H
CeiTuepnang /1ta,
LLsenuapis

ITania/
AnoHis/
Lseiina

pist

BHECEHHS 3MiH [0
peecTpauiiHnux maTepiasnis:
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/edeKTNBHOCTI Ta

thapmakoHarnsgy. 3miHa(un) y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS abo iIHCTpyKLUii Ans
MeAMYHOro 3acTOCyBaHHSA A/1s
nikapcbkoro 3acoby,
niueHsoBaHoro y €C 3a
npoLieaypoto B3aEMHOI0o
BW3HAHHS (NliKapCbkunii 3aci6 He
BXOAWTb A0 cdhepm gl
npoLeaypu B3a€EMHOro
BU3HaHHS, asie 3MiHa BHOCUTbCS
SIK pe3ynbTaT npoueaypw i Big
B/laCHUKa TOProBoi fiLeHsii He
BUMAraeTbCs Haf@HHs XOLHUX
HOBUWX AOAATKOBUX AaHWX) 3MiHU
BHECEHO B IHCTPYKLitO A5
MeAMYHOr0 3aCTOCYBaHHs
nikapcbKoro 3acoby Ao po3ginis
"Moka3aHHA" (YTOUYHEHHS BUAY
Ta CTyMNeHs TSHXKKOCTi MHEBMOHIT),
"Cnoci6 3acTocyBaHHS Ta fo3un”
L1040 YHidikaLii nokasaHb
BiANOBIAHO A0 pekomeHaauil
CMDh.
BBefeHHA 3MiH NPOTAroMm 6-1n

MicSILLiB NiCNs 3aTBEPAKEHHS.

3a
peyerimom

He
nionsie
ae

UA/0186/01/02




228

Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
181. | METAKAPTU levocarniti | neBokap | A16AA | po34MH OpasibHUI 2 TOB YkpaiHa YOPNA Typeuun BHECEHHS 3MiH [0 6es UA/18029/01/01
H ne HITWH 01 r/10 mn; no 10 mny «YOPN[, MEAWLIH INAY Ha peecTpauiiHnx matepianis: peyenma
chnakoHax; no 10 MEANLN CAH. BE TIOX. 3MiHY | TMNY - 3MiHK 3 AKOCTI.
hnakoHiB y H» A.LL. [oTOBWIA Nikapcbkunii 3aci6.

KapTOHHI KOpo6Lyi

3MiHM Yy BUPOGHMLTBI. 3MiHa
po3Mipy cepil (BKHoYaoun
AianasoH po3mipy cepii)
rOTOBOrO J1iKapCbKOro 3acoby
(iHWi 3miHW) 3MiHa po3mipy cepii
N3 i3 20 n (1951 dnakoH) Ha
3000 1 (292112 donakoHiB).
3MiHY | TUNY - 3MiHK 3 AKOCTI.
FoToBWIA Nnikapcbkuii 3aci6.
Cucrtema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3MiHa nocravasibHuKa
nakyBaJIbHUX MaTepianis abo
KOMMNIEKTYOUMX (SKLLO
3a3HayYeHo B A0CbE) (3amMiHa abo
[ofaBaHHA nocTavasibHUKa)
OHOBJIEHHS iHhopMaLii B po3gini
3.2.P.7. Cucrema
KOHTeliHep/3aKynoproBasibHWi
3acib, a came 3aMiHa BUPOGHMKa
thnakoHa 3 Sisecam, Turkey Ha
BMpo6HMKa SGD S.A., France.
3MiHu Il TUNYy - 3MiHK 3 AKOCTI.
A®I. BupobHuLTBO. 3MiHa
BMPOGHMKaA
BUXiAHOrO/NPOMIXHOro
NpoAyKTy/peareHTy, L0
BUKOPVCTOBYHOTBCS Y
BMPOGHMYOMY npoLieci A®I, abo
3MiHa BMPOGHWMKa (BKOYaouu,
e HeobXxigHo, micue
NpoBeAEeHHSA KOHTPOSIIO AKOCTI)
A®I (3a BigcyTHOCTI
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [OCHE)
(BBEAEHHS HOBOTO BMPOGHMKA
A®I 3 HagaHHAM MacTep-thaiina
Ha A®l) BBEieHHSA
a/IbTEPHATNBHOIO BUPOBHMKA
A®I Liaoning Koncepnutra Co.,
Ltd., China 3 HagaHHAM MacTep-
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
dhaina Ha A®| 1eBOKAPHITUHY.
182. | METAMIH® metformin | metdop | ALOBA | Tabnetku, BKpuUTI TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 0 3a He UA/11506/02/02
MiHYy 02 060/10HKO10, Mo 850 "KyCyMm" PAPM", YkpaiHa peecTpauiiHux maTepianis: peuenmom nionsie
rigpoxno mr, no 10 TabneTok abo 3MiHn | TMNYy - AgMiHICTPaTUBHI ae
png y 6nictepi; no 3, no TOB "KYCYM", 3MiHW. 3MiHa HaliMeHyBaHHS
6 a6o no 10 YkpaiHa Ta/abo agpecu 3asBHUKaA
6nictepiB y (BnacHuka peecTpauiinHoro

KapTOHHI ynakoBLi

noceigyeHHs) 3miHa
HaliMeHyBaHHS 3asiBHMKa
(BnacHvika peecTpaduiiHoro
nocBigYeHHs) 6e3 3MiHu
OpUANYHOT 0Cco6MU.
3arBepaxeHo: TOB
"TNEAPAPM NTA", YkpaiHa.
3anponoHoBaHo: TOB "KYCYM",
YkpaiHa. TepmiH BBEAEHHS 3MiH
npotsArom 12 micauis micns
3aTBEPMKEHHSA. 3MiHK | TUny -
AfMiHiCTpaTMBHI 3MiHU. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
MiCLA MPOBaMKEHHS AisANIbHOCTI
BMPOGHMKa/iMnopTepa rotosoro
nNikapcbKoro 3acoby, BKIOUaUn
OinbHULI BUNYCKY cepii abo
MicLie NpOBeAEHHS KOHTPO/HO
AKOCTI. (BISNbHICTb, 3a AKY
Bignosigae BUPOGHUK/iMNopTep,
BK/IOYA0UM BUMYCK Cepili) -
3MiHa HalimeHyBaHHS
BMpO6HUKa, 6e3 3MiHW Micus
BMPOGHULTBA: 3aTBEPAKEHO:
TOB "KYCYM ®APM", YkpaiHa
a6o TOB "T/IEAPAPM NTA",
YKpaiHa. 3anponoHosaHo: TOB
"KYCYM ®APM", YkpaiHa abo
TOB "KYCYM", YKpaiHa. 3MiHu
BHECEHO B po34in "BupobHuK" B
IHCTpYKLjl0 A58 MeagnyHOro
3aCTOCyBaHHS Y 3B'A3KY 3i
3MIHOI Ha3BK BMPOGHMKa 3 TOB
«MMEAPAPM NTO» Ha TOB
«KYCYM» 6e3 3MiHu agpecu
MiCLii NPOBaKEHHS AiSNIbHOCTI
Ta AK HacnNifokK - y TeKcT
MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby. TepMiH
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
BBE[EHHS 3MiH nNpoTArom 12
MiCALB Nic/1A 3aTBEPAKEHHS.
183. | METAMIH® metformin meTchop | A10BA | TabneTku, BKpUTI TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 0 3a He UA/11506/02/03
MiHYy 02 060/10HKO0, M0 1000 | "KYCYM" DAPM", YkpaiHa peecTpauinHMx maTepianis: peuyenmom nionsie
rigpoxno Mr: no 15 TabneTok a6bo 3MmiHu | TYny - AgMiHICTpaTUBHI ae
pug y 6nictepi; no 2, no TOB "KYCYM", 3MiHW. 3MiHa HaliMeHyBaHHS
4 abo no 6 6nictepis YkpaiHa Ta/abo agpecy 3asBHMKa

Y KapTOHHiIl
ynakosLi

(BnacHvika peecTpaduiiHoro
nocBiJYeHHs) 3MiHa
HallMeHyBaHHS 3asBHUKa
(BnacHvika peecTpaduiiHoro
nocBigyYeHHs) 6e3 3MiHK
OpPUANYHOT 0Co6MU.
3artBepmkeHo: TOB
"TNEAPAPM NTA", YkpaiHa.
3anponoHoBaHo: TOB "KYCYM",
YkpaiHa. TepmiH BBEL,EHHS 3MiH
npoTarom 12 micAauis nicns
3aTBEPMKEHHSA. 3MiHu | TNy -
AfMiHiCTpaTWBHI 3MiHU. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
MiCLii NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro
niKkapcbKoro 3acoby, BKIYaum
AiNbHULI BUNYCKy cepii abo
MicLie NpoBeAeHHsI KOHTPO/0
AKOCTI. (AiSNIbHICTb, 3a Ky
BiANoBigae BMPOGHMK/iMNopTep,
BK/IOUAOUM BUMYCK Cepild) -
3MiHa HaliMeHyBaHHs
BMPOGHMKA, 6e3 3MiHM MicuA
BUPOGHMLTBA: 3aTBEPAKEHO:
TOB "KYCYM ®APM", YkpaiHa
abo TOB "TNEAPAPM NTA",
Ykpaina. 3anponoHosaHo: TOB
"KYCYM ®APM", YkpaiHa abo
TOB "KYCYM", YKpaiHa. 3MiHn
BHECEHO B po34in "Bupo6HuK" B
IHCTPYKUiO 4N MeguyHoro
3aCTOCYBaHHSA Y 3B'A3KY 3i
3MiHOl Ha3BY BMPOGHMKa 3 TOB
«NEAPAPM NTA» Ha TOB
«KYCYM>» 6e3 3miHn agpecu
MiCLi NPOBaKEHHS AiSNIbHOCTI
Ta fK HacNifoK - y TeKCT
MapKyBaHHS1 yNakoBKU
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HS** 20
mosaHa HU nocsioYyeHHs1
Hassa*
nikapcbKoro 3acoby. TepMiH
BBE/leHHs1 3MiH npoTsrom 12
MiCALB Nic/IA 3aTBEPIKEHHS.
184. | METAMIH® metformin | metdop | ALOBA | Tabnetku, BKpuUTI TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 0 3a He UA/11506/02/01
MiHy 02 060s10HKO10, No 500 "KyCym*" ®APM", YkpaiHa peecTpauiiHnux maTepianis: peyenmom | nidnse
rigpoxno mr; no 10 TabneTok abo 3MiHu | TUNY - AgMiHICTPaTUBHI ae
pug y 6nictepi; no 3, no TOB "KYCYM", 3MiHW. 3MiHa HaliMeHyBaHHS
6 abo no 10 YkpaiHa, Ta/abo agpecy 3asBHMKa
6nictepiB y (BnacHvika peecTpadiiiHoro

KapTOHHI ynakosLi

noceigyeHHs) 3miHa
HaliMeHyBaHHS 3asiBHMKa
(BnacHvika peecTpadiiHoro
noceigyYeHHs) 6e3 3MiHu
10pUANYHOI 0CO6M.
3arBepaxeHo: TOB
"TNEAPAPM NTA", Ykpaina.
3anponoHoBaHo: TOB "KYCYM",
YkpaiHa. TepMiH BBEEHHS 3MiH
npotarom 12 micauis nicns
3aTBEPMKEHHA. 3MiHK | Tuny -
AAMiHICTPaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu
MiCLl MPOBaPKEHHS AiSNIbHOCTI
BMpo6HUKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIO4aum
AiNbHULI BUNYCKy cepii abo
MicLie NpoBeAEeHHSI KOHTPO/IO
AKOCTI. (AIANbHICTb, 3a AKY
BiANOBiAae BMPOGHMK/iMNopTep,
BK/IOUAOUM BUMYCK cepild) -
3MiHa HalimeHyBaHHS
BMPOGHMKa, 6e3 3MiHM Micus
BUPOGHMLTBA: 3aTBEPAKEHO:
TOB "KYCYM ®APM", YkpaiHa
a6o TOB "TJIEA®APM NTA",
YKpaiHa. 3anponoHosaHo: TOB
"KYCYM ©APM", YkpaiHa abo
TOB "KYCYM", YkpaiHa. 3MiHn
BHECEHO B po34in "BUPOGHUK" B
IHCTPYKLj0 A48 MeanyHoro
3aCTOCYyBaHHSA Yy 3B'A3KY 3i
3MiHOI Ha3BU BMPO6HMKa 3 TOB
«MMEAPAPM NTO» Ha TOB
«KYCYM>» 6e3 3miHn agpecu
MiCLA MPOBaMKEHHS AiANbHOCTI
Ta SK HaCNifoK - y TeKCT
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

MapKyBaHHS! yakoBKM
nikapcbKoro 3acoby. TepmiH
BBeEHHS 3MiH NPOTArom 12
MicsILLiB NicNs 3aTBEPAKEHHS.

185.

METPOHIAA3
Oon OEHTA

Metronida
zole,
combinatio
ns

METPOHi
nasony
6eH3oar,
20 %
pO34nHY
Xnoprek
CUANHY
T/IIOKOHA
Ty

AO1AB

renb 414 AceH, No
20 r rento B Ty6i; No
1 Ty6i B KAPTOHHIl
nauuj

mn
"TNEJQEKC

Ykpaina

TOB "Apnimen”

Pecny6n
ika
BipmeHi
a

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
TexHiyHa nomwuska (3rigHo

Hakazy MO3 Big 23.07.2015 Ne

460)

BunpasneHo TexHiYHy NOMUKY

B TEKCTi MapKyBaHHS BTOPUHHOT

yrnakoBKu NikapcbKoro 3acoby, a
came: y MyHkTi 11 BTOPMHHOI

yMNakoBKN 3a3HaveHy

iHbopMmaLLito o0 3asBHMKA,

AKy 6yN10 NOMWUIKOBO BUAAIEHO

nig, yac npoueaypu 3MiHu
3asBHVKa (Hakas Big 09.06.2026
p. Ne 763).
3ATBEP)KEHO:

11. HAMMEHYBAHHS |
MICLIE3HAXO)XEHHA
BPOBHUKA TA/ABO
3AABHUKA
Bupo6Huk: TOB «Apnimeg»
Pecny6nika BipmeHis,
KoTaiikcbka 061., M. AGOBSH, 2-
i mikpopaiioH, 6ya. 19.
3AMNPOMNOHOBAHO:

11. HAMMEHYBAHHS |
MICLIE3BHAXO)XEHHA
BPOBHUKA TA/ABO
3AABHUKA
Bupo6Huk: TOB «Apnimeg»
Pecny6nika BipmeHis,
KoTaiikcbka 061., M. AGOBSH, 2-
i mikpopaiioH, 6ya. 19.
3asasHuk: MM «MNELEKC»,
YkpaiHa, 01033, M. Kuis, Byn.
Tapaciscbka, 36-A, odic 5
3a3HaueHe BUMpaB/eHHs
Bignosigae marepianiam
peECTpaLiiHOro AOChE.

6e3
peyenma

UA/14905/01/01

186.

MIPEHA

levonorge
strel

NeBOHOP
recTpen

G02B
AO03

BHYTPILLHbOMATKOBA
cuctema 3
JIEBOHOPTECTPEIOM,

Baiiep Oy

®iHNAHg,
i

BMPOGHMLTBO 3a
MOBHUM LK/IOM:
Baiiep Oy,

DiHNAHL
ia/
Benbris

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHu | TMNY - 3MiHK 3 SKOCTI.

3a
peyenmom

UA/8614/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka HS** 20
mosaHa HU nocsioYyeHHs1
Hassa*
52 mr (20 mkr/24 PiHNAHZIS; [oToBwWIA Nikapcbkunii 3aci6.
rOAuHW); BTopviHHe Cucrema
BHYTPiLUIHbOMAaTKOBa nakyBaHHs: Baviep KOHTelHep/3aKynoploBasTbHNUi
cuctema Ta Oy, ®iHNaHais; 3aci6. 3MiHa y NepBuHHiiA
npucTpin ans Crepunizauisi: yMakoBLii FOTOBOTO NiKapCbKoro
BBEIEHHS CTepifpKeHikc 3acoby (Tvn KoHTelHepa abo

(3anasHuii B
oKpemuii 6nicTep),
3anakoBaHi B
CTEPUTBHUIA,
3anasiHuin Milleyok,
LLI0 NOMILLAETbCS B
KapPTOHHY Mauky

Benpxiym (MeTi-
PewweH),

[0aBaHHA HOBOTO KOHTeliHepa)
- BunyyeHHA nepBuHHOT
ynNaKkoBKK, LLIO He NPU3BOANTL A0
MOBHOTO BW/yYEHHS NIKApPCbKOro
3aco6y 3 NeBHO CU/IOoH Aji abo
y NEBHIli nikapcbkili hopmi.
BunyyeHHs1 anbTepHaTVBHOTO
BUAY NEPBUHHOI YNaKoBKY, a
came: ynakoBka, Lo
BWUIOTOBMISETLCSA i3 MaTepiany
amopcHa nniska 3
nonietnnentTepedtanary 500
MkM (Film 500 pm APET). fjtoua
pepakuis:

Forming Film
Film 500 um APET (4433)
sealed with
Film PE nonwoven white
adhesive coated (4435)
or
Film 500 um PETG (4434)
sealed with
Film PE nonwoven white
adhesive coated (4435)
MponoHoBaHa pegakuis:
Forming Film
Film 500 um PETG (4434)
sealed with
Film PE nonwoven white
adhesive coated (4435)
BBefeHHs 3MiH NpoTArom 5-Tu
MiCALIB MIiC/1A 3aTBEPKEHHS
3MiHY | TMNY - 3MiHK 3 AKOCTI.
FoToBWIA Nnikapcbkuii 3aci6.
KOHTPO/Ib rOTOBOrO /iKapCbKOro
3acoby. 3miHa y MeTogax
BMNPOGYBaHHA roTOBOro
nikapcbKoro 3acoby (iHwi 3MiHN
y MeTogax BunpobyBaHb
(BkNrOYaOuM 3amiHy abo
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

[OMNOBHEHHS)). 3aMiHa meToAay
BUMPOOYBaHHA 4718 rOTOBOrO
nikapcbkoro 3acoby 3a
NoKasHUKOM «laeHTudikawis
nesBoHoprecTpeny». Ha 3aminy
3aTBEPAKEHOMY MeToay Ha
OCHOBI TOHKOLLAPOBOi
xpomaTtorpadii (TLUX)
BNPOBa/KYETHCA METOZ, Ha
OCHOBI B1COKOEhEKTUBHOT
piavHHOT Xxpomatorpadii
(BEPX). BBeeHHS 3MiH
npoTArom 5-Tn MicAuiB nicns
3aTBep/mKeHHs. 3MiHu | Tuny -
3MiHu 3 sKoCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO J1iKapCbKOro 3acoby.
3MiHa y MeTofax BUNpo6yBaHHs
roTOBOrO JliKapCbKOro 3acoby
(iHwWi 3miHM y MeTogax
BUNpobyBaHb (BKIKOYAOUN
3aMiHy abo [ONOBHEHHS)) -
3amiHa meToay BMNpobyBaHHS
NS BU3HAYEHHS BMICTY
[OMILLIOK B FOTOBOMY
nikapcbkoMy 3acobi. Ha 3amiHy
3aTBEPAKEHOMY MeToay
«YuctoTta» (“Sum of all
impurities (TLC)") Ha OCHOBI
TOHKOLLApPOBOI Xxpomartorpadii
(TLX) BnpoBagKyeTbCA METOS,
«Jlomilkn (npodykTu
nerpagauii)» (“Impurities
(Levonorgestrel related
degradation products)”) Ha
OCHOBIi BUCOKOE(EKTUBHOT
piavHHOT Xxpomatorpadii
(BEPX). BBeaeHHs 3MiH
nNpoTArom 5-Tv MicauiB nicns
3aTBEPMKEHHA. 3MiHK | TUny -
3MiHu 3 aKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /1iKapCbKOro 3acooy.
3miHa y MeToAax BUNpobyBaHHS
roTOBOrO J1iKapCbKOro 3acoby
(iHLWi 3MiHM y MeTogax
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BMNPOOGYBaHb (BK/IHOYAOUM
3aMiHy abo [OMNOBHEHHS)) -
3MiHM 10 METOAUKN
BMNPOGYBaHHA roTOBOro
nikapcbkoro 3acoby 3a
NokKasHNKOM «KinbkicHe
BW3HAYEHHS SIEBOHOPrecTpesny»
(“Assay of system”). OHOBNeHa
MeToAvKa BKoYae: AoAaBaHHA
anbTepHaTMBHOIO MeToay 3
BMKOpPUCTaHHAM cuctemu UPLC;
[OMOBHEHHS YMOB NPUAATHOCTI
CUCTEMU KpUTEPISMU, LLIO
3aCTOCOBHIi NMPU BUKOPUCTAHHI
cuctemun UPLC. BBefieHHs 3MiH
npoTArom 5-Tn MicAuiB nicns
3aTBep/mxeHHs. 3MiHun | Tuny -
3MiHK 3 sKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO J1iKapCbKOro 3acoby.
3MiHa y MeTofax BUNpo6yBaHHs
roTOBOrO JliKapCbKOro 3acoby
(iHwWi 3miHM y MeTogax
BUNpobyBaHb (BKIKOYAOUN
3aMiHy abo [OMNOBHEHHS))-
3MiHM 10 METOAUKN
BUMNPOOYBaHHA rOTOBOr0
nikapcbKoro 3acoby 3a
nokasHukoMm «OAHOPIAHICTb
[1030BaHNX OAVHULIb»
(“Uniformity of Dosage Units”).
OHOB/IeHa MeToAMKa BK/THOYAE:
[0AaBaHHA albTEPHATUBHOIO
MeToAy 3 BUKOPUCTAHHSM
cuctemn UPLC; fONOBHEHHS
YMOB NpuAaTHOCTi cucteMu
KpUTepiamu, Lo 3aCTOCOBHI Npu
BMKOpUCTaHHi cuctemu UPLC.
BBefeHHA 3MiH NPOTArom 5-1n
MicSLiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TMRY - 3MiHK 3 SKOCTI.
[oTOBWIA Nnikapcbkunii 3aci6.
KOHTpOsb roTOBOro NikapcbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOr0
nikapcbKkoro 3acoby (iHwi 3MiHK
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

y MeTogax BunpobyBaHb
(Bkntovaroum 3amiHy abo
[OMNOBHEHHS)) - 3MiHM 0
METOAMKM BUNPOGYBaHHS
roTOBOrO JliKapCbKoro 3acoby 3a
nokasHukoMm «LLIBUAKICTb
BUMBI/IbHEHHS TEBOHOPrecTpeny»
(“Release Rate”). OHoBneHa
MeToAvKa BKoYae: AoAaBaHHA
anbTepHaTMBHOIO MeToay 3
BMKOpPUCTaHHAM cuctemu UPLC;
[OMOBHEHHS YMOB NPUAATHOCTI
CUCTEMU KpUTEPISMU, LLIO
3aCTOCOBHIi NMPU BUKOPUCTAHHI
cuctemun UPLC. BBefieHHs 3MiH
npoTArom 5-Tn MicAuiB nicns
3aTBep/mxeHHs. 3MiHun | Tuny -
3MiHK 3 sKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO J1iKapCbKOro 3acoby.
3MiHa y MeTofax BUNpo6yBaHHs
roTOBOrO JliKapCbKOro 3acoby
(iHwWi 3miHM y MeTogax
BUNpobyBaHb (BKIKOYAOUN
3aMiHy abo [ONOBHEHHS)) -
3MiHM 10 METOAUKN
BUMNPOOYBaHHA rOTOBOr0
nikapcbKoro 3acoby 3a
NOKa3HUKOM «CTepubHICTb»
(“Sterility”). OHOBNeHa meToauka
BK/IOYAE: 3MiHW [0
NpUroTyBaHHS BUNPO6GOBYBAHOTO
3paska. BBefieHHA 3MiH
npoTArom 5-Tn MicAuiB nicns
3aTBep/mKeHHs. 3MiHu | Tuny -
3MiHK 3 sKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO J1iKapCbKOro 3acoby.
3MiHa y MeTofax BUNpo6yBaHHs
roTOBOrO JliKapCbKOro 3acoby
(He3HauHa 3miHa y
3aTBEpPAKEHNX METOAAX
BMNpobyBaHHSA) - 3MiHW A0
METOAVKN BUNPOBYBaHHSA
roToBOro Nikapcbkoro 3acoby 3a
NnokKasHNKoM «KifibKicHe
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

BU3HAYEHHS NTEBOHOPrecTpenys»
(“Assay of system”). OHOBNeHa
MeToAWVKa BKIOYaE:
ONTVMi30BaHi NnapameTpun
XpomaTorpadiyHoi cucremun
HPLC,; nepernag npurotysBaHHs
PO34MHIB; 3MiHN [0 YMOB
NPVAATHOCTI CUCTEMM; HOBUIA
nigxig, A0 06UYNCNEHHS i
3BiTYBaHHS pe3ynbTaTiB; iHLi
pefakLiiiHi yTOUHEHHS.
BBefeHHA 3MiH NPOTArom 5-tn
MicSLiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TMNY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkunii 3aci6.
KOHTpOsb roTOBOro NikapcbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOr0
nNiKapcbKoro 3acoby (He3HayHa
3MiHa y 3aTBEpAKEHNX MeToAax
BMNPO6YBaHHS) - 3MiHW A0
METOAMKM BUNPOGYBaHHS
roTOBOrO JliKapCbKoro 3acoby 3a
NoKasHNKOM «OHOPIAHICTb
[1030BaHNX OAVHULIb»
(“Uniformity of Dosage Units”).
OHOB/leHa MeToAMKa BK/THOHAE:
ONTVMi30BaHi NnapameTpu
XpomaTorpadiyHoi cucremu
HPLC,; nepernag npurotysBaHHs
PO34MHIB; 3MiHN [0 YMOB
NPVAATHOCTI CUCTEMM; HOBUIA
nigxig, A0 06UYNCNEHHS i
3BiTYBaHHS pe3ynbTaTiB; iHLi
pefakuiiiHi yTOUHEHHS.
BBefeHHA 3MiH NPOTArom 5-1n
MicSLiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TMNY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkunii 3aci6.
KOHTpOsb roTOBOro NikapcbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOr0
nNiKapcbKoro 3acoby (He3HayHa
3MiHa y 3aTBEpAKEHNX MeToAax
BMNPOOYBaHHSA)- 3MiHM A0
METOAMKM BUNPOGYBaHHS
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

roToBOro MikapcbKoro 3acoby 3a
nokasHukoM «Cuna pospusy»
(“Breaking force”). OHoBneHa
MeToAMKa BKIKYaE: foAaBaHHA
MOCWNAaHHA Ha CTaHdapT
BMKOHaHHS BUNpobyBaHHA EN
ISO 7439; AONOBHEHHSA
iHchopmavieto Npo obnagHaHHs i
napameTpu; yTOYHEHHS AN1A
CTagiii npoBefeHHs
BUNPOOYBaHHS; YTOYHEHHS A0
npoueaypy BUKOHaHHS; iHLUi
pefakLiiiHi yTOYHEHHS.
BBefeHHs 3MiH NpoTArom 5-Tu
MiCALB NiCNa 3aTBEPAXEHHS.
3MiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbknii 3acib.
KOHTpO/b roToBOro MikapcbKoro
3acoby. 3miHa y meToax
BUMNPOOYBaHHA rOTOBOIO
niKkapcbkoro 3acoby (iHLwi 3MiHu)
- 3MiHM 40 METOAMKM
BUMNPOOYBaHHA rOTOBOrO
nikapcbkoro 3acoby 3a
NOKa3HUKOM «3a/INLLKOBUIA
eTuneHokena» (“Ethylene
oxide”). OHoB/ieHa
onTuMi3oBaHa i peBasifoBaHa
MeToAWKa BKIOYAE: MOXJ/IUBICTb
BUKOPWCTaHHS KOMepLiiHO
[OCTYNHOro 3paska NnopiBHAHHSA
eTuIeHOKCHAY; A0AaHO
anbTepHaTneHy HS-GC cuctemy
ON5 aHanisy; yTOYHEHHS [0
onucy obnagHaHHa Ta
napamMeTpiB; nepernsg,
NPUroTYBaHHS PO3YUHIB;
BK/TIO4EHO OHOBJIEH] TUMNOBI
XpomaTorpamu; BUA03MiHEHWI
nigxig 4o o6uncneHHs
pe3ynbTaTiB; iHWi peJakuiiiHi
YTOUYHEHHS. BBeAeHHSA 3MiH
npoTArom 5-Tn MicAuiB nicns
3aTBep/mKeHHs. 3MiHu | Tuny -
3MiHK 3 sKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

rOTOBOrO /1iKapCbKOro 3acooby.
3miHa y MeToAax BMNpobyBaHHS
roTOBOrO J1iKapCbKOro 3acoby
(iHLWi 3miHW) - 3MiHK fo
METOAMKN BUNPOGYBaHHSA
roToBOro Nikapcbkoro 3acoby 3a
NOKa3HUKOM «3a/INLLKOBUIA
ETunenxnoprigpun» (“Ethylene
chlorohydrin”). OHoBMleHa
onTuMi3oBaHa i peBasifoBaHa
MeToAVKa BKIoYaEe: HOBUIM TN
KOMOHKW; nepernsag,
NPUroTYBaHHS PO3YUHIB;
YTOUYHEHHS A0 onucy
obnafHaHHs Ta napameTpis;
OHOBJ/IEHE BUMPOOYBaHHSA Ha
NPUAATHICTb cMcTEMU;
BMA03MIHEHWI nigxig, 0o
064YMCNEHHS pe3ynbTarTiB;
BK/TIO4EHO OHOBJIEH] TUMNOBI
XpoMaTorpamu; iHWi peaakuiiHi
YTOUYHEHHS. BBEAEHHS 3MiH
npoTArom 5-Tn MicAuiB micns
3aTBEepPMKEHHS. 3MiHK | Tuny -
3MiHK 3 SiKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3mMiHa y meToax BunpobyBaHHs
rOTOBOrO J1iKapCbKOro 3acoby
(iHWi 3miHW) - 3MiHK A0
METOAMKM BUNPOGYBaHHSA
roTOBOrO JliKapCbKoro 3acoby 3a
nokasHukoMm «LLIBUAKICTb
BMBI/IbHEHHS TEBOHOPrecTpeny»
(“Release Rate”). OHoBneHa
MeToAWKa BKIOYaE:
ONTVMi30BaHi NapameTpu
XpomaTorpadiyHoi cucremu
HPLC,; nepernag npurotysBaHHs
PO34NMHIB; 36i/IbLLEHHS KiSIbKOCTI
TOYOK Big60py 3paskis; 3MiHM Ta
[OMOBHEHHSA YMOB NPUAATHOCTI
cucTeMu; HoBuiA nigxig fo
064NCNIEeHHS | 3BITYBaHHSA
pe3ynbTaTiB; iHLWi pefakyiiiHi

YTOYHEHHA, BKAK4Yayun
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

HaliMeHyBaHHS BUNPOBYBaHHS
aHrnincoLKo MoBOLO (MonepeHs
Ha3Ba — “Release rate during 24
h”). BBefieHHs1 3MiH NpoTArom 5-
TN MiCALiB NicNs 3aTBEPKEHHS.

3MiHY | TUNY - 3MiHW 3 AKOCTI.

FoToBWIA Nnikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO /iKapCbKOro
3acoby. 3miHa napameTpis
cneuudikauii Ta/abo
[0NyCTUMUX MEX rOTOBOrO
nikapcbKoro 3acoby (BUyYEHHS
HEe3Ha4yHOro MokasHuka
(Hanpwviknag 3actapinoro
nokKasHUKa, Takoro sk 3anax Ta
cMak, abo igeHTudikauis
6GapBHUKIB UM CMAKOBUX
[06aBoKk)) - BunyyeHHs
BUMNPOOYBaHHSA 3a NOKa3HWKOM
«YucToTa» (metog TLUX) i3
crneuudikavii, Wwo
3aCTOCOBYETHLCS HA MOMEHT

BMNYCKY NiKapCbKoro 3acoby.

BBefeHHA 3MiH NpOTArom 5-1n

MicSLiB NiCNs 3aTBEPAYKEHHS.

3MiHu | TMNY - 3MiHK 3 SKOCTI.

[oTOBWIA Nikapcbkunii 3aci6.
KOHTpOsb roToBOro NikapcbKoro
3acoby. 3miHa napameTpis
cneyudikayin Ta/abo
[0MNyCTUMUX MEX rOTOBOTO
NikapcbKoro 3acoby (BUyYeHHs
He3Ha4yHOro nokasHuka
(Hanpwvknag 3actapinoro
noka3HMKa, Takoro sk 3anax Ta
cMak, abo igeHTudikauis
6apBHYIKIB Y/ CMaKOBUX
[06aBoK)) - BunyyeHHs
BUMPOOYBaHHA 3a NOKa3HMKOM
«lgeHTudikayis
neBoHoprecTpesny» (MeTof
TWX) i3 cneundikawi, Wwo
3aCTOCOBYETLCA A5
LOCNiMpKEHHST CTaBINbHOCTI
nikapcbkoro 3acoby. BeegeHHs
3MiH NnpoTarom 5-Tu micauis
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

nicns 3aTBepkKeHHs.
3MiHu | TMNY - 3MiHKM 3 SKOCTI.
[oTOBWIA Nikapcbkunii 3aci6.
KOHTpOsb roTOBOro NikapcbKoro
3acoby. 3miHa napameTpis
cneyudikayin Ta/abo
[0NyCTUMUX MEX rOTOBOTO
NiKapcbKoro 3acoby (BUyYeHHS
He3Ha4yHOro nokasHuka
(Hanpwvknag 3actapinoro
noKa3HMKa, Takoro sk 3anax Ta
cMak, abo igeHTudikauis
6apBHYIKIB Y/ CMAKOBUX
[06aB0oK)) - BunyyeHHs
BUMPOOYBaHHA 3a NOKa3HMKOM
«3aNnLLKOBUI €TUNIEHOKCHUAY i3
cneuudikauji, Wwo
3aCTOCOBYETHCS ANA
LOCAIMKEHHS CTabINbHOCTI
nikapcbkoro 3acoby. BBegeHHs
3MiH NPOTAroM 5-Tu MicALiB
nicns 3aTBepmXeHHs. 3MiHu |
MRy - 3MiHM 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /1iKapCbKOro 3acooby.
3miHa napameTpiB cneuudikawii
Ta/abo fonycTUMUX MeX
roTOBOrO JliKapCbKOro 3acoby
(BWNYyYEHHSI HE3HAYHOTO
nokasHuka (Hanpukniag,
3acTapifioro NokasHuKa, Takoro
AK 3anax Ta cmak, abo
ifeHTdikalis 6apBHUKIB Un
CMakoBUx [06aBOK))-
BunyyeHHs BunpobysBaHHA 3a
NOKA3HUKOM «3a/IMLLIKOBUIA
eTUNEHXNOPTIAPUH» i3
cneuudikaui, Wwo
3aCTOCOBYETbCS ANA
LOCAIMKEHHS CTabINbHOCTI
nikapcbkoro 3acoby. BBegeHHs
3MiH NPOTAroM 5-Tu MicALiB
nicns 3aTBepmkeHHs. 3MiHu |
MRy - 3MiHK 3 sikocTi. FoToBWIA
nikapcbkuii 3aci6. KoHTponb

rOTOBOrO J1iKapCbKOro 3acoby.




242

n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3MiHa napameTpiB cnewmdikauii
Ta/abo JoMyCTUMUX MeX
roTOBOrO J1iKapCbKOro 3acoby
(BUNYYEHHS HE3HAYHOIO
nokasHuka (Hanpvkniag,
3aCTapifioro NokasHvika, Takoro
AK 3anax Ta cmak, abo
ineHTudbikaLis 6apBHUKIB UK
CMakoBux 406aBoKk))-
BunyyeHHs BUNpo6yBaHHA 3a
nokasHukoMm «OAHOPIAHICTb
[o3yBaHHs» (“Uniformity of
content”) i3 cneyudikadii, Lo
3aCTOCOBYETLCSA AN1A
[OCNiHKEHHSA cTabiNbHOCTI
nikapcbkoro 3acoby. BeefeHHA
3MiH NpoTArom 5-Tu micsuis
nicns 3aTBepkeHHs. 3MiHu |
™Mny - 3MiHW 3 SIKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa napameTpiB cnewmdikauii
Ta/abo foMyCTUMUX MeX
roTOBOrO J1iKapCbKOro 3acoby
(monoBHeHHSA cnevudikawyii
HOBMM MOKa3HUKOM 3
BiAMNOBIAHUM METOA0M
BMNpo6yBaHHS) - [lofasaHHA
BUMPOOYBaHHSA 3a NOKa3HNKOM
«lpeHTudpikauis
nesoHoprecTpeny IY» (“ldentity
(IR)") mo cneymdpikauii, Lwo
3aCTOCOBYETLCA NPV BUMYCKY
nikapcbkoro 3acoby. BeefeHHA
3MiH NpoTArom 5-Tu micsuis
nicns 3aTBepkeHHs. 3MiHu |
™My - 3MiHW 3 SIKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa napameTpiB cnewmdikauiii
Ta/abo foMyCTUMUX MeX
roTOBOrO J1iKapCbKOro 3acoby
(monoBHeHHSA cnevudikavyii
HOBMM MOKa3HUKOM 3
BiAMNOBIAHUM METOA0M
BMNpo6yBaHHs) - JloaaBaHHsA
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Hasga

MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

BUMNPOOYBaHHSA 3a NOKa3HWKOM
«3apsamKaHHA
BHYTPILLUHbOMATKOBOI CUCTEMU»
(“Loading of IUS”) go
cneuudikaui, Wwo
3aCTOCOBYETLCA NPV BUMYCKY
nikapcbkoro 3acoby. BeefeHHA
3MiH NpoTArom 5-Tu micsuis
nicnsa 3aTBepakeHHs. 3MiHu |
™My - 3MiHW 3 SIKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa napameTpiB cnewmdikauiii
Ta/abo JoMyCTUMUX MeX
roTOBOrO J1iKapCbKOro 3acoby
(monoBHeHHSA cnevudikavyii
HOBMM MOKa3HUKOM 3
BiAMNOBIAHUM METOA0M
BMNPOGYBaHHS)- [logaBaHHA
BUMPOOYBaHHSA 3a NOKa3HNKOM
«Cuna Bif’eqHaHHA»
(“Detachment force”) go
cneuudikaui, Wwo
3aCTOCOBYETLCA NPV BUMYCKY
nikapcbkoro 3acoby. BeefeHHA
3MiH NpoTArom 5-Tu micsuis
nicns 3aTBepkeHHs. 3MiHu |
™Mny - 3MiHW 3 SIKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa napameTpiB cnewmdikauiii
Ta/abo foMyCTUMUX MeX
roTOBOrO J1iKapCbKOro 3acoby
(monoBHeHHSA cnevudikavyii
HOBMM MOKa3HUKOM 3
BiAMNOBIAHUM METOA0M
BMNpo6yBaHHS) - [logasaHHA
napameTpy KOHTpOso «byab-
Aka OKpema JoMillka — He
Ginble 1,0 %» (“Any individual
impurity max. 1.0%") ans
nokasHuka crneumdikauii
«JlomiLLkn (NpoayKTH
aerpagauii)» (“Impurities
(Levonorgestrel related
degradation products)”).




244

Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

MapameTp gogaeTsca Ansa
cneuudikauji, Wwo
3aCTOCOBYETbCS ANA
LOCAIMKEHHS CTabiNbHOCTI
nikapcbKoro 3acoby.
MponoHoBaHa pepakuisn: Shelf
Life Specification Any individual
impurity: max. 1.0% (LC (UV).
BBefeHHA 3MiH NPOTArom 5-1u
MicSLiB NiCNsA 3aTBEPAYKEHHS.
3MiHn | TMRY - 3MiHK 3 SKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6.
KOHTpOsb roToBOro NikapcbKoro
3acoby. 3miHa napameTpis
cneuudikauin Ta/abo
[0MNyCTUMUX MEX rOTOBOrO
nikapcbKoro 3acoby
(oonoBHeHHs cneumdikawi
HOBUM MOKa3HUKOM 3
BiANOBIAHMM METOA0M
BMNPO6YBaHHSA) - [loaaBaHHsA
BUMNPOOYBaHHA 3a NOKa3HMKOM
«BifjHOBNEHHS rTOPU30OHTAIbHUX
nnivyok» (“Recovery of horizontal
arms”) go cneuudikadii, Lo
3aCTOCOBYETLCSA A/1A
[OCNiHKEHHSA cTabiNbHOCTI
nikapcbkoro 3acoby.
MponoHoBaHa pepgakuis: Shelf
Life Specification Recovery of
horizontal arms: max. 5 mm
(memory device ISO 7439).
BBefeHHA 3MiH NpoTArom 5-1u
MicSLiB NiCNSA 3aTBEPAYKEHHS.
3MiHn | TMRY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro fikapcbKoro
3acoby. 3miHa napameTpis
cneuudikauin Ta/abo
[0MNyCTUMUX MEX rOTOBOrO
nikapcbKoro 3acoby
(oonoBHeHHs cneumdikawi
HOBUM MOKa3HUKOM 3
BiANOBIAHMM METOA0M
BUNPO6YBaHHA)- [logaBaHHA

BUNPO6YBaHHA 33 NOKA3HWKOM
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

«LlinicHiCTb NepBMHHOT yNakoBKM
(BigwapyBaHHs Ha 180°)»
(“Container closure integrity
(Strip 180°)") go cneuudikadii,
LLLO 3aCTOCOBYETLCA A/1A
[OCNiHKEHHSA cTabiNbHOCTI
nikapcbKoro 3acoby.
MponoHoBaHa pepgakuis: Shelf
Life Specification Container
closure integrity (Strip 180°)b:
min. 1.2 N (tensile testing EN
868-5/ ASTM F88/F88M).
BBefeHHs 3MiH NpoTArom 5-Tu
MiCSLLB MiCNSA 3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oToBwWIA Nikapcbkunii 3aci6.
KOHTPO/Ib rOTOBOrO /liKapCbKoro
3acoby. 3miHa napameTpis
cneumdikauiii Ta/abo
[0NyCTUMUX MEX rOTOBOro
nikapcbKoro 3acoby
(monoBHeHHA crneumdikavii
HOBMM MOKa3HUKOM 3
BiAMNOBIAHUM METOA0M
BMNpo6yBaHHSA) - [logasaHHA
BUMPOOYBaHHA 38 NOKa3HNKOM
«LlinicHiCTb NePBUHHOI YNakoBKu
(6ynbbarukoBuii TECT)»
(“Container closure integrity
(Bubble)”) go cneumdikauii, Wwo
3aCTOCOBYETLCA 414
LOCNIMpKEHHST CTabiNbHOCTI
niKapcbKoro 3acoby.
MponoHosaHa pepakuis: Shelf
Life Specification Container
closure integrity (Bubble)b: intact
package (bubble testing ASTM
F2096). BBegeHHs 3MiH
nNpoTArom 5-Tv MicsLiB nicns
3aTBEepKEHHA. 3MiHN | TUny -
3MiHuM 3 AKocTi. FoToBwi
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /liKapCbKOro 3acooby.
3miHa napameTpiB cneuudikauii
Ta/abo foNyCTUMUX MeX

roTOBOrO JIiKapCbKOro 3acoby
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

(3BY)XEHHS AONYCTUMUX MEX) -
3BY)XEHHS AONYCTUMUX MEX N5
nokasHvika crneuudikauii
roTOBOrO NiKkapCbKOro 3acoby
«KinbKicHe BU3Ha4YeHHs
nesoHoprecTpeny» (“Assay of
system”). 3aTBepaxeHo: 47-58
Mmr/cucTemy; 3anponoHOBaHo:
47-57 mricuctemy. BBefeHHs
3MiH NpoTArom 5-Tn micauis
nicns 3aTBepmkeHHs. 3MiHu |
TUny - 3MiHK 3 sKoCTi. FOTOBMIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO J1iKapCbKOro 3acoby.
3MiHa napameTpiB cneuudikauiii
Ta/abo fonyCTUMUX MeX
rOTOBOrO J1iKapCbKOro 3acoby
(3BYXKEHHSI ONYCTUMUX MEX) -
3BY)XEHHS AONYCTUMUX MEX ANs1
nokasHuka cneuudikawii
roTOBOrO J1iKapCbKOro 3acoby
«Cuna po3pusy» (“Breaking
force”). 3aTBepaxeHe
[0MYyCTUME 3HAYEHHS BeNNYUHU
CUIN PO3pUBY NS
iHavBigyanbHoi cuctemu: 9 H;
3anponoHosaHo: 9,5 H.
BunyueHHs kputepito
cepefHboro 3Ha4YeHHS BEIMUNHN
CUIN PO3PUBY, LLIO B MEXax
3a5B/1€HOT 3MiHV € 3BY)XEHHAM
JonycTumMmx Mex. BeegeHHs
3MiH NPOTAroM 5-Tu MicALiB
nicns saTBepkeHHs. 3MiHu |
MRy - 3MiHK 3 sikocTi. FoToBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /1iKapCbKOro 3acooby.
3miHa napameTpiB cneuudikawii
Ta/abo fonycTUMUX MeX
roTOBOrO JliKapCbKOro 3acoby
(iHwWi 3miHw) - Mepernag
chopMytoBaHHSA [ONYyCTUMUX
MeX [N151 MoKa3HMKa
cneumdikauii roToBoro
nikapcbkoro 3acoby «Onuc»
(“Appearance”). [MponoHoBaHi
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
3MiHU € pefakLiiHm
KOpWryBaHHAM 33415 6inbLu

NPWUAHSATHOCTI 4718 BKA3aHOro
rnokasHuka. BeefeHHs1 3MiH
nNpoTArom 5-Tv MicaLiB nicns
3aTBEPMKEHHA. 3MiHK | TUny -
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /1iKapCbKOro 3acooby.
3miHa napameTpiB cneuudikawii
roTOBOrO JliKapCbKOro 3acoby

NPUIAHATHOCTI AN15 NOKa3HUKa

3aTBep,EI,)KeH0: rosioBHa njsima

NOBMHHA BignoBigaTy NAsMi Ha

(MeTog, TLLUX); 3anponoHoBaHo:
OCHOBHOTrO MKy i3 XpomaTtorpamu
3HaxoaMTbCA B Mexax 2,5 % Big,

OCHOBHOrO MiKy i3 XpoMaTorpamu

TOYHOrO ONUCY KpUTepIiB

3MiHuM 3 SIKOCTi. [oTOBMIA

Ta/abo fonycTUMUX MeX
(iHwWi 3miHW) - HoBi kpuTepii

cneumdikaLii rotoBoro
nikapcbKoro 3acoby
«lpeHTudpikauis
JIeBOHOprecTpesny».

Ha xpomarorpami
BMNPO6GOBYBAHOTO PO3UNHY

Xpomarorpami po3unHy
NOPIBHAHHSA 3a po3mipamu,
KOMIbOPOM Ta 3Ha4YeHHAM Rf

3HAUYEHHs Yacy yTpUMyBaHHS
BUNPOGOBYBAHOrO PO3UMHY
3HAYEHHSI Yacy yTprMyBaHHS

PO34nHy NOpiBHAHHA (MeToa
BEPX (Y®)). BBeaeHHS 3MiH
nNpoTArom 5-Tv MicAuiB nicns
3aTBEPMKEHHSA. 3MiHu | Tuny -
3MiHu 3 aKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /1iKapCbKOro 3acooby.
3miHa napameTpiB cneuudikawii
Ta/abo fonycTUMUX MeX
roTOBOrO JliKapCbKOro 3acoby
(iHwWi 3miHW) - HoBi kpuTepii
NPUIAHATHOCTI A1 NOKa3HWKa
cneumdikaLlii rotosoro
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

nikapcbKoro 3acoby
«OAHOPIAHICTb A030BaHNX
OAMHULb». 3aTBEPLKEHO:
«$IKLLO BMICT eBOHoprecTpeny
He Ginblue, HiX oAHiei 3 10
CUCTEM 3HaxX0AMTbCA No3a
mMexamu 47-58 mr/cuctemy, i
AKLWO 415 Xo4HoT 3 10 cuctem
He BUXOoAMTb 3a Mexi 45-60
Mmr/cuctemy, NpoBoOAATb
KifibKicHe BU3HaueHHs gnis 10
HOBUX cucTem. Bmict
NeBOHOprecTpeny AoAaTKoBUX
10 cuctem NoBUHEH
3HaxoguTnca y mexax 47-58
Mmr/cuctemy.»; 3anpornoHOBaHO:
«[MpuiimanbHe umcno ans 10
CUCTEM CTaHOBUTL He GiNnblue
15,0 % i BMiCT neBoHoprecTpeny
B KOXHili CUCTeMi 3HaxoanTbCA B
Mexax 86,0 % - 114,0 %.
MpuiimanbHe uncno gnsa 30
CUCTEM CTaHOBUTb He Binblue
15,0 % i BMICT neBoHoprecTpeny
B KOXHili CUCTEMI 3HAXOAUTLCS B
mexax 86,0 % - 114,0 %.».
BBefeHHA 3MiH NPOTArom 5-1n
MicSLiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TMNY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkunii 3aci6.
KOHTpOsb roTOBOro NikapcbKoro
3acoby. 3miHa napameTpis
cneyudikayin Ta/abo
[0MNyCTUMUX MEX rOTOBOTO
nikapcbKoro 3acoby (iHLwi 3MiHN)
- HoBi kpuTepii NpuitHATHOCTI
AN nokasHuka cneumdikadii
rOTOBOrO J1iKapCbKOro 3acoby
«LLIBNAKICTb BUBI/IbHEHHSA
neBoHOprecTpeny», siki
CMPUYNHEHI OHOB/IEHOO
METOAMKOI NPOBEEHHS
BUNPOGYBaHHSA (36iNbLUEHHS
4YacoBMX TOYOK Bigbopy 3paskis
i3 1-1 go 3-x). BBegeHHs 3MiH
npoTArom 5-Tm Micauis nicas
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

3aTBEPMKEHHSA. 3MiHu | Tuny -
3MiHu 3 aKoCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /1iKapCbKOro 3acooby.
3miHa napameTpiB cneuudikawii
Ta/abo fonycTUMUX MeX
roTOBOrO JliKapCbKOro 3acoby
(iHwWi 3miHK) - 3asBEHO0
npoLeaypoto AN NokasHuka
cneumnadikaii «JoMilkm
(npopykTn gerpagadii)»
(“Impurities (Levonorgestrel
related degradation products)”)
3MIHIOIOTLCA AONYCTUMI MeXi
ANSA AonyCTMOro CymapHoro
BMICTY AOMILLOK. 3aTBEpKEHWIA
BMICT: «2,0 %»;
3anponoHoBaHo: «1,0 %».
BkasaHuii napameTp 3MiHIOETbCA
Ans cneyudikauji, Wwo
3aCTOCOBYETbCS ANA
LOCAIMKEHHS CTabiNbHOCTI
nikapcbkoro 3acoby. BBegeHHs
3MiH NPOTAroM 5-Tu MicALiB
nicns saTBepkeHHs. 3MiHu |
MRy - 3MiHK 3 sikocTi. FoToBWIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHULITBI. 3MiHN
BMNpOoGYyBaHb abo AOMYyCTUMUX
MeX, BCTAHOBNEHUX Y
cneumdikauisx, nig yac
BMPOGHMLITBA FOTOBOTO
nNiKapcbKoro 3acoby (fAoaaBaHHSA
HOBOro MeTo/y BUNPOGYBaHHSA
Ta JoNyCTUMUX MEX) -
[JopasaHHs napameTpy
KOHTPO/H0 BUPOBHNYOro
npouecy ans cragii
NPUroTYBaHHSA CyMillli TOPMOH-
enactomepy (Preparation of
hormone-elastomer mixture) —
KiHLeBMiA yac 3milyBaHHs (Final
mixing time). BBeAeHHA 3MiH
npoTArom 5-Tn MicAuiB micns
3aTBEepMKEHHSA. 3MiHW | TNy -
3MiHK 3 siKoCTi. FoTOBMIA
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

nikapcbkuii 3aci6. 3MiHW y
BMPOGHULTBI. 3MiHN
BUNpobyBaHb abo AONyCTUMUX
MeX, BCTAHOB/IEHUX Y
cneumdikauisix, nig vyac
BMPOGHMLITBA FOTOBOMO
nikapcbkoro 3acoby (gofaBaHHs
HOBOro MeToZy BUNPOGYBaHHSA
Ta AOMNYCTUMUX MEX)-
[opasaHHA napameTpy
KOHTPO/TI0 BUPOOHNYOrO
npouecy ans cragii MmexaHiyHoro
cknagaHHa BMC (Mechanical
assembly of IUS units) —
[0BXMHA rOPMOH-BMICHOTO fiapa
BMC (Length of hormone core).
BBefeHHs 3MiH NpoTArom 5-Tu
MiCALB NicNa 3aTBEPAXKEHHS.
3MiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbknii 3acib.
3MiHW Y BUPOOHULTBI. 3MiHU
BMNpo6yBaHb abo A0MyCTUMUX
MeX, BCTAHOBNEHNX Y
cneumaikauisx, nig vac
BMPOGHMLTBA FOTOBOIO
nikapcbKoro 3acoby (iHLwi 3MiHN)
- BunyueHHs napameTpy
KOHTPO/IH0 BUPOBHNYOro
npouecy ans cragii
NPUroTYBaHHSA CyMillli TOPMOH-
enactomepy (Preparation of
hormone-elastomer mixture) —
«KoHLeHTpauis
NleBOHOprecTpeny»
(“Concentration of
levonorgestrel”). BBegeHHS 3MiH
npoTArom 5-Tn MicAuiB nicns
3aTBEPMKEHHA. SMiHu | Tuny -
3MiHK 3 sKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHULTBI. 3MiHN
BUNpobyBaHb abo AONyCTUMUX
MeX, BCTAHOB/IEHUX Y
cneumdikauisix, nig yac
BMPOGHMLITBA FOTOBOTO

NiKapCbKoro 3acoby (iHLi 3MiHN)
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

- BunyyenHs napametpy
KOHTPO/TI0 BUPOGHNYOrOo
npouecy ans cragii
NPUroTyBaHHSA CyMiLli FOPMOH-
enactomepy (Preparation of
hormone-elastomer mixture) —
«["OMOreHHIiCTb»
(“Homogeneity”). BBefieHHs1 3MiH
nNpoTArom 5-Tv MicaLiB nicns
3aTBEPMKEHHSA. 3MiHu | Tuny -
3MiHu 3 aKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHULITBI. 3MiHN
BMNpOoGYyBaHb abo AOMYyCTUMUX
MeX, BCTAHOBNEHUX Y
cneumdikauisx, nig yac
BMPOGHMLITBA FOTOBOTO
niKkapcbkoro 3acoby (iHLwi 3MiHu)
- BunyyeHHs onvcy MeToamku
BM3HAYEHHS MiKpOGIonoriyHoOro
HaBaHTaxXeHHs (Pre-sterilization
bioburden) ans cragii
NepPBUHHOTO NaKyBaHHS
(Packaging of the drug product
with inserter into primary
package and sealing) i
[ofaBaHHA NocunaHHA Ha
BifNOBigHMIA hapmakoneinHnii
meTog. BeefeHHsA 3MiH
nNpoTArom 5-Tv MicauiB nicns
3aTBEPMKEHHSA. 3MiHu | TNy -
3MiHu 3 aKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHu y
BMPOGHMLTBI. 3MiHa po3mipy
cepii (BK1OYaKOUM gianasoH
po3Mipy cepii) roToBoro
nNiKapcbKoro 3acoby (iHLi 3MiHN)
- BunyueHHs po3smipy cepii
roTOBOrO J1iKapCbKOro 3acoby
4700 oguHULb. [itounm
PO3MipoM cepil 3a/IMLIaeTbCA
po3mip 28846 oanHULb.
BBefeHHs 3MiH NpoTArom 5-Tu
MiCSLB NiCNs 3aTBEPAXKEHHS.
3MiHY | TMNY - 3MiHK 3 AKOCTI.

oToBWMIA Nikapcbkwii 3aci6.
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

3MiHW Y BUPOOHULITBI. 3MiHN Y
npoveci BUpobHULITBA FOTOBOTO
nikapcbKoro 3acoby, BKI0Yaoum
NPOMIKHUIA NPOAYKT, L0
3aCTOCOBYETLCS NP
BUPOGHMLTBI FOTOBOrO
nNikapcbKoro 3acoby (iHLwi 3MiHW)-
3MiHM J0 BUPOGHMYOro npouecy
roTOBOrO J1iKapCbKOro 3acoby
AnA cTagii, Ha Kl BAKOHYETbCS
CKNafaHHs BHYTPILLHbOMAaTKOBOT
cuctemn (BMC) (assembly of
IUS units). NponoHyeTbcs
BUIYYNTU PYYHWIA CMOCI6
cknagaHHsa BMC (Manual
Assembly) i 3annwnTn Tinbkn
MexaHiuHe cknagaHHa BMC
(“Mechanical assembly of the
IUS units”). BeegeHHsA 3MiH
npoTArom 5-Tu MicAuiB micns
3aTBEpPMKEHHSA. 3MiHW | TNy -
3MiHK 3 SiKOCTi. FOTOBMIA
nikapcbknii 3aci6. 3MiHn y
BUPOGHULTBI. 3MiHK y npoLeci
BMPOGHMLTBA FOTOBOIO
NikapcbKoro 3acoby, BKIOUaUn
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETLCS NP
BMPOBGHULITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpo6HULTBA) -
BHeceHHs He3HaYHNX 3MiH [0
BMPOGHMYOro npouecy Ta Ao
onncy BUPOGHMYOro npoiecy
rOTOBOrO J1iKapCbKOro 3acoby.

3MiHV 0 BUPOBGHMYOro npoLecy.

BunyyeHHsi BUPOGHNUNX
cTepuni3auiiiHix niHiin gns
ainbHuui Baviep Oy, Typky,

PiHNAHAIA Ta AiNbHUL
CrepigxeHikc Bengpxiym (MeTi-
PeweH), benbris. HeaHauHi
3MiHM [0 onncy BUPOBGHUYOTO
npouecy. OHOB/IEHHA PO3Ainy

peecTpauiiHoro gocke 3.2.P.3.3.

Onuc BMPOGHMYOro npolecy Ta
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

KOHTPOJI0 NPOL,ECy BHECEHHAM
pefakLuifiHUX KopuryBaHb,
YTOUYHEHb Ta JOMNOBHEHb, SKi
BiANOBIAaTb BUPOGHNYOMY
npouecy. BeefeHHs 3miH
nNpoTArom 5-Tv MicaLiB nicns
3aTtBepmxeHHs. 3MmiHu Il Tuny -
3MiHu 3 aKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /1iKapCbKOro 3acooby.
3miHa napameTpiB cneuudikawii
Ta/abo fonycTUMUX MeX
roTOBOrO JliKapCbKOro 3acoby
(BWTyYEHHS NOKa3HUKa, SKUi
MOXe MaTu iCTOTHWIA BN/IMB Ha
SKICTb FOTOBOTO J1iKapCbKOro
3acoby) - BunyueHHs
BUMPOOYBaHHA 3a NOKa3HWKOM
«CTepuUnIbHICTb» i3
cneuudikaui, Wwo
3aCTOCOBYETbCS ANA
LOCAIMKEHHS CTabiNbHOCTI
nikapcbkoro 3acoby. Ha 3aminy
NnokasHuKy «CTepubHICTb»
AofaTbes BUNPoGyBaHHA 415
nepeBipKX LiNiCHOCTI NEPBUHHOI
ynakoBkn. BBefeHHs 3MiH
npoTArom 5-Tn MicAuiB nicns
3aTBEPMAKEHHS

187.

MOBIPUKA®

pregabalin

npera6a
niH

NO3A
X16

Kancynv TBepaj no
50 mr; no 7 kancyn B
6nicTepi; no 2
6nictepu B
KapTOHHI KOpo6Lyi

TOB "MoBi
Xenc"

YkpaiHa

ATtnaHTik ®apma
Mpoaykoc
dapmacbloTikac
C.A.

MopTtyra
nis

BHECEHHS 3MiH [0
peecTpavuinHMx MaTepianis:
3MmiHu | TYny - AgMiHICTpaTUBHI
3MiHW. BunyyeHHs BUpOBHUYOT
AinbHUUI (BKIOYAOYN AiNbHUL
ons A®l, npomiXHOro NpPoayKTy
ab0o roToBoro siikapcbKoro
3acoby, AinbHULi Ans
NpoBefeHHsA NaKyBaHHs,
BMPOGHMKa, BIANOBIA&/ILHOTO 3a
BWMYCK Cepiid, MicLe
NpOBeLEHHS KOHTPOSIO cepii)
abo nocrtavasibHMKa BUXIAHOMO
maTtepiany, peareHty abo
[L0MOMIXHOT PeYOBUHU (SIKLLO
3a3HayeHo y f0cbe) BunyueHHs
BMpOo6HMKa AP| nperabaniH, a

3a
peyenmom

UA/19773/01/01
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Hassa
JliKapcbKo20
3acoby

Koo
ATX

Hassa
diroyoi
pe4dosu
HU

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Popma sBUMYCKY 3assBHUK KpaiHa
(nikapcbka ¢hopma, 3asiBHUK

ynakoska) a

Bupo6Huk KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa Ymosu

Bionycky

Pekna
myBaH
Hs**

Homep
n/n peecmpayitiHo
20

nocsi0YeHHs1

came Changzhou
Pharmaceutical Factory, China
Ta /ioro BUpOGHNYOT AiNIbHUL
Nantong Chanyoo Pharmatech
Co., Ltd., China (No.2 Tonghai
Si Road, Yangkou Chemical
Industrial Park, Rudong Coastal
Economic Development Zone,
China - 226 407 Nantong, Jingsu
Province). BUpo6Huk, Lo
3anvwaeTtbea (Zhejiang Huahai
Pharmaceutical Co., Ltd. China)
BWKOHYE Ti X (PyHKLT L0 A
BUJTYYEHUIA.
BHECEHHS 3MiH [0 3a
peecTpauiiHnx matepianis: peyenmom

188.

MOBIPUKA® pregabalin | npera6a

NiH

NO3A
X16

Kancynu Teepgi no
75 ™r; no 7 kancyn B

TOB "MoBi
Xenc"

YkpaiHa ATtnaHTik ®apma

Mpoaykoc

MopTtyra

UA/19773/01/02
nis

189.

6nicTepi; no 2
6nictepu B
KapTOHHI KOpOOL;

dapmacbloTikac
C.A.

3MmiHu | TUNy - AgMiHICTpaTUBHI
3MiHW. BunyyeHHs BUpOOHUYOT
AinbHUUI (BKTHOYAOYN AiNbHUL
ons A®l, npomiXHOro NpPoAyKTy
ab0o roToBoro siikapcbKkoro
3acoby, AinbHULi Ans
NpoBefeHHsA NakyBaHHs,
BMPOGHMKa, BIANOBIA&/ILHOIO 3a
BWMYCK Cepiid, MicLe
NpOBeLEHHS KOHTPOSIO cepii)
abo nocrtavasibHMKa BUXIAHOMO
maTtepiany, peareHty abo
[L0MOMIXHOT PeYOBUHU (SIKLLO
3a3HayeHo y f0cbe) BunyueHHs
BMpOGHMKa A®| nperabaniH, a
came Changzhou
Pharmaceutical Factory, China
Ta 1ioro BUpOBOHMNYOT AifIbHUL
Nantong Chanyoo Pharmatech
Co., Ltd., China (No.2 Tonghai
Si Road, Yangkou Chemical
Industrial Park, Rudong Coastal
Economic Development Zone,
China - 226 407 Nantong, Jingsu
Province). Bupo6Huk, o
3anunwaetbes (Zhejiang Huahai
Pharmaceutical Co., Ltd. China)
BVIKOHYE Ti X QOYHKLT L0 7
BUTYYEHUIA.

MOBIPUKA®

pregabalin

npera6a

NO3A

Kancysm Teepgi no

TOB "Mosi

YKpaiHa

ATtnaHTik ®apma

MopTtyra

BHECEHHS 3MiH 0

3a

UA/19773/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

NiH

X16

150 mr; no 7 kancyn
B GnicTepi; no 2
6nictepu B
KapTOHHi KopooLyi

Xenc"

Mpoaykoc
dapmacbloTikac
C.A.

nis

peecTpavuiiHux matepianis:
3MmiHu | TUny - AgMiHICTpaTUBHI
3MiHW. BunyyeHHs BUpOOHUYOT
AinbHUUI (BKTHOYAOYN AiNbHULL
ons A®l, npomiXHOro NPoOAyKTy
a60 roToBOro Nikapcbkoro
3acoby, AinbHnui Ans
NpoBefEeHHsA NaKyBaHHs,
BMPOGHMKa, BiANOBIA&/IbLHOTO 3a
BUMYyCK cepiid, MicLe
NPOBeLEHHS KOHTPOSTO cepii)
abo nocTayasibHMKa BUXigHOO
maTepiany, peareHty abo
[L0MOMIKXHOT peYOBUHU (SIKLLO
3a3HayeHo y focbe) BunyueHHs
BMPOGHMKa A®| nperabaniH, a
came Changzhou
Pharmaceutical Factory, China
Ta Aoro BUPOGHUYOT AiNbHUL
Nantong Chanyoo Pharmatech
Co., Ltd., China (No.2 Tonghai
Si Road, Yangkou Chemical
Industrial Park, Rudong Coastal
Economic Development Zone,
China - 226 407 Nantong, Jingsu
Province). Bupo6Huk, o
3anunwaetbes (Zhejiang Huahai
Pharmaceutical Co., Ltd. China)
BVIKOHYE Ti X QOYHKLT L0 7
BUTYYEHUIA.

peyenmom

190.

MYKOTEK®

canboyT
amony
cynbhat
6pomrek
CUHY
rigpoxno
pva,
reavicheH
€3WH,
MEHTON
(nesome
HTO/)

R0O5C
Al10

Cwuporn, no 100 mn
abo no 200 mny
chnakoHi; no 1
hnakoHy pasom 3
MipHUM
CTakaH4MKoM y
KOpOoO6Li 3 KAPTOHY

“OHiK
Papmachb
1oTMKa
Nabopato
pi3”
(BiggineHH
A chipmu
“Ox. B.
Kemikan3
eHf
Papmacb
HoTUKan3
nTa.”)

IHais

tOHiK
dapmMacbloTUKan
Nab6opaTtopi3
(BipgineHHs dipmmn
k. B. Kemikans
eHf
PapmMacbioTKan3
Ntp)

IHais

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHu | TUnNy - 3MiHK Woa0
6e3nekn/edeKTNBHOCTI Ta

thapmakoHarnagy (iHwi 3MiHN)
OHOB/IEHHSA TEKCTY MapKyBaHHs
yNaKoBKM NiKapCbKoro 3acooby,
30Kpema BUIyYeHHs iHchopmaui,
3a3HayeHoi aHrNilicbko MOBOIO,
Ta BHECEHHA peAakuiliHnX
npaBoK Mo TeKCTy. TepmiH
BBEJEHHS 3MiH NpoTArom 6
MicSLiB NiCNs 3aTBEPAYKEHHS.

3a
peyenmom

UA/11169/01/01

191.

MYLIMTYC

erdosteine

eppocTe
H

RO5C
B15

kancynu no 300 wr,
no 6 kancyny

Makneoac
Papmach

IHAis

Makneopc
PapmacbioTrKanc

IHAis

BHECEHHS 3MiH [0
peecTpaLiinHMX MaTepianis:

3a
peyenmom

UA/5589/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

cTpwni; no 2 abo no
5 cTpuniB y
KapTOHHI ynakoBLi

H0TUKaNC
NimiTen

Nimiten

3MiHu Il TNy - 3MiHK 3 AKOCTI.
A®I|. BupobHuuTBO. 3MiHa
BUPOGHMKa
BVIXiZHOr0/NMPOMiXXHOro
npoayKTy/peareHTy, Wo
BUKOPVCTOBYIOTHCS Y
BMPOGHMYOMY npotLieci AdDl, abo
3MiHa BUPOGHMKa (BKJTHOUA0UM,
e HeobxiaHo, micue
NPOBeeHHS KOHTPO/HO AKOCTI)
A®I (3a BigcyTHOCTI
cepTudikara BiAnNoBIAHOCTI
€Bponeiicbkiii hapmakonei y
3aTBEPAKEHOMY [OCHE)
(BBEAEHHS HOBOTO BMPOGHMKA
A®| 3 HagaHHAM MacTep-thaiina
Ha Adl) BBOAUTLCA AOAATKOBUIA
BUPOGHUK A®| eppocTeiHy
Aurore Life Sciences Private
Limited gns Myuutyc 300 mr.
oHoBsieHuih MKA N3 (eCTD
0003)

192,

MYLTYC

erdosteine

eppocte
H

R0O5C
B15

kancysm no 150 wr,
no 6 kancyny
cTpuni; no 2 abo no
5 cTpuniB y
KapTOHHI ynakoBLi

Makneogc
dapmacb
loTuKasnc

Nimiten

IHais

Maxkneogc
dPapmacbioTrKanc
Niwvites,

IHais

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHn Il TRy - 3MiHM 3 AKOCTI.
A®I|. BupobHuuTBO. 3MiHa
BUPOGHMKa
BVIXiZHOr0/MPOMiXXHOro
npoayKTy/peareHTy, Wo
BUKOPVCTOBYIOTHCS Y
BMPOGHMYOMY npoLieci Ad®l, abo
3MiHa BUPOGHMKa (BK/THOHaouM,
e HeobXxiaHo, micue
NPOBeAEHHSI KOHTPO/HO SKOCTI)
A®I (3a BigcyTHOCTI
cepTudikaTa BiZnNoBiAHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [OCHE)
(BBEA,EHHA HOBOIO BUPOGHMKA
A®| 3 HagaHHAM MacTep-thanna
Ha Adl) BBOAUTLCA AOAATKOBUIA
BMpPO6GHUK A®| eppocTeiHy
Aurore Life Sciences Private
Limited gns Myuutyc 300 mr.
oHoB/ieHnii MKA N3 (eCTD
0003)

3a
peyenmom

UA/5589/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
193. | HABIPEN vinorelbine | BiHOpen LO1CA | KoHUeHTparT ansa Mepgak Himeuun Brpo6HMUTBO "in Yecbka BHECEHHS 3MiH [0 3a UA/4711/01/01
6iH (y 04 NpUroTyBaHHs le3enblia Ha bulk", koHTponb Pecny6n peecTpauiiHnux maTepiasis: peyenmom
BUrNAAI po34nHy Ans QT orop cepili: oHkoMmep, ika/ 3MiHY | TUNY - 3MiHK Woa0
BiHOpen iHdpysiid, 10 mr/mn; KiHiwe MeHbIoEeKYEPIHT Himeuun 6e3nekn/edhekTMBHOCTI Ta
GiHy no 1 mn (10 mr) a6o LWneujanb a.c., Uecbka Ha thapmakoHarnsgy. BeegeHHs
TaprTpar 5wmn (50 mr) y npenapat Pecny6nika; a60 3MiHM [0 y3arasibHeHNUxX
y) donakoHi; no 1 e M6X MakyBaHHA, AaHux npo cucrtemy
dhnakoHy B MapKyBaHHA Ta chapmakoHarnsgy (BBefeHHs
KapTOHHi KopobLyi BUMYyCK cepii: y3aranibHeHUX JaHuX npo
Mepgak cucTemy chapmakoHarnsgy,
lesenbwadT dorop 3MiHa yNOBHOBaXEHOI 0cobu,
KniHiwe BiANOBIAA/ILHOI 3a 34iiCHEHHS
Lneuiansnpenapa hapmakoHarnagy; KOHTakTHoOl
Te M6X, 0ocobu 3 hapmakoHarnsgy
HimeuunHa 3asBHMKa ANS 34iACHEHHS
thapmakoHarnagy B Ykpaii,
SKLLO BOHA BigMiHHA Bifg,
YMNOBHOBaXEHOT 0cobu,
BiZiNOBIAANBbHOI 3a 34iACHEHHS
thapmakoHarnagy (Bko4yatum
KOHTaKTHI flaHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-thaiina
cuctemMun dhapmakoHarnsgy).
3MiHa KOHTaKTHOT 0cobum
3a8BHVKa, BiANOBIAA/ILHOI 3a
thapmakoHarnsg, B Ykpaii.
[Oitova pepakuin: Aranos
Bnagucnas Onerosuy.
MponoHoBaHa pegakuis:
[JopolueHko AHHa IropisHa.
3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0CO6U 3asBHUKA,
BignoBiganbHOI 3a
hapmakoHarnag B YkpaiHi
194. | HANBY®IH nalbuphin Hanbydi | NO2AF | po3uvH Ans iH'exuin, TOB YkpaiHa Crepun-xeH IHgis BHECEHHS 3MiH 40 3a UA/20292/01/01
e HY 02 10 mr/mnno 1 mn B «Amina Naiip CalieHcn3 peecTpavuiiHux maTepianis: peuyenmom
rigpoxno amnyni, no 5 amnyn Xenc Kea» (m nta 3MiHn | TURY - 3MiHK WoAo
png Y KOHTYpHIiA 6e3nekn/edeKTBHOCTI Ta

ynakosLi, no 1
KOHTYPHIli ynakoBLi
Y KapTOHHIlA Kopoobui

dhapmakoHarnsgy. BeegeHHs
ab60 3MiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBegeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHarnagy,
3MiHa yNoOBHOBaXeHOI 0cobu,
BiANOBIAa/IbHOI 3@ 3AiiCHEHHS
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiICHEHHA
thapmakoHarnagy B YkpaiHi,
SIKLLO BOHA BigMiHHa Bif,
YMOBHOBaXEHOT 0cobY,
BiNOBIAAbHOI 3a 3iICHEHHS
thapmakoHarnagy (Bkiouyarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
PO3MiLLEeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXeEHOI 0co6u
3as1BHYKA, BignoBigasibHOI 3a
hapMakoHarnag. 3miHa
MiCLLe3HaxXOMKEHHS MacTep-
thaiina cuctemu
thapmakoHarnsgy Ta iioro
Homepa. 3MiHa Micua
3[iiCHEHHS] OCHOBHOI Aisi/TbHOCTI
3 (hapmakoHarnagy.
195. | HEMPOKOBA | mecobala | metunko | BO3BA | tabnetku, BKpuUTI TOB YkpaiHa KYCYM IHAis BHECEHHS 3MiH 0 3a UA/14887/01/01
ne min 6anamiH | 05 nniBKOBOIO «KYCYM» XENTXKEP MBT peecTpauiiHnux maTepianis: peyenmom
060/10HKO10, 1Mo 500 nTa 3MiHu | TUNY - AgMiHICTPaTUBHI
MKr; no 10 TabneTtok 3MiHW. 3MiHa HaliMeHyBaHHS
y 6nictepi; no 3 abo Ta/abo agpecy 3asBHMKa
no 10 6nicTepis y (BnacHvika peecTpadiiiHoro
KapTOHHIN ynakoBLi; NoCBiAYEHHS) 3MiHa
no 30 TabneTok y HalilMeHyBaHHs 3asBHUKa 3 TOB
6nictepi; no 3 "TNEQ®APM NTA", YkpaiHa Ha
6nictepa B TOB "KYCYM", ¥YkpaiHa
KapPTOHHII ynakoBLii
196. | HEMPOKOBA | mecobala MEeTW/IKO - TabneTku, BKPUTI TOB YkpaiHa KYCYM IHAis BHECEHHS 3MiH 0 - UA/21192/01/01
ne min 6anamiH naiBKOBOIO «KYCYM» XENTXKEP MNBT peecTpauiiHnx matepianis:
060s10HKot0, No 500 nTa 3MiHY | TUNY - AgMIHICTPaTUBHI

MKr; in bulk: Ne
18000 (10x1800): no
10 Tabnetok y
6nictepi, no 1800
6nictepiB y
KapTOHHI kopobuy;
Ne 30000 (30x1000):
no 30 TabneTok y
6nicTepi, no 1000
6nictepiB y
KapTOHHI Kopo6Lii

3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHUKA
(BnacHvika peecTpadiiHoro
NnocBigYeHHs) 3MiHa
HalilmeHyBaHHs 3asBHuKa 3 TOB
"TNEAPAPM NITA", YKpaiHa Ha
TOB "KYCYM", ¥YKpaiHa
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
(ans KYCYM
XENTXKEP MBT
NTA (CN-289 (A),
PIIKO IngacTpian
apea, YonaHki,
Bxisagi, Aict. AnBap
(PamxacTaH), IHAis))
in bulk: Ne 25200
(30x840): no 30
Tabnetok y 6nictepi,
no 840 6nicTepiB y
KapTOHHI KopooLli
(ans KYCYM
XENTXKEP MNMBT
NTA (Mnot Ne M-3,
IHoop Cnewen
IkoHOMIK 30YH,
deiiz-1l, Mitamnyp,
[ict. Axap, Magxba
Mpagew, MiH
454774, IHgis))
197. | HEMPOLUUTW | Electrolyte | umtukoni | BOSBB | po3uuH gns iHdysii TOB YkpaiHa | TOB "lOpig-®apm" | YkpaiHa BHECEHHS 3MiH 0 3a UA/14906/01/01
H® sin H 04 no 50 mn, 100 mn, "HOpis- peecTpauiiHnux maTepianis: peyenmom
combinatio | HaTpito, 200 M1 y naswi; no dapm"” 3MiHY | TMNY - 3MiHK 3 AKOCTI.
n with HaTpito 1 nnawui B nayui CeptudpikaT BignosigHocTi/l E-
other xnopuva, cepTudikaT BignoBigHOCTI
drugs Kanito €Bponeiicbkili
xnopua, thapmakonei/moHorpadii.
KasibLito MopgaHHA HOBOro abo
xnopug OHOBJIEHOrO cepTudikaTa
avrigpat BiANOBIAHOCTI 260 BUYYEHHS
, HaTpito cepTudpikaTa BiANoOBIAHOCTI
nakrat €Bponelicbkiin hapmakonei: ans

A®I; onsa BuxigHoro
Marepiany/peareHTy/npomMikHOro
NPOAYKTY, WO
BUKOPVCTOBYHOTLCS Y
BMPOGHULTBI A®I; ons
[0MNOMDKHOT peyoBUHU
(cepTudoikaT BiANOBIAHOCTI
€poneiicbkili hapmakonei) -
HoBuii cepTudpikat Big Bxe
3aTBEPAKEHOr0 BUPOGHMKA.
MoaaHHA HoBOro cepTudiikaTy
BiANOBiAHOCTI EBpONeiichKiit
apmakonei Ne CEP 2018-159-
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

Rev 01 Big B1po6Huka Ad|
Kanito xnopwug «Macco
Organiques, s.r.0.», Yecbka
Pecny6nika. 3aTtBepgxeHo: DMF
version 10/2011.
3anponoHosaHo: CEP 2018-
159-Rev 01. 3MiHu | Tuny -
3miHu 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiNOBIAHOCTI €Bponelicbkil
thapmakonei/MoHorpadii.
MopaHHA HoBoro a6o
OHOBJIEHOTO cepTudikaTa
BiZANOBIAHOCTI 260 BUyYEHHS
cepTudikara BiANoBIAHOCTI
€Bponelicbkili hapmakonei: ans
A®l; gns BuxigHoro
MaTtepiany/peareHTy/npoMiKHOro
NpPoOAYyKTY, Wo
BUKOPVCTOBYHOTBCS Y
BUPOGHULTBI ADI; Ans
[OMOMDKHOT PEYOBUHM
(cepTudpikaT BigMOBIAHOCTI
€Bponeiicbkili hapmakonei) -
HoBwii cepTudikar Big, Bxe
3aTBEPKEHOr0 BUPOGHUKA.
MopaHHA HoBOro cepTudikaTy
BiANOBIAHOCTI €Bponelickkilt
hapmakonei Ne R1-CEP 2006-
263-Rev 01 Big Bupo6Huka Adl
Kanbuito xnopwg gurigpat
«Macco Organiques, S.r.0.»,
Yecbka Pecny6nika.
3aTtBepmxeHo: DMF version
1/2008. 3anponoHoBaHo: CEP
Ne R1-CEP 2006-263-Rev 01.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
CepTudpikaT BignosigHocTi/l E-
cepTudikat BianoBigHOCTI
€Bponeiicbkili
thapmakonei/mMoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTudikara BiZnNoBIAHOCTI
€sponelicbkili hapmakonei: ans
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

A®I; ansa suxigHoro
marepiany/peareHTy/npomMibkHOro
NPOAYKTY, L0
BUKOPWCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ons
[0MNOMDKHOT peyoBUHU
(cepTudoikaT BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
HoBuii cepTudpikat Big Bxe
3aTBEPAKEHOr0 BUPOGHYKA.
MoaaHHA HoBOro cepTudiikaTy
BiANOBiAHOCTI EBpoONeiiChKiit
hapmakonei Ne R1-CEP 2004-
315-Rev 02 Big Bupo6Huka Adl
Hartpito xnopug «Salinen Austria
AG», ABCTpisl.
3arsepmxeHo: DMF F
20.QM.330.01. 3anponoHoBaHo:
CEP Ne R1-CEP 2004-315-Rev
02. 3MiHu | TUny - 3MiHK 3
AKOCTi. [OTOBWIA NikapcbKuii
3aci6. 3MiHV Y BUPOOHULITBI.
3MmiHn y npoveci BupobHuuTBa
roTOBOrO /liKapcbKoro 3acoby,
BK/THOHAIOYN NPOMIXKHUIA MPOAYKT,
LLIO 3aCTOCOBYETLCS NP
BUPOGHMLTBI FOTOBOrO
nNikapcbKoro 3acoby (iHLi 3MiHN)
[0AaBaHHA a/lbTEPHATUBHOIO
MeToAy KOHTponto 06'emy Bl Ta
PO34MHY NPOMDKHOI NPOAYKLi Y
peakTopi, a came Barosoro
MeTOAY Ha OCHOBI NOKa3HWKIB
TEH30METPUYHKX AATUMKIB,
iHTErpoBaHUX y TEXHOJIOTIYHI
EMHOCTI.

198.

HEOTPU30/
®

opHigas
on,
HeoMiLm
HY
cynbgat
MikOHa3
ony
HiTpaT,
npeaHi3

G01B

Tabnetkun
BariHasbHi; no 4
TabneTtkn y cTpuni;
no 2 ctpunu B
KapTOHHiI kopobuj, y
KOMM/IEKTi 3
annikatopom; rno 8
TabneTok y 6nictepi;
no 1 6nictepy B
KapTOHHI kopobuj, y

OPFAHOC
VH
NAVI®CA
€HCK3
(E® 3ET )

OAE

EBepTomxeH
Naiich CaeHcns
NimiTen

IHais

BHECEHHS 3MiH 0
peecTpauiiH1ux maTepianis:
3MiHY | TMNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknit 3aci6.
KOHTpO/Ib rOTOBOrO MiKapCbKoro
3acoby. 3miHa y meTofax
BMNPOGYBaHHA roTOBOro
nikapcbKoro 3acoby (iHwi 3MiHN
y MeTofax BunpobyBaHb
(BkNrOYauM 3amiHy abo

3a
peyerimom

UA/10674/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uKa Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
OJI0H KOMMIEKTi 3

ansnikatopom

[ONOBHEHHS)) MpuBefeHHs
MeToAy KOHTPO/0
«Po3nagaHHs» go BUMor
3arasibHOI cTaTTi EBponeincoLKol
hapmakonei 2.9.2.
PROCEDURE FOR VAGINAL
TABLETS.

CynyTHS 3MiHa - 3MiHW 3 SIKOCTi.
[oTOBWIA Nikapcbkuii 3aci6.
KOHTpOsb roTOBOro NikapcbKoro
3acoby. 3miHa napameTpis
cneuudikayin Ta/abo
[0MNyCTUMUX MEX rOTOBOTO
nikapcbKkoro 3acoby (iHLi 3MiHN)
MpuBeneHHs KpuTepiiB
cneuudikaLii Tecty
«Po3nagaHHa» 4o BUMOrT
3a/1bHOI CcTaTTi EBpOnencbKol
thapmakonei 2.9.2.
PROCEDURE FOR VAGINAL
TABLETS. 3MiHu | Tuny - 3miHn
3 AKOCTi. FOTOBUIA NikapcbKuii
3aci6. KoHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa
napamMeTpiB cneuydikauiii
Ta/abo JoMyCTUMUX MeX
roTOBOrO J1iKapCbKOro 3acoby
(iHWi 3miHW) Po3gineHHs po3sginy
MKA «CNELNDIKALIA» Ha aBa
po3ginu «CMEUN®IKALIA
FTOTOBOIO /IIKAPCbKOIro
3ACOBY HA MOMEHT
B/MYCKY» Ta
«CMNELN®IKALIA FOTOBOIO
JNNIKAPCBKOI'O 3ACOBY HA
TEPMIH MPUOATHOCT I».
PosgineHHs cneumdikauii
[,03BOJISIE HITKO KOHTPO/tOBATU
SIKICTb likapCcbKOro 3acoby Ha
pi3HMX eTanax Moro «KUTTEBOro
LmKy». TecTn BKIOYEH A0
cneuuaqikalii Ha MOMeHT
BUMYCKY MatoTb GifbLL XOPCTKI
KpuTepii NPUAHATHOCTI Ta
XapakTepusyTb cTabifbHICTb

Ta BIATBOPHOBAHICTb npoLecy
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BMPOGHULITBA NiKAPCbKOro
3acoby. Cneumdpikauia Ha
TepMiH NpuaAaTHOCTI BKIOYAE Ti
napameTpu, sKi MOXyTb
3a3HaBaTyl 3MiH B npoueci
36epiraHHs roToBOro
nikapcbkoro 3acoby Ta
nigTBEPAXYHOTb 0ro
eeKTMBHICTb | 6e3neyHicTb
NPOTArOM TePMiHY NPUAATHOCTI.
3MiHu | TMNY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuit 3aci6.
KOHTpOsb roTOBOro NikapcbKoro
3acoby. 3miHa napameTpis
cneuudikayin Ta/abo
[0MNyCTUMUX MEX rOTOBOTO
NikapcbKoro 3acoby (BHECEHHS
3MiH Yy [OCbE A1 NPUBEAEHHS Y
BIANOBIAHICTb A0 3arasibHOI
ctarTi 2.9.40 «OgHopigHICTb
[1030BaHNX OAVHULIb»
L®Y/EBponeiicbkoi hapmakonet
3aMICTb 3aTBEPMAKEHNX
3aranbHWX ctaten 2.9.5
«OAHOopigHICTb Macu» Ta/abo
2.9.6 «OfHOpIgHICTb [031»)
BunyyeHHs nokasHuka
«OHOPIAHICTE MacK», OCKINIbKK
3aTBEPMKEHNN NOKA3HNK
«OHOPIAHICTb 1O030BaHUX
OANHNLIb».

199.

HE®AM®

nefopam

Hechona
My
rigpoxno
pna

NO02B
G06

TabneTkn, BKpUTI
NNiBKOBOKO
060710HKO0, No 30
mr; no 10 TabneTok
y 6nictepi; no 2 abo
6 6nicTepiB y nauui 3
KapToHY

AT
"®apmak”

Ykpaina

AT "dapmak"

Ykpaina

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHu | TURY - 3MiHK WoAo
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHa y

KOPOTKili XapakTepucTuy,
nNiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MeMYHOro 3aCTOCyBaHHSA Ha
nigctasi perynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3acTOCyBaHHS NiKapCcbKoro
3acoby B nic/speecTpaviiHnii

3a
peyenmom

He
nionsie
ae

UA/18031/02/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
nepiog, abo sk pe3ynbTar OLiHKK
3BITY 3 JOCNiAKEHb, NPOBEAEHNX
Bi4NoBIAHO A0 NnaHy
negiarpuyHux gocnigpxers (PIP)
(3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom)
3MiHU BHECEHO B IHCTPYKLit0 An1s
MeAMYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby [o poszinis
«OC06NMNBOCTI 3aCTOCYBaHHS»
Ta «obiyHi peakuii» BigNoBigHO
[0 iHdhopmalii 3 6e3neku
3aCTOCYBaHHS fjil040l peyoBUHU
3rigHo pekomeHpauii PRAC.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALB Nic/1A 3aTBEPAKEHHS.
200. | HITPECAH® nitrendipin | HITpeHA cosc Tabnetku no 20 wr, MPO.ME[ Yecbka BUPOGHMLTBO 3a Yecbka BHECEHHS 3MiH 0 3a UA/13146/01/02
e WniH AO8 no 10 TabneTtok y .LIC Mpara | Pecny6n NOBHUM LMK/IOM: Pecny6n peecTpavuinHMx maTepianis: peyenmom
6nicTepi; no 2 abo 3, a.c. iKa MPO.MEA.LC ika/ 3MiHu | TMNY - 3MiHKU 3 SKOCTI.
abo 6 6nictepiB y Mpara a.c., Cnosay, CepTtudoikat BignosigHocTi/lE-
KapTOHHI KOpo6Lyi Yecbka bKa cepTtudikaT BignoBigHOCTI
Pecny6nika; Pecny6n €Bponeiicbkili
nepBrHHE Ta ika hapmakonei/MoHorpadii. 3miHn,
BTOPWHHE noB'A3aHi 3 HEOOXIAHICTIO
naKyBaHHs: npuBeLEeHHS Y BiANOBIAHICTb A0
CaHeka MoHorpadii AdPY abo
dapmacboTukans €BponeiicbKoi hapmakonei, abo
a.c., CrnoBaubka iHLIOT HauioHasIbHOI dhapmakonel
Pecnyb6nika; nepxasun €C (3miHa y
KOHTPO/1b SKOCTI: cneuudikauisix, nos'asaHa 3i
AJIC Yecbka 3MiHamu B ®Y, abo
Pecny6nika, c.p.o., €Bponelicbkiii hapmakonei, abo
Yecbka iHLIN HauioHanbHIk dhapmakonei
Pecny6nika; aepxasu €C) - npuBefeHHs
KOHTPO/1b SAKOCTI: cneuudikauii BXigHoro
MPO.MEA.LC KOHTPOsIH0 iKOCTi ADI
Mpara a.c., HiTpeHauniH y BigNoBigHICTb
Yecbka OHOBJIEHIi MoHorpadpii Ph. Eur.
Pecny6nika 12.1 (Ne 1246 — unHHe
BUAAHHS, BK/THOHAI0UM
[LOMOBHEHHS). BBEAEHHS 3MiH
npoTArom 6-Tn MicAUiB micns
3aTBEPAKEHHS.
201. | HITPECAH® nitrendipin | HITpeHA coscC Tabnetku no 10 wr; MPO.ME[ Yecbka BUPOGHMLTBO 3a Yecbka BHECEHHS 3MiH 0 3a UA/13146/01/01
e MNiH A08 no 10 TabneTok y .LIC Mpara | Pecny6n NOBHUM LMK/IOM: Pecny6n peecTpaLiinHMX MaTepianis: peyenmom
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Hasga

MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
6nicTepi; no 2 abo 3, a.c. iKa MPO.MEA.LIC ika/ 3MiHu | TURY - 3MiHK 3 SKOCTI.
abo 6 6nicTepiB y Mpara a.c., CnoBay, CepTudpikaT BignosigHocTi/l E-
KapTOHHI KopooLli Yecbka bka cepTudikar BianoBigHOCTI
Pecnyb6nika; Pecny6n €Bponeiicbkili
nepBuHHE Ta ika thapmakonei/mMoHorpadii. 3miHu,
BTOPWHHE noB'sA3aHi 3 HeO6XiAHICTIO
nakyBaHHs: npuBELEHHS Y BiANOBIAHICTb A0
CaHeka MoHorpadii 4PY abo
dapmMacboTVKan3 €Bponeiicbkoi hapmakonei, abo
a.c., Cnosaupbka iHLIOT HaLioHas1bHOI dhapmakonel
Pecny6nika; aepxasu EC (3miHa y
KOHTPO/1b SAKOCTI: crneundikaisx, nos'azaHa 3i
AJIC Yecbka 3MiHamu B 1®Y, abo
Pecny6nika, c.p.o., €Bponelicbkii hapmakonei, abo
Yecbka iHLWIN HauioHanbHI hapmakonei
Pecny6nika; Aepxasu €C) - npuBefeHHs
KOHTPO/Ib SKOCTI: cneuudikauii BXigHOro
NMPO.MEZA.LIC KOHTPO/II0 AKOCTi ADI
Mpara a.c., HiTpeHauniH y BigNOBIAHICT
Yecbka OHOBJIEHI i MOHOrpadii Ph. Eur.
Pecny6nika 12.1 (Ne 1246 — uuHHe
BUAHHS, BK/IHOHYAKOUM
[LOMNOBHEHHS). BBEAEHHS 3MiH
NpPOTArom 6-Tv MicALiB nicns
3aTBEPKEHHS.
202. | HOPAIKCUH® | etifoxine etucpokc | NO5B kancynv no 50 wmr; TOB YkpaiHa ATtrena INC ®paHuis BHECEHHS 3MiH 40 3a He UA/19973/01/01
NHY X03 no 15 kancyny "30PABO" peecTpavuiiHux maTepianis: peuenmom niosnsie
rigpoxno 6nictepi, no 4 3MmiHu | TUny - AgMiHICTpaTUBHI ae
png 6nictepu B

KapTOHHIN nauui

3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micuga
NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro
niKkapcbKoro 3acoby, BKIYaum
AiNbHULI BUNYCKY cepii abo
MicLie NpoBeAeHHsI KOHTPO/0
AKOCTI. (AiSNIbHICTb, 3a Ky
BiANOBiAae BMPOGHMK/iMNopTep,
BK/IOUAK0UM BUMYCK cepiii) 3MiHa
HaliMeHyBaHHs1 BUPOGHMKa
roTOBOro NikapCcbKoro 3acoby,
6e3 3miHM Micus BUPOOHMLTBA.
3MiHM BHECEHI B iHCTPYKLUit0 AN
MeAMYHOIO 3aCTOCYBaHHS y
po3ain «Bnpo6HuK» Ta Ak
HacnifloK — y TeKCT MapKyBaHHs
yMaKoBKM NiKapCbKoro 3acoby.
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
203. | HYPO®DEH® ibuprofen ibynpod | MO1A CyCneHsis opasibHa 3 PekkiTT Benvka BVMPOGHMLTBO in Benuka BHECEHHS 3MiH [0 6es UA/7914/01/01
ANns QITEN eH EO1 NOSTYHUYHUM BeHkizep Bputai bulk, nakyBaHHs BpuTasi peecTpauiiHnx matepianis: peyenma
cMakoMm, 100 mr/5 Xenckep A (nepBuHHe Ta A 3MiHY | TMNY - 3MiHK 3 AKOCTI.
mn, no 100 mn a6o IHTepHeLUH BTOPUHHE), FoToBWIA Nnikapcbkuii 3aci6.
200 mn y dhnakoHi; n Nimiteq, KOHTPO/Ib SKOCTI, 3MiHM Yy BUPOGHMLTBI. 3MiHa
no 1 dpnakoHy B BUNYCK cepil: iMnopTepa/amiHu, Lo
KOMMAEKTI 3i PekkiTT BeHkisep CTOCYHOTbCSl BUMYCKY Cepii Ta
LINPULIOM- Xenckep (HOkein) KOHTPO/10 SIKOCTi rOTOBOrO
[,03aTOpPOM Y NimiTen nikapcbKoro 3acoby (3amiHa abo
KapPTOHHI Kopo6Lyi [o4aBaHHS BUPOOHUKaA, WO
BignoBifae 3a BBe3€eHHS Ta/abo
BUNycK cepii) - He Bkovaroum
KOHTPO/b/BUNPOBYBaHHA cepii -
[lo maTepianis peecTpauiiHoro
[0CbE BHOCUTLCSA iHhopMaList
npo imnopTtepa ToBapucTBO 3
06MEXEHOI0 BifMnoBigasIbHICTO
«PekkiTT BeHkizep Xaycxong
EHp Xenc Kep YkpaiHa». 3MiHn
BHOCSITbCA 3TiAHO BUMOT
noctaHosu KabiHeTy MiHICTpiB
Ykpainn Ne 287 Big 14.03.2025
p. Mpo 3arBepaxeHHA Mopaaky
BBE3EHHSA Ha TePUTOPI0 YKpaiHu
NiKapcbknx 3acobis
204. | HYPO®EH® ibuprofen ibynpodp | MO1A | cycneHsis opasibHa 3 PekkiTT Benuka BVMPOGHMLTBO in Benwvka BHECEHHS 3MiH 40 6e3 UA/8233/01/01
ONa AITEN eH EO1 anesibCHOBUM BeHkizep BpuTaHi bulk, nakyBaHHs, BputaHi peecTpavuiiHux maTepianis: peuenma
cmakom, 100 mr/5 Xenckep A KOHTPO/Ib SKOCTI, A 3MiHu | TMRY - 3MiHK 3 SKOCTI.
m; no 100 mn abo IHTepHeLUH BMNYCK Cepil: CepTudpikaT BignosigHocTi/l E-
200 My h1akoHi; n Nimiteq PekkiTT BeHkizep cepTudikar BianoBigHOCTI

no 1 conakoHy B
KOMNeKTi 3i
LUNPULOM-
[03aTOpOM Y
KapTOHHI KOpo6Lyi

Xenckep (FOkei)
NimiTen

€Bponecbkin
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudikaTa BiZnNoBiAHOCTI
€sponelicbkin hapmakonei: ans
A®l; gns BuxigHoro
MaTtepiany/peareHTy/npoMiKHOro
NPOAYyKTY, WO
BUKOPVCTOBYHOTHCS Y
BUpPO6HULTBI ADI; ans
[0MOMDKHOT PEYOBUHN
(cepTudpikaT BigMOBIAHOCTI
€Bponeiickkili hapmakonei) -
HoBwuii cepTudikar Big Bxe
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3aTBEPAKEHOro0 BUPOGHYKA.
MopaHHA cepTudikaty
BiANOBiAHOCTI EBpONEiiChKiit
hapmakonei Ne R1-CEP 2000-
087-Rev 02 (nonepepHs Bepcis
CEP R1-CEP 2000-087-Rev 01)
Ana gioyoi pevosuHu Ibuprofen
Bif] BXXe 3aTBEpAKEHOro
BMpo6HUKa BASF
CORPORATION, USA. 3minn |
TMMy - 3MiHM 3 AKOCTI.
CepTudoikat BignosigHocTi/l'E-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii.
MopaHHA HOBOro a6o
OHOBJ/IEHOTO cepTudikata
BiAnoBigHOCTI ab0 BUTyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin dhapmakonei: ans
A®I; ons BuxigHoro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO
BUKOPVCTOBYIOTHCS Y
BUPOGHMLTBI ADI; ans
[0MOMDKHOT PEYOBUHHN
(cepTudpikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) -
OHOBReHWi cepTuddikaT Big yxe
3aTBEPAKEHOr0 BUPOGHUKA.
lMogaHHA oHOBNEHOTO
cepTtudikaTy BifnoBigHOCTI
€Bponelicbkii hapmakonei Ne
R1-CEP 2000-087-Rev 03 g
aitoyoi pevoBuHM Ibuprofen Big,
BXe 3aTBepAKeHOro BUpobHMKa
BASF CORPORATION, USA.
3MiHu | TMNY - 3MiHK 3 SKOCTI.
CepTtudpikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MmoHorpadii.
MopaHHsA HOBOro a6o
OHOBJ/IEHOTO cepTudikaTa
BiAnoBigHOCTI ab0 BUTyYEHHS
ceptucpikaTa BiANOBIAHOCTI
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

€Bponelicbkili hapmakonei: ans
A®l; gns BuxigHoro
MaTtepiany/peareHTy/npoMiKHOro
NpPoOAYyKTY, Wo
BUKOPVCTOBYHOTBCS Y
BUPOGHULTBI ADI; Ans
[OMOMDKHOT PEYOBUHM
(cepTudpikaT BigMOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBNEHWIA cepTUdikar Big, yxe
3aTBEPKEHOr0 BUPOGHUKA.
MofaHHA OHOBNEHOrO
cepTucpikaTa BiANOBIAHOCTI
€Bponevicbkiin dhapmakonei Ne
R1-CEP 1996-061-Rev 12
(3atBepmxeHo: Ne R1-CEP
1996-061-Rev 06) ons gitoyoi
pevoBuHu Ibuprofen Big Bxe
3aTBEPAKEHOr0 BUPOBHMKA, 3i
3MIHOI Ha3BM BUPOOHUKA
(3aTBEpmxeHo: Shasun
Chemscals & Drugs Ltd;
3anpornoHosaHo: STRIDES
SHASUN LIMITED, India). 3MiHu
| Tuny - 3MiHK 3 AKOCTI.
CepTudpikaT BignosigHocTi/l E-
cepTudikat BianoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa
BiZANOBIAHOCTI 260 BUyYEHHS
cepTudikara BiAnNoBIAHOCTI
€Bponelicbkili hapmakonei: ans
Adl; gns BuxigHoro
MaTtepiany/peareHTy/npoMiKHOro
NpoAYyKTY, WO
BUKOPVCTOBYIOTBCS Y
BUPOGHULTBI ADI; Ans
[OMOMDKHOT PEYOBUHM
(cepTudpikaT BigMOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBNEHWIA cepTUdikar Big, yxe
3aTBEPKEHOr0 BUPOGHUKA.
MofaHHA OHOBNEHOrO
ceptucpikaTa BiANOBIAHOCTI
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
€sponeiicbkiii hapmakonei Ne

R1-CEP 1996-061-Rev 14 gns
niroyoi pevoBuHY Ibuprofen Big,
BXE 3aTBEPKEHOr0 BUPOOHUKA,
3i 3MIHOK Ha3BW BMPOGHMKA
(3aTBEpAXEHO: Strides Shasun
Limited, India; 3anponoHoBaHo:
SOLARA ACTIVE PHARMA
SCIENCES LIMITED, India).
3MiHu | TUNY - 3MiHK 3 SKOCTI.
CepTudpikaT BignosigHocTi/l E-
cepTudikar BianoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadoii.
MopaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTudikara BiZnNoBIAHOCTI
€Bponelicbkili hapmakonei: ans
A®l; gns BuxigHoro
MaTtepiany/peareHTy/npoMiKHOro
NpPoOAYyKTY, Wo
BUKOPVCTOBYHOTBCS Y
BUPOGHULTBI ADI; Ans
[OMOMDKHOT PEYOBUHM
(cepTudpikaT BigMOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBNEHWIA cepTUdikar Big, yxe
3aTBEPKEHOr0 BUPOGHUKA.
MofaHHA OHOBNEHOrO
cepTucpikaTa BiANOBIAHOCTI
€Bponevicbkiin dhapmakonei Ne
R1-CEP 1996-061-Rev 15 gns
Aitoyoi pevosuHn Ibuprofen Big,
BXe 3aTBEpPAXEHOro BUPOOHMKa
SOLARA ACTIVE PHARMA
SCIENCES LIMITED, India.
3MiHu | TMNY - 3MiHK 3 SKOCTI.
CepTtudpikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MmoHorpadii.
MopaHHsA HOBOro a6o
OHOBJ/IEHOTO cepTudikaTa
BiAnoBigHOCTI ab0 BUTyYEHHS
ceptucpikaTa BiANOBIAHOCTI
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

€Bponelicbkili hapmakonei: ans
A®l; gns BuxigHoro
MaTtepiany/peareHTy/npoMiKHOro
NpPoOAYyKTY, Wo
BUKOPVCTOBYHOTBCS Y
BUPOGHULTBI ADI; Ans
[OMOMDKHOT PEYOBUHM
(cepTudpikaT BigMOBIAHOCTI
€Bponeiicbkili hapmakonei) -
HoBwii cepTudikaT Big, HOBOTO
BMPOGHMKa (3amiHa abo
[OMOBHEHHSA). MogaHHA HOBOroO
cepTtudikaTy BifnoBigHOCTI
€Bponevicbkiin dhapmakonei Ne
R1-CEP 2008-316-Rev 01 Big
HOBOrO BMPOGHMKa AitoyoTl
peyosumHu Ibuprofen 10L
CHEMICALS AND
PHARMACEUTICALS LTD,
IHAiA. 3MiHn | TURY - 3MiHK 3
AKocTi. CepTudpikat
BignosigHocTi/IE-cepTudikat
BiANOBIAHOCTI EBPONECHKIi
thapmakonei/MmoHorpadii.
MopaHHA HOBOro a6o
OHOBJ/IEHOTO cepTudikaTa
BiAnoBigHOCTI ab0 BUTyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin dhapmakonei: ans
A®I; ons BuxigHoro
MaTtepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO
BUKOPVCTOBYIOTHCS Y
BUPOGHMLTBI ADI; ans
[0MOMDKHOT PEYOBUHHN
(cepTudpikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) -
OHOBReHWi cepTuddikaT Big yxe
3aTBEPAKEHOr0 BUPOGHUKA.
lMogaHHA oHOBNEHOTO
cepTtudikaTy BifnoBigHOCTI
€Bponelicbkiit hapmakonei Ne
R1-CEP 2008-316-Rev 03 Big,
BMPOGHMKA Ait040T PEYOBVHN
Ibuprofen IOL CHEMICALS AND
PHARMACEUTICALS LTD,
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

IHAiA. 3MiHW | TURY - 3MiHK 3
akocTi. CepTudcpikar
BignosigHocTi/l E-cepTudikar
BiNOBIAHOCTI €Bponelickkilt
thapmakonei/mMoHorpadii.
MopaHHA HoBoro a6o
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTudikara BiAnNoBIAHOCTI
€Bponelicbkili hapmakonei: ans
A®l; gns BuxigHoro
MaTtepiany/peareHTy/npoMiKHOro
NpoAyKTy, Wo
BUKOPVCTOBYHOTBCS Y
BUPOGHULTBI ADI; Ans
[OMOMDKHOT pEYOBUHM
(cepTudpikaT BigMOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBNEHWIA cepTUdikar Big, yxe
3aTBEPKEHOr0 BUPOGHUKA.
MofaHHA OHOBNEHOrO
cepTtudikaTy BifnoBigHOCTI
€Bponevicbkiin dhapmakonei Ne
R1-CEP 2008-316-Rev 05 Big
BMPOGHMKA Ai04OT PEHOBUHN
Ibuprofen IOL CHEMICALS AND
PHARMACEUTICALS LTD,
IHAIS.

205.

HYPO®EH®
DOPTE

ibuprofen

ibynpodp
€H

MO1A
EO1

TabneTkn, BKpUTI
060/10HKOt0, No 400
mr; no 12 TabneTok
y 6nictepi; no 1 abo
2 6nictepu B
KapTOHHI KOpo6Lyi

PekkiTT
BeHkizep
Xernckep

IHTepHeLlH
n Nimiteq

Benwuka
BpuTaHi
]

PekkiTT BeHkizep
Xenckep
IHTepHeLHN
NimiTen

Benvka
BputaHi
a

BHECEHHS 3MiH O
peecTpauiiHux maTepianis:
3MiHu | TMRY - 3MiHKU 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6.
3MiHM Y BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta
KOHTPO/I0 SIKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo
[0AaBaHHA BUPOOHNKa, L0
BignoBifae 3a BBe3eHHA Ta/abo
BUMYCK cepil) - He Bkovaroun
KOHTPO/Ib/BUNPOBYBaHHSA cepil -
[o matepianis peecTpauiiiHoro
[0Cbe BHOCUTbCS iHhopmav,is
npo imnoptepa ToBapuCTBO 3
06MEXEHOI0 BifnoBigabHICTIO
«PekkiTT BeHkizep Xaycxong

6e3
peyenma

UA/6313/02/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
EHp Xenc Kep YkpaiHa». 3MiHn
BHOCSITbCA 3TiAHO BUMOT
noctaHosu KabiHeTy MiHICTpiB
Ykpainn Ne 287 Big 14.03.2025
p. Mpo 3arBepaxeHHA Mopaaky
BBE3EHHSA Ha TEPUTOPI0 YKpaiHu
NiKapCbKNx 3acobiBs.
206. | OME3 A® - omenpas | A02B Karcynu Teepgi no O-p IHAis ToppeHT IHgis BHECEHHS 3MiH 40 3a He UA/6872/01/01
on, C 10 kancyn y cTpuni; Pepgi'c dapmacbioTikanc peecTpauiiHux maTepianis: peuenmom nionsie
aowmrnep no 3 ctpunu B Na6opaTto nrp, 3MiHu | TURY - 3MiHK 3 SKOCTI. ae
VAOH Kopoo6Li pic iTg, [oTOBWIA Nikapcbknii 3aci6.

KOHTPO/b roTOBOrO MiKapcbKoro
3acoby. 3viHa napameTpis
cneuudikauin Ta/abo
[0NyCTUMUX MEX rOTOBOr0
nNiKapcbKoro 3acoby (iHLi 3MiHN)
- BBEJEHHS NepiognyHoCTi
KOHTPO/IO 3@ NOKa3HNKOM
«MikpobionoriyHa uncrota» B
Cneuudpikanii MKA N3 (Ha
MOMEHT BUMYCKY), a came:
«BUNPOGYBAHHSA NPOBOANTLCA
AN NEPLUNX TPbOX KOMEPLLAHUX
cepiid, BanigauiinHux cepii, a
noTim 3 nepiognyHicTio 1 cepis
Ha KoxHi 10 cepili abo
npuHalimHi 1 cepis Ha pik».
BBefeHHs 3MiH NpoTArom 6-Tu
MiCSLiB NiCNs 3aTBEPAXKEHHS.
3MiHY | TMNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknit 3aci6.
KOHTpO/Ib rOTOBOrO MiKapCbKoro
3aco06y (iHLWi 3MiHW) - OHOB/IEHHS
BXe 3aTBepAKeHNX MeTOo/iB
KOHTposto sikocTi 13, a came
BUKNAAEHHS TEKCTY AEPXKaBHO
MOBOHO 3lijHO Cy4aCHUX BUMOT.
TakoX BHOCATLCA HE3HAYHI
YTOUYHEHHS, BUNPaB/IEHHA 3rigHO
marepianis peecTpauiiHoro
[0CbE BUPOOHNKa. BBEeHHA
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepakeHHs. 3MiHu |
UMy - 3MiHK 3 sKocTi. FoToBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO J1iKapCbKOro 3acoby.
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep

peecmpayitiHo

20
nocsi0YeHHs1

3MiHa napameTpiB cnewmdikauii
Ta/abo JoMyCTUMUX MeX
roTOBOrO J1iKapCbKOro 3acoby
(iHLWi 3miHK). CynyTHA 3MiHa-
3MiHu 3 aKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /1iKapCbKOro 3acooby.
3miHa y MeToAax BUNpobyBaHHS
roTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3miHa y
3aTBEPMKEHNX MeToAax
BUNPOBGYBaHHS) - OHOBJ/IEHHS
napameTpis cneumdikauii Ta
meTogiB koHTponto N3 3a
NMOKa3HUKOM «3O0BHiLLHii
BUMNSIA» ANA NPUBEAEHHS [0
opuriHanbHKX MaTtepianis
BMPOGHMKA.
3arBepKeHO: 3MiHV BHECEHO B
po3gain "Nikapcbka dopma”
(OcHOBHI i3NKO-XiMiYHi
B1ACTMBOCTI) B iIHCTPYKLitO0 ANA
MeAMYHOro 3acTOCYBaHHS
nikapcbkoro 3acoby. BeegeHHs
3MiH NPOTArom 6-Tn Micauis
nicns 3aTBepKEHHS.

207.

OPHI30N®

ornidazole

opHigas
on

JO1XD

PO34unH ANs iHgysil,
5 mr/mn; no 100 mn
y nasAwyi; no 1
nasawWwLi B navwi

MNAT
"Tannudga
pm*

YkpaiHa

MAT "Tanuudapm”

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHu | TMNY - 3MiHKU 3 SKOCTI.
[oTOBWIA NikapcbkuMii 3aci6. Onuc
Ta cknag,. 3miHa y cknagi
(8ONOMDKHMX pEeYOBUHAX)
roTOBOrO J1iKapCbKOro 3acoby
(iHLWi 3MiHW) - BHECEHHSA
iHchopmawii LWoao KopuryBaHHs
pH npu HeobxigHocTi 0,1 M
PO34YMHOM X/TOPUCTOBOAHEBOI
KNCNOTU. 3a3HaYEeHHA BHOCUTbLCA
Y BUTNS4jI NPUMITKN.

3a
peyenmom

UA/12227/01/01

208.

MAHKANIOP®

acetylcyst
eine

aueTnny,
UCTeiH

R0O5C
BO1

rpaHynm ans
0pa/IbHOT0 PO3YNHY
no200 mr;nolr
rpaHyn y cawe, no
10 a6o no 30 cawe
Y KapTOHHiii
yMaKoBLi

TOB
"KyCym"

YkpaiHa

KYCYM
XENTXKEP MNBT
nTg

IHais

BHECEHHS 3MiH 40
peecTpauiiHnx matepianis:
3MiHu | TMNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknit 3aci6.
KOHTpPO/Ib rOTOBOrO MiKapCbKOro
3acoby. 3miHa y meTofax
BMNPOGYBaHHSA roTOBOro

6e3
peyenma

UA/20432/02/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

nNiKapcbKoro 3acoby (He3HayHa
3MiHa y 3aTBEpAKEHNX MeToAax
BUNPOGYBaHHS)
BHECEHHS 3MiH 3a NOKa3HUKOM
"OAHOPIgHICTb f030BaHNX
OAVHULL", a came B
cneumdikavii Ta TEKCTi METOAiB
KOHTPO/I0 3a3HAa4YeHO OANHUL
po3MipHoCTi o AV (%) y
BignosigHocTi fo €®, 2.9.40. A
TakoX fofdaHo dropmysnmn
po3paxyHky BiAnoBigHO [0
MoHorpadii B pamkax
nokpaLleHHs AKocTi. CynyTHA
3MiHa - 3MiHKn 3 sKoCTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO J1iKapCbKOro 3acoby.
3MiHa napameTpiB cneuudikauiii
Ta/abo fonyCTUMUX MeX
rOTOBOrO J1iKapCbKOro 3acoby
(iHWi 3miHW). 3MiHun | TNy -
3MiHK 3 SiKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapcbKoro 3acoby.
3mMiHa y meToax BunpobyBaHHs
rOTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa Yy
3aTBEPMKEHUX MeToAax
BMNPOBYBaHHSA) 3MiHN [0
aHasliTUYHOT MEeTOANKN
"CynpoBigHi Aomilkn", a came
YTOYHEHHS 0 pPO34iny YMOBYU
XpomaTorpadpyBaHHsl, 6e3 3MiH B
KONOHL (3a3HavaeTbes ipma
Ta KaTasIokHW Homep
BMKOPUCTOBYBaHOI KOJIOHKM) Ta
BUAAIAETECA MOX/INBICTb
BVIKOPVICTAHHS aHas10riyHOT
KOMOHKW. [aHi 3MiHV [03BONSATb
YHUKHYTW pO36ixHOCTEl npw
nepesipLi NpuaaTHOCTI cUcCTemMu
Ta rapaHTyBaTu BiATBPIOBaHITb
pe3ynbTaTiB. A TakoXX BHECEHO
npaeku Ao Tabnuui i3
3a3HeYeHHAM hakTopy Biaryky
[OMILLOK Y BignoBigHOCTI A0
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY

(nikapcbka ¢hopma,

ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3BiTy 3 Bastigauii. 3miHu | Tuny -
AZMiHICTpaTWBHI 3MiHU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
3asBHVKa (BNacHuka
peecTpaLiiHOro NoCBigYEHHS)
3MiHa HaliMeHyBaHHS 3asBHUKa
(BnacHwvka peecTpauiiiHoro
NoCBiAYEHHS) 3aTBEpKEHO:
TOB «MMEAPAPM NTO»
YkpaiHa, 02092, M. Kuis, By/imua
AnmMa-ATUHCbKa, 6yanHOK 58
3anponoHoBaHo: TOB «KYCYM»
YkpaiHa, 02092, m. Kuis, By/imua
Anma-ATuHCbKa, 6yanHOK 58.
3MiHY | TUNY - 3MiHK 3 AKOCTI.
FoToBWIA Nnikapcbkuii 3aci6.
KOHTPO/Ib rOTOBOrO /iKapCbKOro
3acoby. 3miHa y MeTogax
BMNPOGYBaHHSA roTOBOro
nikapcbKoro 3acoby (He3HayHa
3MiHa y 3aTBEpAKEHUX MeToAax
BUNPOBYBaHHSA)
3MiHW 3@ MOKa3HNKOM
"lpeHTudpikauis', a came go
KpUTEPIiB NPUAHATHOCTI B
cneumdikauiio Ta TEKCTY
METO/iB KOHTPO/IO ANA KpaLLol
iHTepnpuTauii pesynbtapis. 3
TEKCTY MeTOZIB KOHTPO/IO
BUAAIEHO XOM0CTUIA PO3YMH Y
3B'AA3KY 3 HE BUKOPUCTaHHAM
oro nigyac npoBeeHHs
aHanizy. CynyTHs 3MiHa - 3MiHK
3 AKOCTi. FOTOBWMIA Nnikapcbkuii
3aci6. KoHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa
napamMeTpiB cneuudikauiii
Ta/abo JoMyCTUMUX MeX
roTOBOrO J1iKapCbKOro 3acoby
(iHLLi 3MiHW)

209.

MAHKAIOP®

acetylcyst
eine

aueTuny,
UCTeIH

rpaHynv ans
0pa/IbHOT0 PO34YMHY
no 200 wr; in bulk:
Ne 960 (1x960)
cauwle; no 1 r rpaHyn
y cawe, rno 960

TOB
"KYCyM"

Ykpaina

KYCYM

XEJTXKEP MNBT

7L

IHais

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6.
KOHTpPO/b roTOBOrO MiKapcbKoro
3acoby. 3miHa y meTogax

UA/21156/02/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

calle B KapTOHHIi
Kopoo6Li

BMNPOGYBaHHSA roTOBOro
nikapcbKoro 3acoby (He3HayHa
3MiHa y 3aTBEpAKEHUX MeToAax
BUNPOBYBaHHSA)
BHECEHHS 3MiH 3a NMOKa3HNKOM
"OfHOPIHICTL f030BAHUX
OAVHULB", a came B
cneundikauii Ta TEKCTi MeToziB
KOHTPO/O 3a3Ha4Y€HO OANHUL
po3mipHocTi go AV (%) y
BignoBigHOCTI go €®, 2.9.40. A
TakoX foAaHo dhopmysnm
po3paxyHKy BignoBiAHO A0
MoHorpadii B pamkax
nokpaLleHHs AkocTi. CynyTHA
3MiHa - 3MiHK 3 siKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa napameTpiB cnewmdikauiii
Ta/abo foMyCTUMUX MeX
roTOBOrO J1iKapCbKOro 3acoby
(iHLWi 3MiHK). 3MiHK | TURNY -
3MiHu 3 aKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /1iKapCbKOro 3acooby.
3miHa y MeToAax BUNpobyBaHHS
roTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3miHa y
3aTBEPMKEHNX MeToAax
BUNPOBYBaHHSA) 3MiHU A0
aHaniTMYHOI METOAMNKM
"CynpoBigHi gomiwkn", a came
YTOYHEHHS 0 PO34iny YMoBYU
XpomaTorpadpyBaHHs, 6e3 3MiH B
KOMOHLi (3a3HavaeTbesa dipma
Ta KaTasokHWi Homep
BMKOPUCTOBYBAHOI KOJIOHKM) Ta
BUAAIAETLCA MOX/IUBICTb
BUKOPUCTAHHS aHas10rivyHOl
KONOHKK. [laHi 3MiHM 403BONATb
YHUKHYTW po36ixXHOCTeR npu
nepesipLi NpuaaTHOCTI cucTeMmn
Ta rapaHTyBaTyu BiATBPIOBaHITb
pe3ynbTaTie. A TakoX BHECEHO
npaBku Ao Tabnuui i3
3a3HeYeHHsAM hakTopy BifryKy
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

[OMILLOK Y BignoBigHOCTI A0
3BiTy 3 Bastigauii. 3miHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpaLiiHOro NoCBigYEHHS)
3MiHa HaliMeHyBaHHS 3asiBHUKA
(BnacHvika peecTpaduiiHoro
NocBiJYEeHHs) 3aTBEPAKEHO:
TOB «NIEAPAPM NTO»
Ykpaina, 02092, m. Kviig, Bynnus
AnmMa-ATUHCbKa, 6yanHOK 58
3anponoHosaHo: TOB «KYCYM»
Ykpaina, 02092, m. Kvig, Bynnus
Anma-ATUHCbKa, 6yanHOK 58.
3MiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbknii 3acib.
KOHTpO/b roToBOro MikapcbKoro
3acoby. 3miHa y meToax
BUMNPOOYBaHHA rOTOBOIO
nikapcbKoro 3acoby (He3HayHa
3MiHa y 3aTBEpPMKEHNX MeTofax
BMNPOOYBaHHS)
3MiHW 3@ MOKa3HNKOM
"laeHTudpikauis”, a came o
KpUTEpIiiB NPUAHATHOCTI B
cneumaikaLilo Ta TeKCTY
MeTOZIB KOHTPO/IO A/15 KpaLLol
iHTepnpuTauii pesynbtapis. 3
TEKCTY MeTOZiB KOHTPO/IO
BUAIEHO XOMOCTUIA PO3YMH Y
3B'A3KY 3 HE BUKOPUCTAHHAM
oro nmigyac npoBefeHHn
aHanizy. CynyTHsl 3MiHa - 3MiHK
3 AKOCTi. [0TOBWIA NiKapCbKNii
3aci6. KoHTposb rotToBoro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii
Ta/abo fonycTUMUX MeX
roTOBOrO JliKapCbKOro 3acoby
(iHWi 3MiHW)

210.

MAHKAIOP®
DOPTE

acetylcyst
eine

aueTtuny,
UCTEIH

RO5C
BO1

rpaHynu ans
OpasIbHOr0 PO34NHY
no 600 mr; no 31
rpaHyn y caile, no
10 a6o no 30 cawe

TOB
"KYCyMm"

YkpaiHa

KYCYM
XENTXKEP MBT
nTp

IHAis

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MmiHu | TYny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHMKA

6e3
peyenma

UA/20433/01/01
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Ne Hassa MixxHapoo | Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uKa Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
Y KapTOHHiIl (BnacHvika peecTpauiiHoro
ynaKkoBLi NOCBiJYEHHS) 3MiHa
HaliMeHyBaHHs 3asiBHVKa
(BnacHwvKa peecTpaviiiHoro

nocsigyeHHs). 3mitu | Tuny -
3MiHK 3 sKoCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO J1iKapCbKOro 3acoby.
3MiHa y MeTofax BUNpo6yBaHHs
roTOBOrO JliKapCbKOro 3acoby
(He3HauHa 3miHa y
3aTBEpPAKEHNX METOAAX
BUNpobyBaHHA) CynyTHA 3MiHa -
3MiHu 3 aKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /1iKapCbKOro 3acooby.
3miHa napameTpiB cneuudikawii
Ta/abo fonycTUMUX MeX
roTOBOrO JliKapCbKOro 3acoby
(iHWWi 3miHK)
3MiHa BHOCUTbLCA A0 MeToAy
BUMPOOYBaHHSA 3a NOKa3HWKOM
"loeHTudikauis”, a came: o
KpUTEepIiiB NPUAHATHOCTI B
cneumagikaLilo Ta TEKCTi METOAIB
KOHTPOIO A4/1A KpaLLoi
iHTepnpeTauii pe3ynbTartis. 3
TEKCTY MeTOZIB KOHTPO/I0
BUAA/IEHO XOIOCTUI PO3YUMH Y
3B'A3KY 3 HE BUKOPUCTAHHAM
oro nigyac npoBefeHHs
aHanisy. 3minu | Tuny - 3miHu 3
AKOCTi. [OTOBWIA NikapcbKuii
3aci6. KoHTposib rotToBoro
nikapcbKoro 3acoby. 3miHa 'y
mMeToAax BUNpPoGyBaHHS
roTOBOrO JliKapCbKOro 3acoby
(He3HauHa 3miHa y
3aTBEpPAKEHUX METOAAX
BMNPOOGYBaHHS) 3MiHa
BHOCWTbCS 0 MeToay
BUMPOOYBaHHA 3a NOKa3HWKOM
"CynpoBigHi 4OMiLLKK", a came:
YTOYHEHHS 0 pPO34iny YMOBYU

XpomaTorpadpyBaHHsl, 6e3 3MiH B

KONOHLi (3a3HavaeTbes hipma
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

Ta KaTasIokHW Homep
BVIKOPVCTOBYBaHOI KOJIOHKM) Ta
BUAANAETLCA MOX/IUBICTb
BVIKOPUCTAHHA aHas1o0riyHol
KOMOHKN. BHeceHO npasku A0
Tabnuui i3 3a3Ha4YeHHsAM
hakTopy BIAryKy fOMILLOK Y
BiAgnoBigHOCTI fo 3BiTy 3
Bavtigauii. 3MiHu | Tuny - 3miHK 3
AKOCTI. FOTOBUIA Nikapcbkuii
3aci6. KoHTposb rotoBoro
nikapcbKoro 3acoby. 3MiHa y
mMeTofax BUNPo6yBaHHSA
rOTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa Yy
3aTBEPMKEHUX MeToAax
BMNpo6yBaHHs) CynyTHS 3MiHa
- 3MiHu 3 KoCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO J1iKapCbKOro 3acoby.
3MiHa napameTpiB cneuwudikauiii
Ta/abo fonyCTUMUX MeX
rOTOBOrO J1iKapCbKOro 3acoby
(iHWi 3MiHM) BHECEHHSA 3MiH [0
Cneuudpikauii/MeTogis
BMNpo6yBaHHsA 13 3a
NoKasHNKOM «OHOPIAHICTb
[1030BaHNX OAMHULb» 30Kpema:
3a3HaYeHHs OAUHNLL
po3MipHOCTi o AV (%) y
BignosigHocTi Ao €&, 2.9.40.

211.

MAHKAIOP®
DOPTE

acetylcyst
eine

aueTuny,
UCTeIH

rpaHynv ans
0pasIbHOTO PO3YNHY
no 600 wr; in bulk:
Ne 800 (1x800)
cawle; no 3 r rpaHyn
y cawe, no 800
calle B KapTOHHIi
KopooLi

TOB
"KYCyM"

Ykpaina

KYCYM
XENTXKEP MBT
N7

IHais

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MmiHu | TUny - AgMiHICTpaTuBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu 3asBHUKaA
(BnacHvika peecTpaduiiHoro
NoCBiJYEHHS) 3MiHa
HaliMeHyBaHHS 3asiBHMKa
(BnacHvika peecTpaduiiHoro
nocsigyeHHs). 3mitu | Tuny -
3MiHK 3 sKoCTi. FOTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /1iKapCbKOro 3acoby.
3MiHa y MeTofax BUNpo6yBaHHs
rOTOBOrO JIiKapCbKOro 3acoby

UA/21157/02/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
(He3HayHa 3miHa y
3aTBEPMKEHNX MeToAax
BUNPO6YyBaHHs) CynyTHA 3MiHa -
3MiHK 3 SiKOCTi. FOTOBMIA

nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapcbKoro 3acoby.
3MiHa napameTpiB cnewmdikauiii
Ta/abo JoMyCTUMUX MeX
roTOBOrO J1iKapCbKOro 3acoby
(IHLWi 3MiHK)
3MiHa BHOCUTLCS A0 MeToay
BUMPOOYBaHHA 3a NOKa3HWKOM
"loeHTudbikauis", a came: fo
KpUTEepIiB NPUIAHATHOCTI B
cneumaikaLilo Ta TEKCTi MeTOAiB
KOHTPOIO 419 KpaLLoi
iHTepnpeTauji pesynbTaris. 3
TEKCTY MeTOZiB KOHTPO/IO
BUAIEHO XOMOCTUIA PO3YMH Y
3B'A3KY 3 HE BUKOPUCTAHHAM
oro nigyac npoBefeHHs
aHanisy. 3miHu | Tuny - 3mMiHu 3
AKOCTI. [0TOBWIA NikapCbKWii
3aci6. KoHTposib rotToBoro
niKapcbKoro 3acoby. 3miHa y
mMeTofAax BUNPoGyBaHHSA
roTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3miHa y
3aTBEPMKEHNX MeToAax
BMNPO6YBaHHSA) 3MiHa
BHOCUTbCS 10 METOAY
BUMPOOYBaHHSA 3a NOKa3HNKOM
"CynpoBigHi AoMilLkK", a came:
YTOUHEHHS 0 PO34iny YMOBU
XpomaTorpadpyBaHHsl, 6e3 3MiH B
KOMOHL (3a3HavaeTbcs Qpipma
Ta KaTasIokHW Homep
BVKOPVCTOBYBaHOI KOJIOHKM) Ta
BUAANAETLCA MOX/IUBICTb
BVIKOPUCTAHHA aHas10riyHol
KOMOHKN. BHeceHO npasku A0
Tabnuui i3 3a3HaYeHHsAM
hakTopy BiAryKy fOMILLOK Y
BiAgnoBigHOCTI fo 3BiTy 3

AKOCTi. FoTOBMIA Nikapcbkuii

Bavstigauii. 3MiHu | Tuny - 3miHK 3




281

n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3aci6. KoHTposib roToBoro
nikapcbKkoro 3acoby. 3miHa 'y
mMeToAax BUNpPoGyBaHHS
roTOBOrO JliKapCbKOro 3acoby
(He3HauHa 3miHa y
3aTBEpPAKEHNX METOAAX
BunNpobyBaHHsA) CynyTHA 3MiHa
- 3MiHu 3 IKOCTi. FoTOBWI
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /1iKapCbKOro 3acooby.
3miHa napameTpiB cneuudikawii
Ta/abo fonycTUMUX MeX
roTOBOrO JliKapCbKOro 3acoby
(iHLWIi 3MiHW) BHECEHHS 3MiH [0
Creuvndikauii/MeTogis
Bunpo6ysaHHs /13 3a
nokasHukoMm «OAHOPIAHICTb
[1030BaHNX OAMHULb» 30Kpema:
3a3HaYeHHs1 OAUHULb
po3mipHoCTi go AV (%) y
BignosigHocTi Ao €9, 2.9.40.

212.

MAHTEHON
CNPEN

dexpanthe
nol

[ekcnaH
TeHon

DO3A
X03

niHa HawkipHa, 4,63
r/100r;no 130ry
KOHTEWHepi nig
TUCKOM; no 1
KOHTeliHepy B
KapTOHHI Kopo6Lyi

TOB
"BAYLL
XENC"

YkpaiHa

BignosigansHuii
3a BUNYCK Cepiii:
Op. l'epxapg MaHH
Xewm.-chapm.
®abpuk MM6X,
HimeuuunHa,;
BignosigansHuii
3a BUMNYCK Cepiii:
Baywi + Jlom6
IpnaHg, Nivitea,
Ipnaxgis;
Bupo6bHMLTBO
bulk, nakyBaHHs1,
KOHTPO/b AKOCTI:
ACM Aepocon-
Cepsic AT,
LLiBeiuapis

Himeuun
Ha/
Ipnangis

LLiBelina
pist

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHu | TUnNy - 3MiHK Woa0
6e3nekn/edeKTNBHOCTI Ta

dhapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3ara/ibHeHUX
[aHux nNpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNoBHOBaXXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLLO BOHA BiAMiIHHA Bif
YNOBHOBaXEHOI 0Ccobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnagy (Bkiovyarum
KOHTaKTHi flaHi) Ta/abo 3MiHN y
po3MilLeHHI MacTep-tharina
cmcTeMu dhapmakoHarnsgy).
3MiHa MicLe3HaxXoMKEeHHS

MacTep-aiia cuctemm

6e3
peyenma

UA/4438/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
hapmakoHarnsgy. 3miHa micus
3[iiCHEHHS OCHOBHOI Aisi/TbHOCTI
3 (hapmakoHarnagy.
213. | MAHTEHON- dexpanthe | gekcnaH | DO3A niHa HawkipHa, 50 TOBAPUC | YkpaiHa | TOBAPUCTBO 3 YkpaiHa BHECEHHS 3MiH 0 6e3 UA/19009/02/01
340POB'A nol TeHon X03 mr/r; no 58,5 r abo TBO 3 OBMEXXEHOIO peecTpauiiHnux maTepianis: peyenma
AEPO30/1b no 117,0 r y 6as1oHi OBMEXE BIAMOBIOANbHI YTOUYHEHHS HanNUcaHHA yMoB
3 KnianaHom- HOHO CTIO BignNycKy B Haka3i MO3
HacocoMm, Hacagkot- | BIAMOBIA «KOPMOPALJIA YkpaiHu Ne 1454 Big
po3nu/oBaYvemM Ta ANBHICT «3[00POB’'A» 30.09.2026 B npoueci
3aXUCHUM 0] nepepeecTtpauii. Pegakuis B
KoBnaykom; no 1 «KOPIMOP Hakasi - 3a peuenToM. BipHa
6anoHy y Kopobui 3 AUIA pepaxuis - 6e3 peuenTa.
KapTOHY «300P0OB
A
214. | NAPALEETAM | paracetam | napauet - NOPOLLIOK TOB YkpaiHa paHynes IHais IHAis BHECEHHS 3MiH 0 - UA/18154/01/01
on ol amon (cybeTaHuin) y "KyCym™m" Nimiteq peecTpauiinHMX maTepianis:
noAgiliHnx 3MiHY | TUNY - AgMIHICTPaTUBHI
nonieTuIeHoBmxX 3MiHW. 3MiHa HaliMeHyBaHHS
naketax gns Ta/abo agpecy 3asBHMKa
hapmaueBTUYHOTO (BnacHvika peecTpadiiHoro
3acTOCyBaHHS NocBigY€eHHs)- 3MiHa
HalilMeHyBaHHS 3asBHUKa
(BnacHvika peecTpadiiHoro
NnocBigYeHHs), 6e3 3MiHK
opuanYHoI ocobu: fitoua
pegakuis: TOB «MMEA®APM
NTA», YkpaiHa. NponoHoBaHa
pegakuisi: TOB «KYCYM»,
YKpaiHa
215. | MAPALUETAM | paracetam | napauet | NO2B PO34nH ANa iHdysili TOB YkpaiHa C.AN.®. C.nA. ITanisa BHECEHHS 3MiH [0 3a UA/19207/01/01
O/l C.AN1.D. ol amon EO1 10 mr/mn; no 100 mn "Amina JNabopaTtopio peecTpauiinHMX MaTepianis: peuenmom
y thnakoHi Nel; no Xenc Kea" Papmakonoaknko 3MiHu | TUNy - 3MiHK Wwoao

100 mn 'y chnakoHi,
no 30 chriakoHiB y
KapTOHHI Kopo6Lli

6e3nekun/edekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
a60 3MiHU [0 y3arasibHeHuX
[aHux nNpo cuctemy
thapmakoHarniagy (BBe4eHHsS
y3araslbHeHUX AaHuX npo
cuctemy thapmakoHarnsay,
3MiHa YNOBHOBaXKEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0cobu 3 hapmakoHarnsgy
3asBHMKa ANS1 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLO BOHA BigMiHHA BiJ
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
YNOBHOBaXEHOI 0CcobY,
BiANoBiAa/IbHOI 32 3[jACHEHHS
hapmakoHarnagy (Bkiroyaroum
KOHTaKTHi fiaHi) Ta/abo 3MiHn y
pO3MilLeHHi MacTep-chaiina
cucTemu chapmakoHarnagy) -
3MiHa KOHTaKTHUX AaHuX
YMOBHOBaXEHOI 0cobu
3asBHVKa, BignoBigasbHOI 3a
hapMakoHarnsg. 3miHa
MiCLIe3HaxXO[pKeHHs macTep-
thaiina cuctemu
hapmakoHarnsgy Ta iioro
Homepa. 3MiHa Micus
3[jACHEHHSI OCHOBHOT AisiNIbHOCTI
3 thapmakoHarnsgy.
216. | NEPIHAONPE | perindopril | nepuHgo | CO9B Tabnetkv no 4 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 3a UA/19239/01/01
C® TPIO , npuny X01 mr/1,25 mr/5 mr; no "®bapmaue "®PapmaLeBThYHA peecTpavuiiHux maTepianis: peuenmom
amlodipine | TpeT- 10 TabneTok y BTUYHA ipma "JapHuus” 3MiHu | TMRY - 3MiHK 3 SKOCTI.
and 6yTunam 6nicTepi, no 3 abo 9 thipma CepTudpikaT BignosigHocTi/l E-
indapamid | iH, 6nicTepiB B nayuj "OapHnus” cepTudikar BianoBigHOCTI
e iHganami €Bponencbkili
o, thapmakonei/MoHorpadii.
amnogu MopaHHA HoBoro abo
niHy OHOBJIEHOTO cepTudikaTa
6ecunar BiANOBIAHOCTI 260 BUYyYEHHS

cepTudikaTa BiZnNoBiAHOCTI
€sponelicbkin hapmakonei: ans
A®l; gns BuxigHoro
MaTtepiany/peareHTy/npoMiKHOro
NPOAYyKTY, WO
BUKOPVCTOBYHOTHCS Y
BUpPO6HULTBI ADI; ans
[0MOMDKHOT PEYOBUHN
(cepTudpikaT BigMOBIAHOCTI
€Bponeiickkili hapmakonei) -
OHoBReHW cepTuddikaT Bif yxe
3aTBEPAKEHOIO BUPOOHMKA -
MofaHHA OHOBNEHOrO
ceptucpikaTa BiANOBIAHOCTI
€sponelicbkin hapmakonei CEP
2004-284-Rev 02 gns Ad|
MepuHaonpwny TpeT-byTunamin
Bif] BXXe 3aTBEpAKEHOro
BMpo6HUka Rolabo Outsourcing,
S. L., Spain. 3aTBepgxeHo: CEP
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
Ne R1- CEP 2004-284-Rev 01.
3anponoHoBaHo:
CEP 2004-284-Rev 02
217. | NEPIHAONPE | perindopril | nepuigo | CO9B Tabnetkv no 4 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 3a UA/19239/01/02
C® TPIO , npuny X01 Mr/1,25 mr/10 mr; no | "®apmaue "®apmaveBTUYHa peecTpauiiHnux maTepianis: peyenmom
amlodipine | TpeT- 10 TabneTok y BTUYHA hipma "OapHuus" 3MiHY | TMNY - 3MiHK 3 AKOCTI.
and 6yTnnam 6nicTepi, no 3 abo 9 thipma CeptudpikaT BignosigHocTi/l E-
indapamid | iH, 6nicTepiB B nayuj "OapHuusa” cepTudikaT BignoBigHOCTI
e iHganami €Bponeiicbkili
4, thapmakonei/MoHorpadii.
amnogu MopaHHA HoBoro abo
niHy OHOBJIEHOrO cepTudikaTa
6ecunar BiANOBIAHOCTI 260 BUYYEHHS
cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; onsa BuxigHoro
Marepiany/peareHTy/npomMikHOro
NPOAYKTY, WO
BUKOPVCTOBYHOTHCS Y
BMPOGHULTBI A®I; ons
[0MNOMDKHOT peyoBUHU
(cepTudpikaT BiANOBIAHOCTI
€poneiicbkili hapmakonei) -
OHOBNEHWi cepTudikaT Big yxe
3aTBEPIXEHOr0 BUPOOHUKA -
MofaHHA OHOBNIEHOrO
cepTudikaTa BiZnNoBiAHOCTI
€sponelicbkin dhapmakonei CEP
2004-284-Rev 02 gna Ad|
MepuHaonpuny TpeT-6yTunamiy
Bif, BXX€ 3aTBEpMAKEHOro
BMpo6HUuka Rolabo Outsourcing,
S. L., Spain. 3atBepaxeHo: CEP
Ne R1- CEP 2004-284-Rev 01.
3anponoHoBaHo:
CEP 2004-284-Rev 02
218. | NEPIHAONPE | perindopril | nepuHgo | CO9B Tabnetkv no 8 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 3a UA/19239/01/03
C® TPIO , npuny X01 mr/2,5 mr/5 mr; no 10 | "®apmaue "apmMaueBThyHA peecTpauiiHnx matepianis: peyenmom
amlodipine | TpeT- Tabnetok y 6nictepi, BTUYHA ipma "OapHuus" 3MiHu | TMNY - 3MiHK 3 AKOCTI.
and 6yTvnam no 3 abo 9 6nicTepis thipma CeptudpikaT BignosigHocTi/l E-
indapamid | iH, B nauuj "AapHnus” cepTuddikar BianoBigHOCTI
e iHganami €Bponeiicbkili
4, thapmakonei/MoHorpadoii.
amnogu MopaHHA HoBoro abo
niHy OHOBJIEHOTO cepTudikaTa
6ecunar BiANOBIAHOCTI 260 BUYYEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep

peecmpayitiHo

20
nocsi0YeHHs1

cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkin dhapmakonei: ans
A®I; ons BuxigHoro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO
BUKOPVCTOBYIOTHCS Y
BUPOGHMLTBI ADI; ans
[0MOMDKHOT PEYOBUHHN
(cepTudpikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) -
OHOBReHWi cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
lMogaHHA oHOBNEHOTO
cepTudpikaTa BiANOBIAHOCTI
€sponelicbkiin papmakonei CEP
2004-284-Rev 02 ana Adl
MepwHgonpwny TpeT-byTunamin
Bifl BXXe 3aTBEepAKEeHOro
BMpo6Huka Rolabo Outsourcing,
S. L., Spain. 3atBepgxeHo: CEP
Ne R1- CEP 2004-284-Rev 01.
3anponoHoBaHo:
CEP 2004-284-Rev 02

219.

NEPIHAOMNPE
C® TPIO

perindopril

amlodipine
and
indapamid
e

nepuHao
npuny
TpeT-
6ytTunam
i,
iHoanami
a,
amnogu
niHy
6ecunar

Cco9B
X01

Tabnetku no 8
Mmr/2,5 mr/10 wr; no
10 Tabnetok y
6nictepi, no 3 a6o 9
6nicTepis B NayLj

MpAT
"®apmate
BTUYHA
hipma
"AapHnus”

YkpaiHa

MpAT
"®GapmaLieBTnyHa
ipma "JapHnus”

YkpaiHa

BHECEHHS 3MiH 0
peecTpauinHMx maTepianis:
3MiHu | TMNY - 3MiHKU 3 SKOCTI.
CepTtudoikat BignosigHocTi/lE-
cepTtudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MmoHorpadii.
MopaHHsA HOBOro abo
OHOBJ/IEHOTO cepTudikata
BignoBigHOCTI ab0 BUTyYEHHS
cepTucpikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ons BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO
BUKOPVCTOBYIOTHCS Y
BMPOGHMLTBI API; ans
[0MOMDKXHOT PEYOBUHMN
(cepTudpikat BIANOBIAHOCTI
€poneiicbkili hapmakonei) -
OHOBReHWi cepTuddikaT Bif yxe
3aTBEPAXKEHOrO BUPOOHMKA -
lMogaHHA OHOBNEHOTO

3a
peyenmom

UA/19239/01/04
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

cepTucpikaTa BiANOBIAHOCTI
€sponelicbkin dhapmakonei CEP
2004-284-Rev 02 gns Ad|
MepuHaonpuny TpeT-byTunamin
Bif] BXXe 3aTBEpAKEHOro
BMpo6HUKa Rolabo Outsourcing,
S. L., Spain. 3atBepgxeHo: CEP
Ne R1- CEP 2004-284-Rev 01.
3anponoHoBaHo:
CEP 2004-284-Rev 02

220.

NNABIKC®

clopidogrel

Knonigor
pento
rigpocyn
bghaT y
BUrNAAI
OCHOBU

BO1A
Co4

TabneTkn, BKpUTI
nNiBKOBOIO
060/10HKO0, M0 75
Mr; Ne28 (14x2): no
14 TabneTok y
6nictepi; no 2
6nictepn y
KapTOHHI Kopo6Lyi

TOB
"CaHoi-
ABeHTIiC
YkpaiHa"

Ykpaina

CAHO®I
BIHTPOTI
IHOACTPIA

®paHuis

BHECEHHS 3MiH O
peecTpauiiHux maTepianis:
3MiHn | TURY - 3MiHK WoAo
6e3nekn/edeKTBHOCTI Ta

dhapmakoHarnsgy. BHeceHHs
a60 3MiHa(K) 40 3060B'A3aHb Ta
YMOB BMAadi peectpauiiiHoro
nocBig4eHHs, Bkovatoun Mnax
ynpaBnAiHHA pu3nkamn (iHLi
3MmiHn) 3asBHukoM TOB
"CaHodpi-ABeHTIC YkpaiHa",
YKpaiHa OHOB/IEHO nnaH
ynpaB/iHHA pu3nkamu (gani —
MYP) po Bepcii 2.7 nikapcbkoro
3acoby MN/1ABIKC®, Tabnetku,
BKPWTi M/iIBKOBOK 060/IOHKOH,
no 75 mr; Ne28 (14x2): no 14
TabneTok y 6nictepi; no 2
6nicTepu y KapTOHHIli KopobLi 3
MeTO akTyanisauji nuTaHb
NoAasIbLLIOr0 CNOCTEPEXEHHS
(FUQ) y fonaTky 4 no NYP Ta
OHOBJ/IEHHA YacTuHm |
BIANOBIAHO A0 3aTBEPAXEHOT
npoueaypu
EMEA/H/C/WS/2150. 3MiHun
BHECEHO [0 YacTuH: | «3aranbHa
iHchopmavisx», VII «JoaaTku».
MYP Bepcis 2.7 NOrogxeHo
(eCTD nocnigosHicTe Ne 0000).

3a
peyenmom

UA/9247/01/01

221.

MNNABIKC®

clopidogrel

knonigor
pento
rigpocyn
bhat y
BUrNAAI
OCHOBM

BO1A
Cco4

TabneTkn, BKpUTI
nNiBKOBOKO
060n10HKOt0, Mo 300
mr; Ne 10 (10x1): no
10 TabneTok y
6nictepi; no 1

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

CAHO®I
BIHTPOT
IHOACTPIA

®paHuin

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3Mminu | TUny - 3miHu Wwoao
6e3nekn/edeKTBHOCTI Ta

dhapmakoHarnsgy. BHeceHHs
a60 3MiHa(K) A0 3060B'A3aHb Ta

3a
peyenmom

UA/9247/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

6nictepy B
KapTOHHI Kopo6Lyi

YMOB BuAadi peecTpaLiiiHoro
nocBig4YeHHs, BKIoYatoun Mnax
ynpas/iHHA pusnkamm (iHLi
3MiHu) 3asBHukom TOB
"CaHodpi-ABeHTiC YkpaiHa",
YKpaiHa OHOB/IeHO nnaH
ynpasiHHA pusnkamu (gani —
MYP) po Bepcii 2.7 nikapcbkoro
3acoby NJ/1ABIKC®, Tabnetku,
BKPUTI MNiBKOBOKO 060/TOHKOHO,
no 300 mr; Ne 10 (10x1): mo 10
TabneTok y 6nictepi; no 1
6nicTepy B KapTOHHI kopobL,i 3
MEeTOI akTyanizauji nuTaHb
noAasibLLIOro CNOCTePeXeHHs
(FUQ) y JopaTtky 4 po MYP Ta
OHOBJ/1EHHA YacTuHm |
BiAMNOBIAHO [0 3aTBEPAXEHO!
npoueaypu
EMEA/H/C/WS/2150. 3MiHu
BHECEHO A0 YacTuH: | «3aranbHa
iHchopmavis», VIl «JogaTkus.
MYP Bepcis 2.7 norogxeHo
(eCTD nocnigosHicTb Ne 0000).

222.

NMPErABANIH

pregabalin

npera6a
NiH

NO2BF
02

kancynu no 150 wr,
no 10 kancyny
6nictepi; no 2
6nictepn y
KapTOHHI Kopo6Lyi

TOB
«Amina
Xenc Kea»

YkpaiHa

Crepun-[xeH
Naiicp CaiieHcn3
(m nrp,.

IHais

BHECEHHS 3MiH [0
peecTpauiiHnux matepianis:
3MiHu | TUnNy - 3MiHK Woa0
6e3nekn/edeKTNBHOCTI Ta

dhapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3ara/ibHeHUX
AaHvX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNMoBHOBaXXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKa 419 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLO BOHA BiAMiIHHA Bif
YNOBHOBaXEHOI 0Cco6bu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnagy (Bkio4yawum
KOHTaKTHi flaHi) Ta/abo 3MiHN y
po3MilLeHHI MacTep-dharina

3a
peyerimom

UA/21033/01/02
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Pekna

n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U
3a8BHVKa, BiANOBIAA/ILHOI 3a
thapmakoHarnag. 3MiHa
MiCLIe3HaxopKeHHsI macTep-
thaiina cuctemu
hapmakoHarnsgy Ta ioro
HoMepa. 3miHa Micus
3[jl/iCHEHHSI OCHOBHOI AifANIbHOCTI
3 (hapmakoHarnagy.

UA/21033/01/03

223.

MPErABANH

pregabalin

npera6a
niH

NO2BF
02

kancynu no 300 wr;
no 10 kancyny
6nicTepi; no 2
6nictepn y
KapTOHHI KOpOOL;

TOB
«Amina
Xenc Kea»

YkpaiHa

Crepun-xeH
Nalidy CalieHcuns
(m nrp,.

IHAis

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3miHu | TYny - 3MiHK Woao

6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHM [0 y3araslbHEHNX
[aHuxX nNpo cuctemy
hapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX faHux npo
cuctemy hapmakoHarnsagy,
3MiHa yNOBHOBaXXEHOI 0cobw,
BiANoBiAa/IbHOI 3a 3AjACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKA 419 34iICHEHHS
thapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHa Bif,
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapMakoHarnsgy (Bkirovaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHi MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U
3asBHWVKa, BiANOBIAA/IbHOI 3a
thapmakoHarnag. 3MiHa
MiCLIe3HaxopKeHHs1 macTep-
thaiina cuctemu
hapmakoHarnsgy Ta ioro
HoMepa. 3MiHa Micus
3[iACHEHHSI OCHOBHOT AiSNbHOCTI
3 (hapmakoHarnagy.

3a
peyenmom

224,

MPErABANIH

pregabalin

npera6a
niH

NO2BF

Kancynu no 75 wr,

02

no 10 kancyny

TOB

YkpaiHa

«AMina

Crepun-xeH
JNalidy CalieHcus

IHAis

BHECEHHS 3MiH ao

peecTpaLiinHMX MaTepianis:

3a

peyenmom

UA/21033/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep

n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo

3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
6nicTepi; no 2 Xenc Kea» (m nrpa,. 3MiHu | TURY - 3MiHK LWoAo
6nictepn y 6e3nekn/edeKTBHOCTI Ta
KapTOHHI KopooLli thapmakoHarnagy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX
[aHux nNpo cuctemy
thapmakoHarnagy (BBegeHHs
y3araslbHeHUX fAaHux npo
cuctemy dhapmakoHarniagy,
3MiHa YNOBHOBaXeHOI ocobu,
BiNOBIAabHOI 3a 3iICHEHHS
hapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3aABHUKA ANA 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
SAKLLO BOHa BigMiHHa Bif,
YNOBHOBaXEHOI 0Cco6bY,
BiANoBiAa/IbHOI 32 3[jACHEHHS
hapmMakoHarnagy (Bkiroyaoum
KOHTaKTHi fiaHi) Ta/abo 3MiHu y
pO3MiLLeHHi MacTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa KOHTaKTHUX AaHuX
YMOBHOBaXEHOI 0cobu
3asBHVKa, BignoBigasibHOI 3a
hapMakoHarnsg. 3miHa
MiCLIe3HaxXO[pKeHHsI macTep-
thaiina cuctemu
hapmakoHarnsgy Ta iioro
Homepa. 3MiHa Micus
3[iACHEHHSI OCHOBHOT AisiNbHOCTI
3 thapmakoHarnsgy.

225. | NMPIOPUKC- Measles, XUBUIA JO7BD | niodpinizoBaHwii FnakcoCmi | Benuka | nakcoCmitKnanH | ®paHuis BHECEHHS 3MiH 0 3a UA/16549/01/01
TETPA combinatio | ateHyiio | 54 NOPOLLOK A/1A TKNsiiH BpuTaHi Bionoaxikans / peecTpauiiHux maTepianis: peuenmom
KOMBIHOBA ns with BaHWi iH’ekuili; 1 donakoH 3 Ekcnopt A C.A., benbris Benbria/ 3MiHu | TMRY - 3MiHK 3 SKOCTI.

HA BAKUWHA | mumps, BipyC MOPOLLKOM Y Niviten (Bunyck cepii ITanis/ CepTudpikaT BignosigHocTi/l E-
And rubella Kopy* KOMMNNEKTI 3 roToBOro cepTuduikar BianoBigHOCTI
MPO®INTAKTA | and (wrtam PO34YMHHMKOM (BOAA NPOAYKTY, BUNYCK €Bponencbkili

K1 KOPY, varicella, Schwarz Ons iH’ekyjn) no 0,5 cepiii pO34MHHKKA thapmakonei/MoHorpadoii.
EMNIAEMIYHO | live ); XuBui mn (1 fosa) y B amnynax ta MopaHHA HOBOro a6o

ro attenuated | aTeHyiio nonepegHL0 wnpuuax) OHOB/IEHOTO cepTudikaTa
MAPOTUTY, BaHwWi HanoBHEHOMY "nakcoCmiTKnsiiH BiANOBIAHOCTI 260 BUYyYEHHS
KPACHYXU Bipyc wnpuui (y KoMnaexTi Bionomxikans, cepTudikaTa BiZnNoBIAHOCTI
TA BITPAHOI enigemiy 3 [1BOMA rosikamu ®paHuis €sponelicbkin hapmakonei: ans
BICMNN, HOro abo 6e3 ronok) abo (MapkyBaHHA Ta A®I; ons BMxigHoro
XXNBA napoTuT y amnynax y nakyBaHHs MaTtepiany/peareHTy/npoMiKHOro
ATEHYNOBA y* (wram BaKyyMHiil PO34YMHHVKA B NPOAYKTY, L0
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
HA RIT CTepu/IbHii amnynax. BUKOPUCTOBYIOTLCA Y
4385, ynakosuj; no 1 MapkyBaHHs Ta BMPOGHMLTBI A®I; ons
o BaKyyMHIfi nakyBaHHS [OMOMIXHOI PeHOBWHM
noxoaut CTepu/IbHIi ynakoBLi PO3YMHHVKA B (cepTuddikaT BiANOBIAHOCTI
b Bif Y KapTOHHIli KOopobL; Lnpuuax. €poneiicbkili hapmakonei) -
wramy 1 chnakoH 3 MapkyBaHHA Ta OHOBNEeHWit cepTuddikaT Big yxe
Jeryl NOPOLLIKOM Y nakyBaHHsA 3aTBEPKEHOr0 BUPOOHUKA -
Lynn); KOMMJ/IEKTI 3 roToBOro MopaHHA oHoBneHoro CEP
XUBUIA PO34MHHMKOM (BOAA NpOAYKTY); 2000-155 Rev 06 (3aTBEpOKEHO:
aTeHyiio nns iH'ekujin) no 0,5 nakcoCmiTKnsiiH R1-CEP 2000-155-Rev 05) gns
BaHWi mn (1 posa) y Bionoaxikan3 heTasibHOI 6ryayoi cmpoBaTku
Bipyc nonepegHL0 C.A., benbris (Foetal Bovine Serum (FBS)) Big,
KpacHyx HanoBHEHOMY (PopmyBaHHs, BXe 3aTBEepA)KEHOro BUPO6HMKa
12 (Wwram LINpULi y BaKyyMHii HarnoBHEHHA Ta LIFE TECHNOLOGIES
Wistar CTEpUNbHIl niocpinizauis CORPORATION.
RA ynakosui; no 1 BaKLMHN.
2713); BaKyyMHii MapkyBaHHs Ta
XUBWI CTepu/IbHIi ynakoBLi nakyBaHHS
aTeHyiio Y KapTOHHii1 kopobu; roToBOro
BaHWi 1 chnakoH 3 NpoAyKTY.
Bipyc NOPOLLKOM Y KoHTpOsb sKoCTi
BITPSAHOI KOMMIEKTi 3 roToBOro
Bicnn? PO34MHHKKOM (BOAA NPOAYKTY.
(wtam ons iH'ekuyjin) no 0,5 MapkyBaHHA Ta
OKA) mn (1 fosa) B nakyBaHHs
1 amnyni y BakyyMHii PO34YMHHVKA B
ompuma CTepusbHii wnpuuax Ta
Hul ynakosLi; no 1 amnynax.
W/ISIXOM BaKyyMHii KoHTporsb sikocTi
PO3MHO CTepu/IbHIi ynakoBLi PO3YMHHVKA B
JKEeHHS B Y KapTOHHii Kopobuj wnpuuax ta
Ky/ibmyp amnynax);
i KlimuH digia
Kypsiyux dapmacbioTivi
eMOpIioHI C.n.A, Itanis
B8; (PopmyBaHHs,
2 HaNoOBHEHHS,
ompuma niodpinizayis
Huli BaKLMHU,
wsixom BMPOGHMLTBO
PO3MHO PO3YMHHVKA B
JKeHHs1 8 amnynax,
ourii0io MapKyBaHHs Ta
HUX nakyBaHHS
KaimuHa PO34MHHVKA B
X amnysnax,
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n/n

Hassa
JNliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

JIHOOUHU
(MRC-5)

KOHTPO/b AKOCTI
PO34MHHVKA B
amnynax (3a
BVHSAITKOM TECTIB
Po3umHHicTb Ta
laeHTndikauis
HaTpilo))
fenchapm Typ,
PpaHuis
(Bupo6HuytBO
PO34MHHVKA B
amnynax,
MapKyBaHHA Ta
nakyBaHHs
PO34MHHVKA B
amnynax,
KOHTPO/b SIKOCTI
PO34MHHVKA B
amnynax);
KataneHt
Benpxiym,
Benbris
(BupobHuuTBO
PO34MHHVKA B
Lnpuuax,
KOHTPO/b SIKOCTi
PO34MHHVKA B
Lnpuuax)
AcneH Hotp-Aam-
[e-BoHagine,
PpaHuis
(BupobHuuTBO
PO34MHHVKA B
Lnpuuax,
KOHTPO/b SIKOCTi
PO34MHHVKA B
wnpuuax)

226.

NMPOrMHOPM
FECTA

progestero
ne

nporect
€poH

GO03D
AO4

Kancynm m'ski no
200 wmr; no 15
Kancysn M'sakux y
6nicTepi; no 2
6nictepu y nauui

3AT
«®apmnira
»

JlnToBCb
Ka
Pecny6n
ika

MOBHWIA LMKN
BMpOOHULTBA:
NNTABOPATOPIOC
NNEOH ®APMA
C.A,, IcnaHisi;
KOHTPO/Ib SIKOCTI:
Xemo IHgjs
dopmioneiLH
MpaiiseT JlimiTeq

Icnanis/
IHAis

BHECEHHS 3MiH O
peecTpauiiHux maTepianis:
3MiHu | TMRY - 3MiHKU 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa y NepBUHHIl
ynakoBL{i FOTOBOro NiKapcbKoro
3aco6y (SKICHWIA Ta KiJIbKICHWI

3a
peyenmom

UA/15254/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
IHAiA; BTOPUHHE cknag) - Teepai nikapcbki
nakysaHHsa: ATAIC chopmMm - 3MiHa y NEPBUHHOMY
PAPMA, C.J1. nakyBaHHi /likapcbKoro 3acoby, a
IcnaHisn; BTOpUHHE came AofaBaHHS BUPOOHUKOM
nakyBaHHS: roTOBOrO /liKapCbKoro 3acoby Ao
MAHAHTIATb NOTOYHOrO NaxkyBaHHSA
IHTEIPA, C.J1.Y. PVC/PE/PVDC Aluminium blister
IcnaHis nogatkoso PVC/PVDC
Aluminium blister. BBegeHHs
3MiH NPOTArom 6-Tn Micauis
nicns 3aTBepKEHHS.
227. | NPOr'MHOPM | progestero | nporect | GO3D Kancysm m'siki no 3AT JNnToBCb NOBHUIA LMKN IcnaHis/ BHECEHHS 3MiH 0 3a UA/15254/01/02
FECTA ne €poH A04 100 mr; no 15 «®apmnira Ka BMPOOHULITBA: IHAis peecTpauiiHnx matepianis: peyenmom
Kancyn M'sikux y » Pecny6n | NABOPATOPIOC 3MiHu | TUNY - 3MiHKU 3 SKOCTI.
6nictepi; no 2 ika NNEOH ®APMA [oTOBWIA Nnikapcbkunii 3aci6.
6nicTepu y nauui C.A., IcnaHis; Cucrema
KOHTPO/Ib AKOCTI: KOHTeliHep/3aKynopoBasibHWi
Xemo IHgjs 3aci6. 3MiHa y NepBUHHIl
dopmioneiiH yNakoBL{i FOTOBOro NiKapCbKoro
MpaiiBeT JlimiTeq, 3aco6y (SKICHWIA Ta KiflbKicHUIA
IHAis; BTOPUHHE cknap) - Teepai nikapcbki
nakysaHHsa: ATAIC chopmMu - 3MiHa y NEPBUHHOMY
®APMA, C.J. nakyBaHHi /likapcbkoro 3acoby, a
IcnaHis; BTOpUHHE came fofjaBaHHsi BUPOGHMKOM
nakyBaHHs: roToOBOro MikapcbKoro 3acoby Ao
MAHAHTIATb NOTOYHOrO NaxkyBaHHA
IHTEIPA, C.J1.Y. PVC/PE/PVDC Aluminium blister
IcnaHis nogatkoso PVC/PVDC
Aluminium blister. BBegeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepAKEHHS.
228. | MPOr'MHOPM | progestero | nporect | GO3D Kancysm m’'siki no 3AT NutoBCb NOBHUIA LWKN Icnanis/ 3MiHY | TUNY - 3MiHW 3 AKOCTI. 3a UA/15255/01/01
oBO ne €poH AO04 100 mr; no 15 «Papmnira Ka BMPOOHULITBA: IHAis [oToBWI Nnikapcbkuii 3aci6. peyenmom
Kancysn M'sakux y » Pecnybn | NABOPATOPIOC Cucrema
6nicTepi; no 2 iKa NNEOH ®APMA KOHTeliHep/3aKynopoBasibHWi
6nictepu y nauui C.A., IcnaHisi; 3aci6. 3MiHa y NepBUHHiIl
KOHTPO/Ib SIKOCTI: yNakoBL{i FOTOBOro NiKapcbKoro
Xewmo IHgjs 3aco6y (SKICHWIA Ta KiflbKicHUIA
dopmioneiLH cknapg) - Teepai nikapcbki
MpatiseT NimiTes, hOpMK - BHECEHHS 3MiH A0
IHais; cknapy 6nictepa, a came
BTOPVHHE [0AaH0 10 NOTOYHOT hoNbIv
nakyBaHHs: PVC 250-PE 25-PVDC 180-Alu
ATAIC DAPMA, blister, sika BUKOPUCTOBYETLCA
C.J1.,, IcnaHisi; 0N NepBUHHOIO MnakyBaHHA,
BTOPUHHE Aoaartkoso conbry - PVC 250 -
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
nakyBaHHs: PVDC 80 -Alu blister. BBefieHHsA
MAHAHTIANb 3MiH NPOTArom 6-Tu MicsLiB
IHTEIPA, C.J1Y., nicns 3aTBepPKEHHS.
Icnanis
229. | MPOrMHOPM | progestero | nporect | GO3D Kancynm m'ski no 3AT JintoBCb NOBHUIA LWKN Icnanisa/ BHECEHHS 3MiH 0 3a UA/15255/01/02
oBO ne €poH AO4 200 wmr; no 15 «Papmnira Ka BMpOOHULTBA: IHAis peecTpauiiHix matepiasnis: peuyenmom
Kancysn M'sakux y » Pecnybn | NABOPATOPIOC 3MiHu | TUNY - 3MiHK 3 SKOCTI.
6nicTepi; no 2 iKa NIEOH ®APMA [oTOBWIA Nnikapcbknii 3aci6.
6nictepu y nauui C.A., IcnaHist; Cuctema
KOHTPO/1b SKOCTI: KOHTeliHep/3aKynopoBasibHWi
Xewmo IHgjs 3aci6. 3MiHa y NepBUHHIl
dopmioneiH yNakoBLji FOTOBOr0 NikapCbKoro
MpaviseT NimiTes, 3ac006y (AKICHWIA Ta KiflbKiCHUI
IHAis; cknap) - TBepAi nikapcobki
BTOPWHHE hOopMU - BHECEHHS 3MiH [0
nakyBaHHs: cknagy 6nictepa, a came
ATAIC ©APMA, [04aHO [0 MOTOYHOT Posbrn
C.JN1., Icnawis; PVC 250-PE 25-PVDC 180-Alu
BTOPUHHE blister, ska BUKOpNCTOBYETHCA
nakyBaHHS: AN NePBUHHOTO NaKyBaHHS,
MAHAHTIA/Tb nofatkoso dhonbry - PVC 250 -
IHTETPA, C.N.Y., PVDC 80 -Alu blister. BeegeHHs
Icnanis 3MiH NpOTArom 6-Tu MicsuiB
nicns 3aTBepAKeHHs.
230. | MPONATAH latanopros | naraHon | SO1EE | kpanni ouHi, 0,005 CEHTICC IHAis CEHTICC ®APMA IHAis BHECEHHS 3MiH 40 3a UA/13705/01/01
t poct 01 %; no 2,5mny PAPMA MBT. NTA. peecTpauiiHnx matepianis: peyenmom
hnakoHi 3 MBT. NTA. 3MiHu | TUNY - AgMiHICTpaTUBHI

KpanesibHuueto; no 1
abo no 3 chnakoHn B
KapTOHHIN nayui

3MiHW. BunyyeHHs BUpo6HUYOI
OiNbHULI (BKNOYAKOUN AiNTbHUL
ons A®l, NpPOMKHOTO NPOAYKTY
abo roToBOro Nikapcbkoro
3acoby, AinbHuUUi Ans
NpoBefEHHs NakyBaHHS,
BMPOGHWKA, BiAMNOBifaIbHOMO 3a
BWMYCK Cepiid, MicLe
NpOBeAEHHSA KOHTPOIO cepil)
abo noctavasnibHVKa BUXIAHOMO
matepiany, peareHty abo
[LOMOMDKHOI peYOBUHM (SKLLO
3a3Ha4yeHo y Aockbe) BunyyeHnHs
BMPOGHMWYOI AinbHNLi ADI, a
came Yiporate IHTepHaTioHan
IHK., TaliBaHb (Chirogate
International Inc., Taiwan).
Bnpo6HWK, WO 3anmaeTsca
EBPOAII XaHrepi /114,
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

YropwuHa (EUROAPI Hungary
Ltd., Hungary) BMKOHYE Ti X
OYHKLT LLLO /i BUNYyYEHUIA.
OHosneHi MKA N13 eCTD (eCTD
0000).

231.

nynbMOBPI3
®

aueTuny,
UCTEIH,
ambpokc
ony
rigpoxno
pna

RO5C
B10

NMopoLLOK AN
OpasibHOI CyCneHsil;
no 2 r NopoLLKy B
cauwe; no 10 a6o 20
calle y KapTOHHIl
ynakoBLi

TOB
«MoBi
Xenc»

YkpaiHa

CaBa Xenckea
Nta, IHais;
Megiton
dapmacbloTikas
Nta., YropwyHa

IHais/
YropLum
Ha

3MiHu | TUnNy - 3MiHK Woa0
6e3nekn/edeKkTNBHOCTI Ta
dhapmakoHarnsgy. BHeceHHs
a60 3MiHa(K) L0 3060B'A3aHb Ta
YyMOB BMAaui peectpauiiiHoro
nocBig4YeHHs, BkIovatoun Mnax
ynpas/iHHA pusnkamm (iHLwi
3MiHK) 3MiHa. 3asiBHMKOM
HaflaHO OHOBMIEHWIA MnaH
ynpas/iHHA pU3nMKamun Bepcis
2.

3MiHV BHECEHO [0 YacTuH:
| «3arasibHa iHhopMmaLlisi»

Il «Cneuwndikauis 3 6e3nekmn»
V «3axoay 3 MiHimisawji
pu3nKiB»

VI «Pe3tome nnaHy ynpasniHHA
pr3nkamm»

VIl «Qopatkun» (gopatku 1-8)

Y 3B’A3KY 3 BULAIEHHAM
BaX/IMBUX ifEHTNIKOBAHNX
pY3VKIB, BaXK/TMBUX NOTEHLAHUX
pY3VKiB, @ TAKOX BUAANEHHS
BiACYTHbOI iHchopmaLi
Bi4NOBIAHO A0 BiANOBIAHO A0
HaRP Assessment Report for
acetylcysteine, ambroxol
hydrochloride, a Takox y 3B'A3ky
i3 3MiHOtO chopmary BiANOBIAHO
[0 Bumor Evaluation Guidance
on the format of the risk
management plan (RMP) in the
EU —in integrated format. 31
October 2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP
Module V Rev.2 Human
Medicines).

Pestome nnaHy ynpas/iHHA
pusnkamu 2.0 [OOAETHCA.

6e3
peuyenma

UA/10212/02/01

232.

PANMNIHA®

sertraline

cepTtpani
Hy

NOGA
B06

KOHLeHTparT ans
0pas1bHOTO PO3YMHY

AT
"Papmak”

YkpaiHa

AT "®dapmak”

YkpaiHa

BHECEHHS 3MiH [0
peecTpaLiinHMX MaTepianis:

3a
peyenmom

UA/21286/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
rigpoxno 20 mr/mn; no 60 mn 3MiHu | TURY - 3MiHK 3 SKOCTI.
png y hNaKkoHi CKNssHOMY [oTOBWIA Nikapcbknii 3aci6.
6pyHaTHOro 3MiHW Y BUPOOHULTBI. 3MiHU
Konbopy; no 1 BMNpo6yBaHb abo A0MyCTUMUX
h/1aKoHy B MeX, BCTAHOBNEHNX Y
KOMMNEKTI 3i cneumaikauisx, nig vac
LINpYLOM- BMPOGHMLITBA FOTOBOIO
nosartopom abo nikapcbKoro 3acoby (iHwi 3MiHN)-
JI0OXKOI A03YH0UOH0 Y BUNPaB/IEHHA KpUTEpIiB
navui NPUIAHATHOCTI 3a NOKA3HVKOM
«KifnbKicHe BU3HAYeHHA» B
po3aini 3.2.P.3.4
peecTpaLjiiHoro ocbe 3 METO0
npviBefieHHs ioro y
BigNOBIgHICTb A0
3aTBEepmxeHoro MKA Ta posginy
3.2.P.5.1 peecTpauiiiHoro aocbe
233. | PANNIHA® sertraline ceptpani | NO6A KOHUEeHTpaT ans AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 3a UA/21286/01/01
HYy BO6 OpasIbHOro PO34nHY "®papmak” peecTpauiiHnx matepianis: peyenmom
rigpoxno 20 mr/mn; no 60 mn 3MiHu | TMNY - 3MiHKU 3 SKOCTI.
pug y thnakoHi CKIsiHOMY [oTOBWIA Nnikapcbkunii 3aci6.
6pyHaTHOro KOHTPO/b rOTOBOrO NikKapcbkoro
Konbopy; no 1 3acoby. 3miHa napameTpis
hnakoHy B cneyudikayin Ta/abo
KOMMAEKTI 3i O0MyCTUMUX MEX rOTOBOr0
LINpULIOM- nikapcbKoro 3acoby (iHLwi 3MiHN)
no3aTtopom abo 3MiHW 3@ NOKa3HUKOM B
JIOXKOIO [L03YH0HOI0 Y «l'yctnHa» B cneuyndikauii Ta
nauuj mMeTogax KoHTponto. MKA N3
(Bepcisi eCTD 0010).
234. | PAMI3EC® Ramipril paminpn | C09B Tabnetku, 10 AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 40 3a UA/15546/01/01
KOM and n, A05 mr/12,5 mr no 10 "Ppapmak” peecTpauiiHnx matepianis: peyenmom
diuretics rigpoxno Tabnetok y 6nictepi; 3MiHu | TUNY - AgMiHICTPaTUBHI
poTiasng no 3 6nictepn y 3MiHW. BuiyyeHHs BUpOBHUYOT

nayui

OiNbHULI (BKNOYAKOUN AiNTbHUL
ons A®l, NpOMKHOTO NPOAYKTY
ab0 roToBOro NiKapcbkoro
3acoby, AinbHuUUi Ans
NpoBeEHHs NakyBaHHS,
BMPOGHWKA, BiAMNOBifaIbHOMO 3a
BWMYCK Cepiid, MicLe
NpoBeAEHHS KOHTPOIO cepil)
abo noctavasnibHVKa BUXIAHOMO
marepiany, peareHty abo
[LOMOMDKHOI peYOBUHM (SKLLO
3a3HayeHo y A0CbE)- BunyyeHHs
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
BMpo6HUKa APl Paminpun-
Neuland Laboratories Limited,
IHais. 3aTBepaxeHo: Neuland
Laboratories Limited, IHgjs
AARTI Pharmalabs Limited,
India. 3anponoHoBaHo: AARTI
Pharmalabs Limited, India
235. | PAMAMYH / Sirolimus cuponim | LO4A TabneTkn, BKpUTI Mdpaiizep CLIA nepBuHHE Ta HimeuunHa/ BHECEHHS 3MiH 40 3a UA/19100/01/01
RAPAMUNE® yc HO1 060/10HKOI0 NO 1 Mmr; Eiu. Ci. BTOPWHHE Ipnangis/ peecTpauiiHux maTepianis: peuenmom
no 10 TabneTtok y Mi. nakyBaHHs, CWA yTOUHeHHs kogy ATX B Hakasi
6nicTepi; no 10 Kopnopeii TecTyBaHHs npuv MO3 Ykpainu Ne 1505 Big,
6nictepiB y LUH BUNYCKY Ta 06.10.2026 B npoueci
KapTOHHI ynakosLi BMNPOGYBaHHSA BHeCeHHA 3MiH (IA A6. 3miHa
3 MapKyBaHHSAM CTabiNbHOCTI, kopy ATC ans cuponimycy
icnaHCbKO0 MOBOKO BUNYCK cepil: Bi4NOBIAHO [0 NepernsHyTol
Mdpainzep Knacudikauii imyHocynpecaHTis,
MeHtodekuypyHr 3acTBepmkeHoi BOO3 ta
Hoiunena MméX, ony6nikoBaHoi 26 ciuHsa 2024
HimeuumnHa; POKy, a came 3amiHa Kogy

BMPOGHMLTBO Ta
TecTyBaHHS npu
BUMYCKY
NPOMKHOro
NpoAyKTy
cuponimyc
HaHocMcTemmn
amcnepcHoi: Hoso
Hopgaick
MpoaakLuH
Ipnangis Mimites,
Ipnangis;
TecTyBaHHs
cuponimyc
HaHocucTemu
[MCnepcHoT,
BUPOBHMLTBO in
bulk; nepBuHHe Ta
BTOPVHHE
nakyBaHHsl,
TecTyBaHHs npu
BUMYCKY Ta BUMYCK
cepii: Mcpaiizep
IpnaHgis
dapmacbloTikans
AHnimviTeq,
Komnati, IpnaHgis;

LO4AA10 Ha LO4AHO1. IB C.l.z
OHOB/EHHA [0 po3ainis "4.4
0Cc06/MBOCTI 3aCTOCYBaHHA" Ta
"4.5 B3aemogisi 3 iHWnMKn
nikapcbk1UMK 3acobamu i iHLwi
BWAM B3AEMOZII" KOPOTKOT
XapakTepucTuKy NikapcbKoro
3ac00y 3 METOH BK/THOUEHHS
iHchopmawii Npo nikapcbky
B3aEMOS,I0 3 KaHabiosiom
BIAMOBIAHO A0 OUiHKM curHany
LLIOA0 CUCTEMHOTO MifBULLEHHSA
piBHIB Y CMpOBaTLi KPOBi Ta
TOKCUYHOCTI iHri6iTOpiB
Ka/lbLMHEBPUWHY Ta iHribiTopiB
mTOR (EPITT Ne19614), 3rigHo
3 pekomeHgauieto PRAC,
NPUAHATOIO Ha 3acigaHHi y
6epesHi 2022 poky. BignosigHi
OHOBJ/IEHHS TaKOX 6y/10 BHECEHO
Ao posginy "lMNpwuitom npenapary
PanamyH 3 iHWMMK NikapCbKUMn
3acob6ammn” iHCTpYKLUiT Npo
3aCTOCyBaHHS NiKapCbKoro
3aco6y (IMCTOK-BKNaMLL:
iHbopmaLis Ansa nauieHTa).
3a3HayeHi 3MiHM He BN/IMBaKTb
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n/n

JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY

ynakoska)

(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BMNPOGYBaHHSA

cTabiNbHOCTI:

Mdpaiizep IHK.,
CLA

HeraTMBHO Ha SIKiCTb, 6e3neky Ta
eheKTVBHICTb NiKapCbKoro
3acoby. OHOB/IEHHSA [0 po3ainy
4.5 "B3aeMogis 3 iHWnMu
nikapcbknMn 3acobamm i iHLwi
BMAM B3aEMOZIN" NYHKTY "IHLLI
MOX/IMBI B3aemogii" KopoTkoi
XapakTepucTuKy NikapcbKoro
3aco6y (SmPC) wnaxom
BK/IIOYEHHS iHchopmaii
NPOB3aEMOAiI0 MK CMPOIMYyCOM
Ta NeTepmoBipoM, BifgnoBigHO
o pekomeHgauii PRAC Ha
nigcTaBi HAsABHMX AAHUX LLOAO
nikapcbkoi B3aeMogii,
OTPUMaHUX y pesynbTari
KYMYAATUBHOTO aHasisy,
BK/TIOHAI0UM [iBa BUNaAKy,
3apEECTPOBaHi B r106a/1bHii
6asi gaHnx 6e3nekn BnacHMka
peecTpaLiiHOro NocBigYeHHs, a
TakoX pesynbTaTui Of4HOro
[ocnigpkeHHs thapMaKOoKIHETUKM
y NoAnHW. BignosigHi
OHOBJIEHHS TakoX 6Y/10 BHECEHO
[0 posginy "lMNpwuitom npenapary
PanamyH 3 iHWUMK NikapCbKMMn
3acob6amun” iHCTPYKLi Npo
3aCTOCyBaHHS NiKapCbKOro
3aco0by (/IMCTOK-BKIaguLL:
iHchopmavia ana nauieHTa).
3a3HaveHi 3MiHW He BNMBaloTb
HeraTvBHO Ha AKICTb, 6e3neky Ta
eheKTUBHICTb NiKapCbKoro
3acoby). Pegakuis B Hakasi -
LO4AA10. BipHa pepgakuis -
LO04AHO1.

236.

PAMIMAKC

paracetam
ol,
combinatio
ns excl.
psycholept
ics

napauet
amorn,
KodpeiH

NO02B
E51

Tabnetku; no 10
Tabnetok y 6nictepi;
no 1 6nictepy y
KapTOHHI ynakoBLi;
no 10 Tabnetok y
6nictepi; no 10
6nictepiB y
KapTOHHI ynakoBLi

IDKIBOXA
PA
DAPMA
MPAVBIT
NIMITEL

IHais

BadHa

dapmacbioTikanc

nra.

IHais

BHECEHHS 3MiH O
peecTpauiiHux maTepianis:
3MiHn | TURY - 3MiHK WoAo
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y

KOPOTKili XapakTepucTuy,i
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans

Ne 10 — 6e3
peyenma;
Ne 100 — 3a
peyenmom

MeAN4YHOro 3acCTtocyBaHHA Ha

He
nionsie
ae

UA/10268/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

nigctasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
LocnimpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCbKOro
3acoby B nic/speecTpavyiiiHmii
nepiog, abo sk pesynbTar OLiHKK
3BITY 3 JOCNiAKEeHb, NPOBEAEHNX
Bi4NoBIAHO A0 NnaHy
negiarpuyHux gocnigpxers (PIP)
(3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) -
3MiHN BHECEHO A0 IHCTPYKLUi
[ONA MeAnYHOro 3acToCyBaHHs
NiKapcbKoro 3acoby y po3ainm
"B3aemogis 3 iHLWMMK
nikapcbknMmu 3acobamu Ta iHLWi
BMAM B3aemogiii", "OcobnmBoCTi
3actocyBaHHs", "lN06i4Hi
peakuii” BignosigHO A0
OHOB/IEHOT iHdopMaLiii 3
6e3nekun Ajtoyoi peHOBUHN.
TepMiH BBEAEHHS 3MiH NMPOTAroM
6 micauis nicns 3aTBepAKEHHS.
3miHu | Tvny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
3MiHN BHECEHO A0 IHCTPYKLUl
[ONA MeAnYHOro 3acToCyBaHHs
niKapcbKoro 3acoby y po3ain
"Mo6iyHi peakyji" WwWoao
Ba&X/IMBOCTI 3BiTYyBaHHS Npo
no6iyHi peakuii. TepMiH
BBEJIEHHS 3MiH - NPOTArom 6
MiCALB Nic/A 3aTBEPIAKEHHS.

237.

PANTEH 75

diclofenac

ovknod
eHak
HaTpito

MO1A
BO5

PO34MnH ANS iH'EKLR,
25 mr/mn; no 3 mn
(75 mr) B amnyni; no
5 amnyn y 6nictepi;
no 1 6nictepy B
KapTOHHI ynakoBLi

"Xemodhap
M AL

Cepbis

"Xemodhapm" Al

Cepbis

BHECEHHS 3MiH 0
peecTpauiiH1ux maTepianis:
3MiHu | TUnNy - 3MiHK Woa0
6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnagy. 3miHa y

KOPOTKili XapakTepucTuL,i
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHSs Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perynspHo

3a
peyerimom

He
nionsie
ae

UA/1785/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnimxeHb 3 6e3neku
3aCTOCYBaHHS NikapCbKoro
3acoby B mic/iApeecTpavyiiHmii
nepiog, abo sk pe3ynbTar OLiHKK
3BIiTY 3 LOCNiLKEHb, MPOBEAEHNX
BiANOBIAHO A0 MnaHy
negiatpuyHux gocnigpxeHs (PIP)
(3MiHY y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom)-3MiH1 BHECEHO B
IHCTPYKLj0 A8 MeanyHoro
3aCTOCyBaHHS NiKapCbKOro
3acoby B po3ain "3acTtocyBaHHs
y nepiog BariTHOCTi abo
rogyBaHHs rpyaar"”, BignosigHo
[0 OHOBMEHOI iHGhopMaLii 3
6e3nekun Aito4oi pevoBVHM 3rifHO
3 pekomeHgaujisgsmMm PRAC. 3MiHn
| TNy - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTu,i
NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUIiT Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigctasi perynspHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
LocnimpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCbKOro
3acoby B nic/speecTpavyiiiHmii
nepiog, abo sk pe3ynbTar OLiHKK
3BITY 3 JOCNiAKEeHb, NPOBEAEHNX
Bi4NoBIAHO A0 NnaHy
negiarpuyHux gocnigpxers (PIP)
(3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - 3MiHW BHECEHO B
IHCTPYKLj0 A58 MegnyHoro
3acTOCyBaHHS NiKapcbKoro
3acoby B po3ginu "OcobnmnBocTi
3actocyBaHHs", "lNo6i4Hi
peakuii” BignosigHoO A0
OHOB/IEHOT iHdopMalLii 3
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

6e3nekun Aito4oi pevoBVHM 3rifHO
3 pekomeHgauisgsmMm PRAC. 3MiHn
| TNy - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTu,i
NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUIiT Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigctasi perynspHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
LocnimpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCbKOro
3acoby B nic/speecTpaviiiHmii
nepiog, abo sk pe3ynbTar OLiHKK
3BITY 3 JOCNiAKEHb, NPOBEAEHNX
Bi4NoBIAHO A0 NnaHy
negiarpuyHux gocnigpxers (PIP)
(3MiHy y3romkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom)- 3MiHV BHECEHO B
IHCTPYKLj0 A58 MegnyHoro
3acTOCyBaHHS NiKapcbKoro
3acoby B po3ginu "OcobnmnBocTi
3actocyBaHHs", "lNo6i4Hi
peakuii” BignosigHoO A0
OHOB/IEHOT iHdopMaLiii 3
6e3nekun Aito4oi PeHOBVHHN 3rigHO
3 pekoMmeHgauissmm PRAC. 3MiHu
| TMny - 3MiHK Woao
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOpOTKili xapakTepucTu,i
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3acTOCyBaHHS NiKapcbKoro
3acoby B nicnsipeecTpauiiHnii
nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 OCNIIKEHb, MPOBEAEHNX
BiANOBIAHO A0 NaaHy
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Ymosu

Pekna

Homep

n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Bionycky

MyBaH

peecmpayitiHo
20
nocsioYyeHHs1

Ha3sa*

negiarpuyHux gocnigpxers (PIP)
(iHLWi 3MiHW) - 3MiHN BHECEHO B
IHCTPYKUiO AN MeguyHoro
3aCTOCYBaHHS NikapCbKoro
3acoby B po3ginv "B3aemogis 3
iHLWMMK NiKapcbknMy 3acobamm
Ta iHWi BUAW B3aemopiii",
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHA Ta 403",
"Mepeno3yBaHHA", "M06IYHI
peakuii" BiANOBIAHO A0
OHOB/EHOI iHhopMaLi Wwoao
6e3nekn 3acTocyBaHHs
nNikapcbKoro 3acoby, a Takox B
po3ain "Mo6ivHi peakui”
BHECEHO iHhopmaLio oo
BaXX/IMBOCTI 3BITYBaHHS Npo
nigo3proBaHi NobivHi peakuii.
BHECEHHS 3MiH 0

3a

UA/6839/01/01

238.

PEBALMO

sildenafil

cunaeHa
tiny
umTpar

G04B
EO3

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, Nno 20
mr; no 15 TabneTok
y 6nicTtepi; no 6
6nictepiB y
KapTOHHI Kopo6Lyi

Biatpic
CnewwenTi
nnc

CLA

dapesa Ambyas

®paHuis

peecTpauiiHnux maTepianis:
3MiHu | TUnNy - 3MiHK Woa0
6e3nekn/edeKTNBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs
ab0 3MiHM [0 y3ara/ibHeHUX
[aHux nNpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNoBHOBaXXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiAICHEHHSA
thapmakoHarnagy B YkpaiHi,
SIKLO BOHA BiAMiIHHA Bif
YNOBHOBaXEHOI 0Cco6bu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnagy (Bkio4yarum
KOHTaKTHi fjaHi) Ta/abo 3MiHu y
po3MilLeHHI MacTep-tharina
cuctemn chapmakoHarnsgy) -
3MiHa yNnoBHOBaXXeHOi 0cobu
3asBHWVKa, BiANOBIAA/ILHOI 3a
thapmakoHarnsag.
[Oitoua pepakuin: Dr Eiko

Soehlke. MponoHoBaHa

peyerimom
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
pepakuis: Andrea Oliva. 3miHa
KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U
3a8BHVKa, BiANOBIAA/ILHOI 3a
thapmakoHarnag. 3MiHa
MiCLIe3HaxopKeHHsI macTep-
thaiina cuctemu
thapmakoHarnsgy. 3miHa micus
3[iACHEHHSI OCHOBHOT AisiNbHOCTI
3 thapmakoHarnsgy.
239. | PE3ICTON® - nenapro - Kpanni opasibHi, in MAT YkpaiHa | MAT "Tannucapm” | YkpaiHa BHECEHHS 3MiH 0 - UA/14765/01/01
Hil bulk: no 20 mny "Tanuudpa peecTpauiiHux maTepianis:
KOpeHiB dhnakoHi; no 88 pm" 3MiHu | TMRY - 3MiHKU 3 SKOCTI.
eKCTpaKT dhnakoHiB y Kopoobi A®I. KoHTponb A®l. 3miHa y
pigkuiio KapTOHHOMY; in bulk: napameTpax crneuudikauiii
(Pelargo no 50 mn 'y gonakoHi; Ta/abo JonyCcTUMNX MEX,
nii radix no 80 chnakoHiB y BM3HAYEHNX Y cneundikauisx Ha
extractu KOpOob6i KapTOHHOMY A®I, a60 BUXigHWIA/NPOMKHWIA
m npogyKT/peareHT, Wwo
liquidum

BUKOPVCTOBYIOTBCS Y NPOLEC
) BUpo6HMUTBA AP (iHLLI 3MiHW)
CynyTHS 3MiHa - 3MiHW 3 SKOCTI.
A®I. KoHTponb A®l. 3miHa y
MeTofax BunpobyBaHHsa AdI
ab0o BuUXigHoro
mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NpoLieci
BMPOGHMLUTBA ADI (iHLWi 3MiHU Y
mMeToAax BUNPOGYBaHHS
(Bkntovaroumn 3amiHy abo
[0MNoBHEHHA) AD| abo
BUXiAHOTO/NPOMIXHOr0
NPOAYKTY) BHECEHHS 3MiH Y
cneuudikawito fikapcbkoi
POC/MHHOT CMPOBUHU MNenaproHii
KOPiHb 47151 NPUBEAEHHS [0
BMMOr MoHorpadii EP 11.3
«Pelargonium root» 3
BpaxyBaHHAM MOX/IMBOCTI
BVIKOPVCTaHHS Y BUPOGHMLTBI
pi3aHOl CUPOBUHWN.

- 3MiHM BHECEHO Y NMOKa3HMKU
«Onue» Ta «lgeHTrdikauis» Ta
«KinbKicHe BU3HAYEHHS».

- BunyyeHo nokasHuku, siki He
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

onucani y moHorpadii EP:
«CTOPOHHI AOMILLKN», «CUTOBUI
aHasi3». Ta CynyTHA 3MiHa,
BIANOBIAHI 3MiHWN BHOCATLCA B
MeTOAW KOHTPOSHO.

- BHeceHoO BiANoOBiAHI yTOYHEHHS
[0 BUKNAAEHHS METOLIB
KOHTPOJIIO 3rifHO BUMOT
MoHorpadii EP ana Adl

nenaproHii KOpeHiB ekCcTpakT
PiAKWIA 382 NOKA3HUKOM
«lpeHTudikayis». 3miHun | Trny -
3MiHu 3 sKocTi. A®l. KoHTponb
A®I. 3miHa y napameTpax
cneuudikayin Ta/abo
[ONYCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisx Ha Adl, abo
BUXiHWIA/MPOMIXHWIA
npoAyKT/peareHT, Wwo
BUKOPVCTOBYIOTBCS Y NPOLEC
BUpoOHULUTBA AP (IHLLi 3MiHW)
BHECEHO iHhopmaLito, Lo
NOKa3HUKN «Baxkki MeTann»,
«3asINLLKOBI KiNIbKOCTI
nectuumais», «PagioaktneHe
3a6pyAHEHHS», «AdNaTOKCUHN»
KOHTPONIOIOTHLCSA 3
NepiogUYHICTIO KOHTPOSIO —
KOXHa nepLua napTis 3 matm,
ane He pigwe 1 napTis B piK.

240.

PESICTO/I®

nenapro
Hil
KOpeHIB
eKCTpaKT
pigkuiio
(Pelargo
nii radix
extractu
m
liquidum

)

R0O5

Kpanni opasibHi, No
20 mn abo no 50 mn
y hnakoHi 3
npo6Koto-
KpanenbHuueto; no 1
hnakoHy B nauwi

MNAT
"Tannuda
pm”

Ykpaina

NAT "Tannacpapm”

Ykpaina

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHY | TMNY - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®l. 3miHa y
napameTpax cneuudikauiii
Ta/abo [onyCcTUMMUX MEX,
BM3HAYEHNX Y cneundikauisx Ha
A®I, ab0 BMXigHWIA/NPOMDKHWIA
NpoAyKT/peareHT, Wwo
BMKOPMCTOBYHOTLCS Y NPOLLEeCi
BMPOGHMLUTBA ADI (iHLLI 3MiHW)
CynyTHSA 3MiHa - 3MiHW 3 AIKOCTI.
A®I. KoHTponb A®l. 3miHa y
MeToAax BunpobyBaHHs Ad|
abo BuxigHoro
mMaTepiany/npomiKHOro

6e3
peyenma

UA/13789/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

nNpoAaykTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA ADI (iHLWi 3MiHU Y
mMeTofax BUNpo6yBaHHSA
(Bkntovaroum 3amiHy abo
[0NoBHEHHs) A®| abo
BVIXiZHOr0/NMPOMiXXHOro
NPOAYKTY) BHECEHHS 3MiH Y
crneundikaLito nikapcbkoi

POC/MHHOT CMPOBUHU MNenaproHii

KOpiHb AN NPUBEAEHHs [0
BUMOT MOHorpacii EP 11.3
«Pelargonium root» 3
BpaxyBaHHAM MOX/IMBOCTI
BWKOPWCTaHHSA y BUPOOHWLTBI
pi3aHoi CMpOBUHM.

- 3MiHM BHECEHO Y MOKa3HNKN
«Onune» Ta «lgeHTudikauis» Ta
«KinbKicCHe BU3HAYEHHS».

- BunyyeHo nokasHuku, ski He
onvcaHi y MoHorpadii EP:
«CTOPOHHI fOMILLKM», «CUTOBWIA
aHani3». Ta CynyTHS 3MiHa,
Bi4NOBIAHI 3MiIHWN BHOCATLCS B
MEeTOAMN KOHTPOSIO.

- BHeceHo BignoBigHI yTOUYHEHHS
[0 BUKNafeHHA MeTofiB
KOHTPO/IIO 3riHO BUMOT
MoHorpadii EP ana Ad®l
nesilaproHii KOPEHiB ekCTpakT
piaKvi 3a NOKa3HUKOM
«lgeHTudikayis». 3miHum | Trny -
3MiHu 3 aKocTi. A®Il. KoHTponb
A®l. 3miHa y napameTpax
cneuudikauin Ta/abo
[0MYyCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisx Ha Adl, abo
BVIXiAHWI/MPOMIKXHWIA
NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NpOLLeCi
BMpO6HMLUTBA ADI (iHLWi 3MiHN)
BHECeHO iHhopmadito, Lo
NoKasHNKN «Badkki meTtanmn»,
«3aVLLKOBI KiNIbKOCTI
nectuymnaie», «PagioaktmeHe
3a6pyAHEHHS», «ANATOKCUHN»




305

Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
KOHTPONIOKTLCA 3
NepiogUYHICTIO KOHTPOSIO —
KOXHa nepLua napTia 3 m'atm,
ane He pigwe 1 naptia B pik.
241. | PE3OIMNOBIH | anti-D (rh) | cneunddi | JO6BB | po3uviH Ans iH EKUIN, TOB YkpaiHa | TOB "BIO®APMA | YkpaiHa BHECEHHS 3MiH 0 3a UA/13033/01/02
immunogl YHi 01 1500 MO (300 mkr "BIODAP MNA3MA", peecTpauiiHux maTepianis: peuenmom
obulin aHTuTINa iMyHOrno6yniHy); no MA YkpaiHa 3MiHM | TMNY - 3MiHK 3 AKOCTI.
00 aHTn- 1 mn B amnyni, no 1 MNAA3MA" (BpOGHMLTBO, [oTOBWIA Nnikapcbknii 3aci6.
RhO(D) a6o 3, abo 5 amnyn nepBuHHE Cuctema
(imyHorn B nayui; no 1 mny nakyBaHHsA KOHTeliHep/3aKynopoBasibHWi
06yniH) nonepegHL0 (amnynn), 3aci6. 3miHa y meTogax
HanoBHEHOMY BTOPVHHE BMNPO6YBaHHS NePBUHHOIT
wnpwui, no 1 nakyBaHHs yMakoBKN rOTOBOrO NikapCbKoro
Lnpuuy B nauui; no (amnynu, 3aco0y (iHWi 3MiHM y MeToaax
2 mn B amnyni, no 1 Lnpuwm), BMNPO6YBaHb (BKIOHAKOUM
abo 3, abo 5 amnyn KOHTPO/1b SKOCTI, 3amiHy abo fogasaHHs))
B nauui; no 2 mny BWMYCK Cepiit); 3anponoHoBaHo 3amiHy
nonepegHL0 TOB "®3 nokasHuka «lliporeHn» Ha
HanoBHeHOMY "CTAOA", YkpaiHa «MiporeHHIicTb» i3
wnpwui, no 1 (nepBuHHe 3aCTOCyBaHHAM BaslifoBaHOrO
LINpYLY B Naui nakyBaHHS mMeToAy BU3HAYEHHS
(wnpwvyw), 6akTepia/ibHNX EHA0TOKCUHIB
BTOPUHHE (A®Y/Ph. Eur. 2.6.14/USP ) pns
nakyBaHHS CTePUSIbHUX FONOK.
(amnynn, BcTaHoBEHO KpUTEpIii
npuum)) NPUIAHATHOCTI
242. | PENAMIO thiocolchic | Tiokonxik | MO3B PO3YMH NS iH'EKLN, Mictpan AHrnis BEM lnau CaH. Be | Typeuun BHECEHHS 3MiH 0 3a UA/20893/01/01
oside o3ng X05 4 mr/2 mn; no 2 mn B Kenitan Tik. A.C. Ha peecTpauiiHnx matepianis: peyenmom
amnyni; no 6 amnyn MeHemxm 3MiHY | TUNY - 3MiHK 3 AKOCTI.
B KapPTOHHIi nauui eHT [oTOBWIA Nikapcbknii 3aci6.
Nimiten KOHTPO/1b FOTOBOrO NiKapcbkoro
3acoby. 3miHa napameTpis
cneyudikayin Ta/abo
[0NyCTUMUX MEX rOTOBOTO
nikapcbkoro 3acoby (iHLi 3MiHN)
- YTOYHEHHS BUMOrK (3amiHa
TepMiHy «NpO30pIiCTb» Ha TEPMiH
«KanamyTHICTb») A0 TecTy
Mpo30opicTb y 3aTBEpIKEHNX
cneuudikalisx Ha BuMory
nab6opartopii 3 KOHTPOsIo
NiKapCcbKnx 3acobis.
243. | PETPOBIP zidovudine | 3ngoBya | JOSAF | po3uvH gns iHdysiid, BiiB Benvka nakco Benvka BHECEHHS 3MiH 0 3a He UA/0232/01/01
VH 01 10 mr/mn; no 20 mn Xenckep BputaHi OnepeiiwHc HOK BputaHi peecTpauiiHnx matepianis: peuyenmom niosnsie
y thnakoHi; no 5 IOK a Nimiten A 3MiHu Il TUny - 3MiHK 3 AKOCTI. ae
h1aKoHIB Y Jlimiten [OTOBMIA NikapcbkuMii 3aci6.
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

KapTOHHI Kopobuj 3
MapKyBaHHAM
aHrMifcbKo MOBOLO
3i CTUKepom
YKPaiHCbKOI0 MOBOO

Cucrtema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa y NepBUHHIl
ynakoBLii FOTOBOTO NiKapCbKOoro
3acoby (Tvn KoHTelHepa abo
[oAaBaHHsA HOBOTO KOHTeHepa)
- CTepunbHi nikapcbki 3acobm Ta
nikapcbki 3acobu
6ionoriyHoro/imyHooriyHoro
NOXOPKEHHS - 3MiHa Y
NepBUHHINA ynakoBLj
CTepUILHOTO NiKapcbKoro
3acoby, a came 3amiHa
XN0p6yTUIOBOI Ta HATypasbHOT
ryMOBOI NPOGKU 3 iHEPTHUM
HeopraHi4HYM HarnoBHIOBaYeM
(West 890BP Red) Ha
6pOoMOYTUNIOBY CUNIKOHI30BaHY
rymoBY Npoo6Ky 3 iHepTHUM
HeopraHi4YHMM HarnoBHIBavYeM
(West 4023/50). 3MiHV BHECEHO
[0 IHCTPYKLIT ANns MeAnyHOro
3aCTOCyBaHHS NiKapCbKOro
3acoby y po3gin "Oco6/MBOCTi
3acTocyBaHHs", a came:
BWJTyYEHO 3aCTepexeHHs LWoao
BN/IMBY NaTekcy Y 3B'A3KY i3
3MIHOI0 CKnagy ryMoBoi Npoo6Ku,
AKa € CKNaf0BOo0 YaCTUHOO
NepBMHHOT yNakoBku (dhNakoH 3
TEMHOrO0 CK/1a 3 r'yMOBOIO
npo6koto). BeegeHHs 3MiH
NpPOTArom 6-Tv MicALiB nicns
3aTBEPKEHHS

244,

PUCNONENT
KOHCTA®

risperidon
e

pucnepm
[IOH

NO5A
X08

MOPOLLIOK Ta
PO3YMHHUK ANA
cycnersii gns
iH'eKUR
NPOJIOHroBaHoI Al
no 37,5 mr; oguH
KOMMNIEKT MICTUTb:
OAMH hNakoH 3
NOPOLLKOM, OfUH
wnpuy, 3 2 Mn
PO3YMHHYMKA, OAUH
6e3rosiKoBuli

TOB
«[IXOHCOH
i [PKOHCOH

YkpaiHa
11>»

Ykpaina

Brpo6HMUTBO Ta
nepBuHHA
ynakoBska

po3unHHuKa: Cinar

Ar, WBeiiuapis;

Brpo6HMuTBO Ta
nepBuHHa
ynakoBka
MOPOLLIKY:

Ankepmec IHK.,

CLUA; BTopuHHa

ynakoBka Ta

LLiBelina
pis/
CLA

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHu Il TURy - 3MiHKM Woao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHu y

KOPOTKili XapakTepucTuy,i
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUIT Ans
MeJMNYHOro 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMMW AaHUMK 3
AKOCTI, JOKTIHIYHUMM,
KNIHIYHUMW AaHVMU Ta JaHUMK 3

3a
peyenmom

He
nionsie
ae

UA/1683/01/02
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
npucTpin West gns BUNYCK cepil: thapmakoHarnagy - 3miHu
NpUroTyBaHHs Cinar Ar’, BHECEHO [0 IHCTPYKLi Ans
cycrneHsii Ta AaBi Liseliuapis MeAMYHOro 3acTOCYBaHHS
rofIKN OOBXWHOW 25 nNiKapcbKoro 3acoby A0 po3ainy
MM Ta 51 mm (i3 "MobiyHi peakuji”, a Takox A0
3aXUCHUMU po3ainis "Ocob6amBoCTi
npucTposamun) Ans 3acTocyBaHHs", "Cnoci6
BHYTPILLHbOM'SI30BVX 3acTocyBaHHs Ta go3u", "Aitn",
iH'ekuiid; mo 1 "Mo6iuHi peakwii”,
KOMMNEKTY Y "Micue3HaxomKeHHsA BUPOGHMKa
KapTOHHI nayui Ta agpeca MicusA NpoBaKEHHS
oro aisnbHoCT" (YTOYHEHHS!
Ha3Bu po3giny), "HecymicHicTb"
BHECEHO pefaKTOpPChbKi
YTOUYHEHHS TekcTy. BBeeHHs
3MiH NpOTArom 6 MicAuiB nicns
3aTBEPAKEHHS
245. | PUCNONENT | risperidon pucnepu | NO5A NOpPOLLIOK Ta TOB YkpaiHa BupobHuLTBO Ta Lseiina BHECEHHS 3MiH 0 3a He UA/1683/01/01
KOHCTA® e [OH X08 PO3YUHHVIK AN «JI>KOHCOH nepBuHHA pisi/ peecTpauiiHnx matepianis: peyenmom nionsi2
cycneHsii gns i [DKOHCOH ynakoBka CWA 3miHu Il TUny - 3MiHK Wopao ae
iH'exuili Ykpaina po3unHHKKa: Cinar 6e3nekun/edekTBHOCTI Ta

NPOJIOHrOBaHOI fji
no 25 mr; oguH
KOMMNEKT MICTUTb:
0AuH hnakoH 3
MOPOLLKOM, OAWH
wnpuy, 3 2 mn
PO3YMHHWKA, OAWH
6e3rosiKoBuii
npucTpin West gnsi
NpUroTyBaHHs
cycneHsii Ta ggi
rONKN AOBXUHOK 25
MM Ta 51 mm (i3
3aXMCHUMMU
npucTpoammn) ans
BHYTPILLHbOM'SI30BUX
iH'ekuili; no 1
KOMMNEKTY y
KapTOHHIN nayui

11>»

Arl, Weeliyapis;
Brpo6HMUTBO Ta
nepBuHHA
ynakoBka
MOPOLLIKY:
Ankepmec IHK.,
CLUA; BTopuHHa
ynakoBska Ta
BUNYCK cepil:
Cinar Al,
LLiBeiuapis

thapmakoHarnagy. 3MiHn y
KOPOTKIili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHA Ta iHCTPYKUiT Ans
MeAMNYHOro 3aCTOCYBaHHS y
3B'A13KY i3 HOBUMMW AaHUMK 3
SKOCTi, AOKTIHIYHMMM,
KNiHIYHUMW JaHMK Ta JaHuMuy 3
thapmakoHarnagy - 3MiHu
BHECEHO [0 IHCTPYKLi Ans
MeANYHOro 3aCTOCYBaHHS
niKapcbKoro 3acoby A0 po3ainy
"Mo6iyHi peakuii”, a Takox A0
po3ginis "OcobnmBoCTi
3acTocyBaHHsA", "Cnoci6
3acTocyBaHHs Ta gosu", "Aitn",
"Mo6iuHi peakw,ii”,
"Micue3HaxompKeHHs BUPOGHMKa
Ta agpeca Micus NpoBaZKEHHS
Moro AisnbHoCTI" (YTOUHEHHS
Ha3BW po3ziny), "HecymicHictb"
BHECEHO pefakTopChbKi
YTOUYHEHHS TekcTy. BBeeHHs
3MiH NPOTAroM 6 MicAuiB nicns
3aTBEPKEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

246.

PUDAMMILN
H75MI' TA
IBOHIA3NA
50 MI

rifampicin
and
isoniazid

puchamni
LUMH Ta
i30HiIa3n
il

JO4AM

Tabnetkun
avcneproBaHi no 75
mr/50 mr, no 28
TabneTok y cTpuni;
no 3 ctpunny
KapTOHHI ynakoBLi

Makneosc
dapmach
toTuKanc

Nimiten

IHais

Makneopc
PapmacboTuKanc
NimiTen

IHais

BHECEHHS 3MiH [0
peecTpauiiHnx matepianis:
3MiHu | TUNYy - 3MiHK Wwoa0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3miHa y

KOPOTKili XapakTepucTu,i
NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUIiT Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigctasi perynspHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
LocnimpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCbKOro
3acoby B nic/speecTpaviiiHmii
nepiog, abo sk pe3ynbTar OLiHKK
3BITY 3 JOCNiAKEHb, NPOBEAEHNX
Bi4NoBIAHO A0 NnaHy
negiarpuyHux gocnigpxers (PIP)
(3MiHy y3romkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - 3MiHW BHECEHO [0
IHCTPYKUIiT ANns MeanyHoro
3acTOCyBaHHS NiKapcbKoro
3acoby fo posginis:
"MpoTunoka3aHHs", "B3aemogis
3 IHLWMMK NiKapCbKMun
3acob6amu Ta iHLWi BUAn
B3aemogiin", "MobivHi peakuii"
oo 6e3nekn 3acTocyBaHHs
[ito40oi peyoBrHY prchamniLmH
BiAMNOBIAHO [0 pekomeHaaw,ii
PRAC. IHCTpyKUisa ans
MeJMNYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby (eCTD
Bepcis 0009) BeeaeHHS 3MiH
npoTArom 6-Tn MicAUiB nicns
3aTBEPMAKEHHS

3a
peyerimom

He
nionsie
ae

UA/16648/01/01

247.

PUDAMMILINA
H75
MI/I30HIA3N
.50
MFIMIPA3UH
AMIf, 150 MI

rifampicin,
pyrazinami
de and
isoniazid

pucbamni
LH,
i30HIa3mn
a
nipaswH
amig,

JO4AM
05

Tabnetku
gucneprosaHi, no 75
Mr/50 mMr/150 mr; Ne
84 (28x3): no 28
TabneTok y cTpuni;
no 3 ctpunun'y
KapTOHHI ynakoBLi

Makneoac
dPapmacb
toTuKanc

NimiTen

IHais

Makneoac
PapmacbioTrKanc
NimiTen

IHAis

BHECEHHS 3MiH [0
peecTpavuinHMx MaTepianis:
3miHu | TYny - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa y

KOPOTKIili XapakTepucTu,i
niKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUIT Ans

3a
peyenmom

He
nionsie
ae

UA/17008/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3acTOCyBaHHS NiKapcbKoro
3acoby B nicnsipeecTpauiiHnii
nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 JOCNiIKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigpkers (PIP)
(3MiHY y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXKEHVM
opraHom)
3MiHV BHEeCeHO A0 [HCTpyKu;i
AN MeANYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby A0 po3Ainis
"MpoTunokasaHHA", "B3aemogis
3 iHWYMU NiKapCbKMMK
3acob6amu Ta iHWi Buan
B3aemogjin" ono 6e3neku
3aCTOCyBaHHSA Ail040i pe4OBUHMN
pvidhamniyuMH BiANOBIAHO A0
pekomeHaauiii PRAC. IHCTpykKuis
AN MeANYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby (eCTD
Bepcis 0005). BBeAeHHs 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS.

248.

PUGAMMILN
H,
I3OHIA3MA,
MIPASVHAMI
OTA
ETAMBYTO/
y
rAPOX/OPU
[ TABNIETKA

rifampicin,
pyrazinami
de,
ethambuto
| and
isoniazid

pucbamni
LH,
i30Hia3n
a
nipasuH
amig,
eTambyT
ony
rigpoxno
pna

JO4AM
06

TabneTku, BKPUTI
nAiBKOBOIO
o6osoHkoto no 150
Mr/75 mr/400 mr/275
Mr no 28 TabneTok y
6nicTepi; no 24
6nictepn y
KapTOHHI ynakosLi

MoniH
Nimiten

IHais

NioniH NMimiTeq

IHAis

BHECEHHS 3MiH [0
peecTpavuinHMx MaTepianis:
3miHu | TYny - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa y

KOPOTKIili XapakTepucTu,i
niKapcbKoro 3acoby, TekcTi
MapKyBaHHA Ta IHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnimkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCbKoro
3acoby B mic/ispeecTpavyiiiHmii
nepiog, abo sk pesynbTar OLiHKU
3BITY 3 AOCNIMKEHb, NPOBEAEHNX

3a
peyenmom

He
nionsie
ae

UA/19841/01/01




310

n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigpkers (PIP)
(3MiHY y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXKEHVM
opraHom)-3MiH1 BHECEHO A0
IHCTPYKUIT AN MeguyHoro
3aCcTOCyBaHHS NikapCbKoro
3acoby B po3ginv
"MpoTunokasaHHA", "B3aemogis
3 iHWYMU NiKapCbKMMn
3acob6amu Ta iHWi Buan
B3aemogii", "OcobmBocTi
3acTocyBaHHs", "Mo6iYHi
peakuii" BiANOBIAHO A0
OHOBNEHOT iHthopMaLii 3
6e3nekn Aito4oi pevoBrHN
pychamniumH. BBefeHHs 3MiH
NPOTArom 6-Tv MicALiB nicns
3aTBEPAKEHHS

249.

PUOAMMILN
H+I30HIA3M
O+ETAMBYT
ony
rAPOXNMNOPU
il

puchamni
H,
i30Hia3n
a,
eTambyT
ony
rigpoxno
pna

JO4AM

TabneTkn, BKpUTI
060/10HKO10, N0 28
TabneTtok y 6nictepi;
no 24 6nictepu B
KapTOHHI KopooLyi

JroniH
NimiTen

IHais

NioniH NlimiTeq

IHais

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHn | TURY - 3MiHK WoAo
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHa y

KOPOTKil XapaktepucTuy,i
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
Me[MYHOro 3aCTOCyBaHHSA Ha
nigctasi perynspHo
OHOBJ1HOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3acTOCyBaHHS NiKapcbKoro
3acoby B nicspeecTpayiiHnii
nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 OCNiKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy
negjiatpuyHux gocnigpkeHs (PIP)
(3MiHY y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVM
opraHom)
3MiHV BHECEHO [0 IHCTPYKLUIT
A5 MeNYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby B po3ginu
"MpoTunokasaHHA", "B3aemogis
3 iHWVMW NTiKapCbKMMM

3a
peyenmom

He
nionsie
ae

UA/11941/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
3acob6amu Ta iHLWi BUAn
B3aemogiin", "OcobamBoCTi
3acTocyBaHHsA", "Mo6iuHi
peakuji" BiANoBIgHO A0
OHOB/IEHOT iHdhopMaLii 3
6e3nekun Aitoyoi pevyoBuUHU
puchamniymH. BBefeHHs 3MiH
npoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS.
250. | PIANTPIC mometaso | ononata | RO1A cnpeii HasaslbHUiA, Fnenmapk | LWseliya neHmapk IHAis BHECEHHS 3MiH 0 3a UA/18235/01/01
ne, OViHYy D59 [,030BaHui, CnewianTi pis dapmacbloTrKan3 peecTpauiiH1ux maTepianis: peyenmom
combinatio | rigpoxnio cycneHsia no 56,120 C.A. nra. 3MiHY | TMNY - 3MiHK 3 AKOCTI.
ns pug Ta a6o 240 po3y [oToBMiA nikapcbkmii 3acib.
MomeTas nonieTuIeHoBOMY 3MiHM Yy BUPOGHMLTBI. 3MiHa
OHY chnakoHi; no 1 iMnopTepa/amiHu, Lo
dypoaty nakoHy 3 CTOCYHTbCS BUMYCKY cepil Ta
MOHoOTif, [03YH04MM HAacoCOM- KOHTPOJH0 AKOCTi rOTOBOTO
pat po3nuBayeM, nikapcbKoro 3acoby (3amiHa abo
3aKpUTUM [0faBaHHA BUPOOHMKA, LLIO
KOBMa4KoM, Yy BignoBifae 3a BBe3eHHs Ta/abo
KapTOHHI KopooLyi BUNycK cepii) - He Bkovaroum
KOHTPO/b/BMNPOBYBaHHSA cepii -
[lo maTepianiB peecTpauiiHoro
[0CbE BHOCUTLCS iH(hOpMaLList
npo imnopTepa ToBapucTBO 3
06MEXEHOI0 BifnoBigasbHICTO
«JITEHMAPK YKPAIHA» 04070,
micTo KuiB, Bynmus InniHcekKa,
O6yanHoK 8, kopnyc 11.
251. | PIANTPIC mometaso | momeTas | RO1A cnpeii HazasbHUiA, Fnenmapk | LWBeliya neHmapk IHAis BHECEHHS 3MiH 0 3a UA/19108/01/01
MOHO ne OHY D09 [,030BaHui, CnewwianTi pis PapmacbloTukan3 peecTpauiiHnx matepianis: peyenmom
hypoary cycneHsis, 50 C.A. nra. 3MiHY | TUNY - AgMIHICTPaTUBHI
MOHOTif, MKr/fo3y no 60 abo 3MiHW. 3MiHa HaliMeHyBaHHs
pat 120 po3y Ta/abo agpecu 3asBHUKA
nonieTuneHoBomy (BnacHvika peecTpadiiHoro
hnakoHi, no 1 nocBigyYeHHs) 3miHa agpecu
dnakory 3 3asBHNKa 3aTBEPAXKEHO:
[03YH04MM HAcoCOM- MopToBa nnowa 2. Heslarens
posnuBayeM, 2000 Place du Port 2, 2000
3aKpUTUM Neuchatel 3anponoHoBaHo: Byn.
KOBMa4KoM, y Mwoi-roge 8, Heswatesns 2000
KapTOHHI Kopo6Lli Rue du Puits-Godet 8, 2000
Neuchatel
252. | PIBABAH® rivaroxaba | puvBapok | BO1AF | Tabnetku, BKpuUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 3a UA/21320/01/01
n cabaH 01 nniBKOBOO "dapmate "dGapmaLieBThyHa peecTpauiiiHix maTepianis: peyenmom
060/10HKO10, M0 2,5 BTMYHA dipma "JapHuus” 3MiHM | TMNY - 3MiHK 3 AKOCTI.
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

mr, no 14 TabneTok
y 6nictepi, no 2
6nicTepy B navi

thipma
"fapHuua”

FoToBWIA Nnikapcbkuii 3aci6.
3MiHM Y BUPOGHMLTBI. 3MiHN Y
npoueci BUpOGHULTBA rOTOBOrO
NiKapcbKoro 3acoby, BKIUaum
NPOMDKHUIA NPOAYKT, WO
3aCTOCOBYETbCS NP
BMPOOHULITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpo6HULTBA) -
He3HayHa 3MiHa [0 npoLecy
BMPOBHULITBA NiKApCbKOro
3acoby, B OHOBMIEHOMY P.
3.2.P.3.3 Onuc BUpo6HMYoro
npoLiecy Ta KOHTPOJI0 npoLecy,
B CxeMi TeXHOMOori4YHoro
npouecy Ha Ctagii 5 NakyBaHHs
TabneTtok, Ha eTani onepau,ii 5.2
MakyBaHHA 61icTepiB 3
Tabnetkamu B nauky,
NPOMNOHYETLCA A0 KapPTOHYHOUOT
MalUVHW AOAATW pyyHe
nakyBaHHS (NakyBaslbHUA CTin),
AK a/lbTEePHATUBHWA BNA,
nakyBaHHs. Mpwn Lbomy
TEXHO/0ris BUPOGHMLTBA
nikapcbKoro 3acoby, po3mip
cepii nikapcbkoro 3acoby Ta BCi
KPUTUYHI napaMeTpu AKoCTi
NPOAYKTY 3aMLLATbCA
HE3MiHHUMMW.

253.

PIBABAH®

rivaroxaba
n

pvBapok
cabaH

BO1AF

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO10, Nno 10
mr, no 14 TabneTok
y 6nicTepi, no 2
6nictepun B nauui

MpAT
"®Gapmaue
BTUYHA
thipma
"fapHuua”

Ykpaina

MpAT
"®GapmaueBTuyHa
hipma "OapHuus"

Ykpaina

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHY | TMNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknit 3aci6.
3MiHM Y BUPOGHWLTBI. 3MiHN Y
npoueci BUpOGHULITBA FOTOBOIO
NiKapcbKoro 3acoby, BKIYaum
NPOMDKHUIA NPOAYKT, WO
3aCTOCOBYETbCS NP
BMPOOGHULITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa
3MiHa y npoLeci BUPO6GHULTBA) -
He3HayHa 3MiHa 40 npouecy
BMPO6GHULITBA NiKApCbKOro
3aco6y, B OHOB/IEHOMY P.
3.2.P.3.3 Onuc BUpo6HMYoro

3a
peyerimom

UA/21320/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

254.

PIBABAH®

rivaroxaba

npoLiecy Ta KOHTPOJI0 npoLecy,
B CXeMi TeXHO/Ori4YHOro
npouecy Ha Cragii 5 NakyBaHHs
Tabnetok, Ha eTani onepau,i 5.2
MakyBaHHA GnicTepis 3
TabneTkamu B nauyky,
NPOMOHYETLCA A0 KAPTOHYOUOT
MaLUVHW AOAATU pyyHe
nakyBaHHs1 (NaKyBaslbHWiA CTif),
AIK a/lbTePHATUBHWIA BUA,
nakyBaHHs. [pn Lbomy
TEXHONOrisi BUPOGHMLITBA
nikapcbKoro 3acoby, po3mip
cepii nikapcbkoro 3aco6y Ta BCi
KPUTWUYHI napameTpu AKOCTI
NPOAYKTY 3a/IMLLATLCA
HEe3MiHHUMMU.

n

pviBapok
cabaH

BO1AF
01

TabneTku, BKPUTI
NNiBKOBOKO
o060osoHKot, no 15
mr; no 14 TabneTok
y 6nictepi, no 2
6nictepy B navw,i

MpAT
"papmaue
BTUYHA
hipma
"AapHnus”

YkpaiHa

MpAT
"®GapmaLieBTnyHa
ipma "JapHnus”

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHu | TMNY - 3MiHKU 3 SKOCTI.
[oTOBWIA Nnikapcbkunii 3aci6.
3MiHN Y BUPOOHULTBI. 3MiHN Y
npoveci BUpobHULITBA FOTOBOTO
niKkapcbKoro 3acoby, BKIYaum
NPOMDKHWUIA NPOAYKT, L0
3aCTOCOBYETHCS MNP
BMPOGHULITBI FOTOBOTO
NiKapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpo6HULTBA) -
He3HayHa 3MiHa [0 npouecy
BMPOOHULITBA NiKAPCbKOro
3acoby, B OHOB/IEHOMY P.
3.2.P.3.3 Onuc BUpo6HMYoro
npoLiecy Ta KOHTPOJI0 npoLiecy,
B CXeMi TeXHO/Ori4YHOro
npouecy Ha Ctagii 5 MakyBaHHs
TabneTtok, Ha eTani onepau,ii 5.2
MakyBaHHA 6nicTepis 3
TabneTkamu B nauky,
MPOMOHYETLCA A0 KAPTOHYHOUOT
MaLUVHW AOAATU pyyHe
nakyBaHHs1 (NaKyBa/lbHWiA CTif),
K anbTepHATUBHWIA BUS,
nakyBaHHs. [Mpn Lbomy
TEeXHO/0ris BUPO6HULTBA
nikapcbKkoro 3acoby, po3mip

3a
peyenmom

UA/21320/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

cepii nikapcbkoro 3acoby Ta BCi
KPUTUYHI napaMeTpu sKoCTi
NPOAYKTY 3a/IMLLAKTLCS
HE3MiHHUMU.

255.

PIBABAH®

rivaroxaba
n

prBapokK
cabaH

BO1AF
01

TabneTkn, BKpUTI
NNiBKOBOKO
06010HKO10, No 20
mr; no 14 TabneTok
y 6nictepi, no 2
6nicTepy B nayw,i

MpAT
"®apmaue
BTUYHA
thipma
"fapHuua"

Ykpaina

MpAT
"GapmaueBTuyHa
ipma "JapHuus”

Ykpaina

nikapcbKoro 3acoby, BKIoUaUn

3MiHa y npoueci BUpobHULTBA) -

npouecy Ha Ctagii 5 NakyBaHHs
TabneTtok, Ha eTani onepaduii 5.2

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBWIA Nnikapcbknii 3aci6.
3MiHW Y BUPOBHULLTBI. 3MiHN Y
npoeci BUpobHULITBA rOTOBOTO

NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETLCA NP
BMPOGHULITBI FOTOBOrO
niKkapcbKoro 3acoby (He3HayHa

He3HayHa 3MiHa 0 npouecy
BMPOOHULITBA NiKAPCbKOro
3aco6y, B OHOB/IEHOMY .

3.2.P.3.3 Onuc Bupo6HMYoro

npoLiecy Ta KOHTPOJI0 npoLecy,
B CxeMi TEXHOMOrI4YHOro

MakyBaHHA 6nicTepis 3
TabneTkamu B nauky,
NPOMNOHYETLCA A0 KaPTOHYHUOT
MalUVHW OOAATU pyYHe
nakyBaHHs! (NaKyBaslbHWiA CTif),
AK aNbTepHaTUBHWA BMA,
nakysaHHs. Mpu Lbomy
TEXHONOrisi BUPOGHMLITBA
niKkapcbKoro 3acoby, po3mip
cepii nikapcbkoro 3acoby Ta BCi
KPUTUYHI NapaMeTpu sKoCTi
NPOAYKTY 3aMLLa0TLCSA
HE3MiHHUMU.

3a
peyenmom

UA/21320/01/04

256.

PITPA3A 10

rizatriptan

pusaTpu
nraHy
6eHsoar

NO02C
Cco4

Tabnetkv no 10 wmr;
no 3 Tabnetkn y
6nictepi, no 1 a6o 3
6nictepn y
KapTOHHI ynakoBLi

Makneogc
dPapmacb
loTuKasc

Nimiteq

IHAjA

Makneogc
PapmacbioTrKanc
Nimiteq

IHAiA

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MmiHu | TUny - 3miHu Wwoao
6e3nekn/edeKTBHOCTI Ta

dhapmakoHarnsgy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX
[aHux nNpo cuctemy
thapmakoHarnagy (BBegeHHs
y3araJibHeHUX AaHux npo

3a
peyenmom

UA/20950/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

cuctemy thapmakoHarnsgy,
3MiHa yNoBHOBaXeHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiICHEHHA
thapmakoHarnagy B YkpaiHi,
SIKLLO BOHA BigMiHHa Bif,
YMOBHOBaXEHOT 0cobY,
BiNOBIAabHOI 3a 3iICHEHHS
thapmakoHarnagy (Bkiouyarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
PO3MiLLEeHHI MacTep-thaiina
cucTemMn chapmakoHarnsgy)-
3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOI 0co6u
3as1BHYKa, BignoBigasibHOI 3a
hapMakoHarnag. 3miHa
MiCLLe3HaxXOMKEHHS MacTep-
thaiina cuctemu
thapmakoHarnsgy Ta iioro
Homepa. 3MiHa Micua
3[iiCHEHHS] OCHOBHOI Aisi/TIbHOCTI
3 (hapmakoHarnagy.

257.

PITPA3A 5

rizatriptan

pusaTtpu
nraHy
6eH3oar

NO02C
Co4

Tabnetkv no 5 wmr;
no 3 Tabnetkn y
6nictepi; no 1 a6o 3
6nictepn y
KapTOHHI ynakoBLi

Makneopc
dapmachb
toTukanc
Nimiten

IHais

Makneopc
PapmacbloTrKanc
NimiTen

IHais

BHECEHHS 3MiH [0
peecTpauiiHnux matepianis:
3MiHu | TUnNy - 3MiHK Woa0
6e3nekn/edeKTNBHOCTI Ta

dhapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3ara/ibHeHUX
AaHvX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNMoBHOBaXXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKa 419 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLO BOHA BiAMiIHHA Bif
YNOBHOBaXEHOI 0Cco6bu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnagy (Bkio4yawum
KOHTaKTHi flaHi) Ta/abo 3MiHN y
po3MilLeHHI MacTep-dharina

3a
peyerimom

UA/20950/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
cuctemn dhapMakoHarnsay)-
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U
3a8BHVKa, BiANOBIAA/ILHOI 3a
thapmakoHarnag. 3MiHa
MiCLIe3HaxopKeHHsI macTep-
thaiina cuctemu
hapmakoHarnsgy Ta ioro
HoMepa. 3miHa Micus
3[jl/iCHEHHSI OCHOBHOI AifANIbHOCTI
3 (hapmakoHarnagy.
258. | POCEMIA® risperidon pucnepu | NO5A PO34uH opasibHUiA, 1 TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 0 3a He UA/19447/01/01
e [OH X08 mr/mn no 30 mn abo "KyCyM™" PAPM", YkpaiHa peecTpauiiHnx matepianis: peyenmom nionsi2
no 100 mny abo 3MmiHu | TUNy - AgMiHICTpaTUBHI ae
CKNSAHOMY (hr1akoHi 3 TOB «KYCYM», 3MiHW. 3MiHa HaliMeHyBaHHS
KPWLLIKOKO 3 Ykpaina Ta/abo agpecu 3asBHMKA

KOHTPO/IEM MEepLLOro
BigKpuTTA; No 30 mn
abo no 100 mn'y
CKNsAHOMY p1aKoHi 3
KPULLIKOIO
HefoCTYNHOW ANs
BiAKPUTTA AiTbMU;
KOXeH hN1akoH y
KapTOHHI ynakoBLi
pasom 3 Wwnpuuem-
[03aTOpOM 06'€MOM
3 mn Ta agantepom
ANA wnprua

(BnacHvika peecTpaduiiHoro
nocBiJYeHHs) 3MiHa
HaliMeHyBaHHS Ta agpecu
3asBHMKa (BacHvka
peecTpauiiHoro NocBigYeHHs),
6e3 3MiHN PUANYHOT 0co6MU.
BBefeHHs 3MiH npoTsarom 12-1u
MiCALB NiCNA 3aTBEPLXKEHHS.
3MmiHu | TUny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaXEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro
niKkapcbKoro 3acoby, BKIYaum
AiNbHULI BUNYCKY cepii abo
MicLie NpoBeAeHHsI KOHTPO/0
AKOCTI. (AiSNIbHICTb, 3a Ky
BiANoBigae BMPOGHMK/iMNopTep,
BK/IOUAK0UM BUMYCK cepiii) 3MiHa
HallMeHyBaHHs1 BUPO6HUKa, 6e3
3MiHW MicLs BUPOOHULITBA.
3MiHN BHECEHO B IHCTPYKLit0 ANA
MeAMYHOro 3acTOCYBaHHS
NiKapcbKoro 3acoby y po3ainm
"BMpPOGHMK",
"Micue3HaxompKeHHs BUPOGHMKa
Ta agpeca Micus NpoBaZKEHHS
ioro gisinbHOCTI" 3 BigNoBigHMMMK
3MiHamMW B TEKCTi MapKyBaHHS
ynakoBOK. BBeieHHS 3MiH
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep

peecmpayitiHo

20
nocsi0YeHHs1

npotarom 12-Tu micsAuis nicns
3aTBEPAKEHHS.

259.

CAHIEPA

tranexami
¢ acid

TPaHekKCc
amoBa
Kncnorta

BO2AA
02

PO3YUMH NS iH EKLi,
100 mr/mn no 5 mn
abo no 10 mn B
amnyni; no 5 amnyn
Y KOHTYpHIiA
YapyHKOBIli
ynakosLi; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLi
B nauuj

TOB
"tOpis-
dapm”

YkpaiHa

TOB "tOpia-®apm”

YkpaiHa

BHECEHHS 3MiH [0
peecTpauinHMx maTepianis:
3miHu | TYny - 3MiHK Woao

6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. BHeceHHs
abo 3miHa(n) oo 3060B'A3aHb Ta
YMOB Buaui peectpauiiiHoro
nocsigyeHHs, Bknoyaoun Mnax
ynpaBniHHA py3nKamn (iHLwi
3MiHK) - 3asBHUKOM HaZaHO
OHOBJ/IEHUIA NaH ynpas/liHHA
pu3nkamm Bepcis 1.4 3MiHn
BHECEHO [0 YacTuH: | «3arasbHa
iHhopmauis», Il «Cneundikavis
3 6esneku», Il «MnaH 3
hapmakoHarnsigy», V «3axoau 3
MiHimi3auii pusukis», VI
«Pe3tome nnaHy ynpasniHHA
pusnkammn» VIl «logaTkn» y
3B’'A3KY 3 OHOBJIEHHAM
cneuudikauii 3 6e3neku gitovol
peyoBuHM TpaHeKkcaMoBOi
KMCNoTH, a came - JoAaBaHHAM
HOBOrO BaXX/IMBOr0
ileHTUIKOBAHOIO pPU3NKY
"MomMnNKn Npun NiKyBaHHiI, LLO
npu3BOAATL A0 HEHABMUCHOI
iHTpaTekanbHOI iH'ekuil™ Ta
BMNPOBaKEHHAM /151 HBOTO
[0AaTKOBOrO 3axofy 3
MiHimi3auii pusuky (DHPC), a
TakoX PyTUHHOrO 3axoAy 3
MiHimi3aLii pu3mnkiB (MOCUNEHHS
iHbopmauii woao
BHYTPILLHbOBEHHOTO LLNSAXY
BBE[EHHS HA 30BHiLLHIl
ynakoBLi), BignoBigHO [0
pekomeHgauin PRAC.

3a
peyenmom

UA/14282/01/01

260.

CAHIEPA

tranexami
¢ acid

TPaHeKC
amoBa
Knucnorta

BO2AA
02

PO34MH ANS iH EKL,
100 mr/mn, no 5 mn
abono 10 mn B
amnyni; no 5 amnyn
Y KOHTYpHili
YapyHKOBIl

TOB
"tOpis-
Papm”

YkpaiHa

TOB "tOpia-®apm”

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3Mminu | TUny - 3miHu Wwoao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHa y

KOPOTKili XapakTepucTuy,i

3a
peyenmom

He
nionsie
ae

UA/14282/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

ynakosLj; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLi
B navui

nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKUIiT Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigctasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
LocnimpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCbKOro
3acoby B nic/ispeecTpavyiiHmii
nepiog, abo sk pe3ynbTar OLiHKK
3BITY 3 JOCNiAKEeHb, NPOBEAEHNX
Bi4NoBIAHO A0 NnaHy
negiarpuyHux gocnigpxers (PIP)
(3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom)
3MiHu BHECEHI A0 po3ainis
"TpoTunokasaHHsa",
"Oco61MBOCTI 3aCTOCYyBaHHA",
"Mo6iuHi peakuyii" IHCTpyKLUii ANs
MeAMYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby 1a fo
po3ginis "4.4. MpoTnnokasaHHs",
"4.5. Ocob6/1MBi 3aCTEPEXEHHS
Ta 3anobikHi 3axoam npu
3actocyBaHHi", "4.9. Mob6iyHi
peaxuii” KopoTkoi
XapaKTepucTuKn NikapcbKoro
3acoby Wwoao 6e3nekn
3aCTOCYBaHHSA Ail040i peYOBUHN
3a pekomeHgauieto PRAC EMA.
BBegeHHs 3MiH npoTArom 6-tv
MiCALB NicNa 3aTBEPAXEHHS.
3MiHu | TURY - 3MiHK LWoAo
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn)
3MiHM BHECEHI [0 po3ainy
"Cnoci6 3acTtocyBaHHs Ta go3un"
IHCTPYKUIT AN MeguyHoro
3aCTOCYyBaHHS NiKapCbKoro
3acoby, fo po3sginy "4.2. lo3n
Ta cnocib 3actocyBaHHs"
KOPOTKOI XapakTepucTuKu
nikapcbKoro 3acoby, a Takox
BiANOBIAHI 3MiHW [0 TEKCTY

MapKyBaHHS BTOPMHHOT
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

yMNakoBKM NiKapcbKoro 3acoby.
BBegeHHs 3MiH npoTArom 6-tv
MiCALB Nic/IA 3aTBEPIKEHHS.

261.

CAH®YP -
750

cefuroxim
e

uechypo
KCUM
HaTpito

JoiDC

NMopOLLOK AN
PO3YUHY ANS iH'EKLi
no 750 mr; 1 donakoH
3 MOPOLLKOM Y
KapTOHHI ynakoBLi

CeHc
Na6opaTto
pic MBT.
nra.

IHais

CeHc Jlabopatopic

Met. /iT4.

IHais

3aTBEPAKEHOro po3mipy cepii 10

Ha A®l)- BBeieHHA [0AaTKOBOro

Pharmaceuticals Co., Ltd., China

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHY | TMNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknit 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa
po3Mipy cepii (BkHoYaoun
AianasoH po3mipy cepii)
rOTOBOrO J1iKapCbKOro 3acoby
(iHWi 3miHW)- BBeeHHSA
[04aTKoBOro po3mipy cepii M3
50 kr (61443 chnakoHis) B
[OMOBHEHHSA [0 BXe

Kkr (12288 chnakoH). 3minm Il
My - 3MiHU 3 AKOCTI. ADI.
Brpo6HMLTBO. 3MiHa BUPOOHMKA
BVIXiZHOr0/MPOMiXXHOr0
npoAayKTy/peareHTy, Lo
BUKOPVCTOBYHOTHCS Y
BMPOGHMYOMY npotLieci Ad®l, abo
3MiHa BUPOGHWMKa (BKOYaoUW,
[e HeobXxigHo, micue
NPOBeAEHHS KOHTPOSTIO SIKOCTI)
A®I (3a BigCyTHOCTI
cepTucpikaTta BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [OCHE)
(BBEAEHHSA HOBOTO BMPOGHMKA
A®I 3 HagaHHAM MacTep-haiina

BMpO6HMKa AP| Ledhypokcrmy
HaTpito Shenzhen Salubris

(No.1, Fenghuanggang Huabao

Industrial District, Xixiang Town,
Baoan District, Shenzhen City,
Guangdong Province, China).

3a
peyerimom

UA/17158/01/01

262.

CEBE/IAMEP
-BICTA

sevelamer

cesenam
epy
Kapb6oHa
T

VO3AE
02

TabneTkn, BKpUTI
NNiBKOBOIO
o60s10HKot0, Nno 800
mr, no 180 TabneTok
Y KOHTelHepax
(6aHoukax) 3

Mictpan
Kenitan
MeHemxm
eHT
Nimiten

AHrniA

BMPOGHULITBO,

BK/IHOHAI0UM
nepBUHHE,
BTOPVHHE

nakyBaHHS Ta

BMNYCK cepil:

Icnanis/
Monbla

BHECEHHSA 3MiH [0
peecTpavuiiHux maTepianis:
3MmiHu | TUny - AgMiHICTpaTUBHI
3MiHW. BunyyeHHs BUpOGHUYOT
OinbHULI (BKNOYAKOUN AiNbHUL
Ans A®l, npomixkHOro NpPoayKTy

3a
peyenmom

UA/16898/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
KpULLIEYKOIO; no 1 CiHTOH Xicnanis, ab0o roToBOro nikapcbKoro
KOHTelHepy C.J1., IcnaHis; 3acoby, AinbHuui Ans
(6aHouuj) y BUPOBHULTBO NpoBeEeHHS NakyBaHHS,
KapTOHHi KopooLyi Hepo3acosaHoi BMPOGHWKA, BiAMNOBIfa/IbHOTO 3a
NPOAYKLUIT: BWMYCK Cepiid, Micue
dapmac'toTikan NpoBeEeHHSA KOHTPOIO cepil)
Yopkc abo noctavasibHVKa BUXIAHOMO
MONb®APMA marepiany, peareHty abo
C.A., MonbLa [LOMOMDKHOI peYOBUHM (SKLLO
3a3Ha4yeHo y Aocbe) BunyyenHs
BMPOGHWYOT AiTbHNL
BiAMNOBIA&/IbHOT 32 NepBUHHE Ta
BTOPWHHE MaKyBaHHS
PotTeHgopd ®apma MvéX,
HimeuumHa. BUpo6HUK Lo
3a/IMLLAETLCA BUKOHYE Ti X
GOYHKLT LLIO 1 BUYYEHWIA.
263. | CEBIKAP Olmesarta | onmecap | C09D TabneTku, BKPUTI 3eHTiBa, Yecbka [aiui CaHkio Himeuun BHECEHHS 3MiH 0 3a UA/17647/01/02
n Tany B02 NNiBKOBOKO K.C. Pecny6n KOpoyn MmM6X Ha peecTpavuinHMx maTepianis: peyenmom
medoxomil | mezokco 060/10HKOI0, MO 40 iKa 3MiHu | TMNY - 3MiHKU 3 SKOCTI.
and Mmin, mr/5 wr; no 14 CepTtudoikat BignosigHocTi/lE-
amlodipine | amnogu Tabnetok y 6nictepi; cepTtudikaT BignoBigHOCTI
niHy no 2 6nictepay €Bponeiicbkili
6ecunar KapTOHHIM nauui thapmakonei/MmoHorpadii.

MopaHHsA HOBOro abo
OHOBJ/IEHOTO cepTudikata
BiAnoBiAHOCTI ab0 BU/TyUYEHHS
cepTucpikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ons BuxigHoro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO
BUKOPVCTOBYIOTHCS Y
BUPOGHMLTBI ADI; ans
[0MOMDKHOT PEYOBUHMN
(cepTudpikat BIANOBIAHOCTI
€poneiicbkili hapmakonei) -
OHOBReHWit cepTuddikaT Big yxe
3aTBEPAXKEHOrO BUPOOHMKA -
noAaHHA OHOB/IEHOTO
cepTtudikaTy BignoBigHOCTI
€Bponelicbkiit hapmakonei Ne
CEP 2013-105 - Rev 04
(3aTBepmxeHo: CEP 2013-105 -
Rev 03) ans A®l onmecapTaHy
MeZIOKCOMIN Bif, BXe
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3aTBEPAKEHOr0 BUPOGHMKA
EUROAPI HUNGARY Ltd.,
YropwmHa. 3MiHu | Tuny - 3MiHu
3 AKocTi. CepTudikar
BignoBigHocTi/E-cepTudikar
BiANOBiAHOCTI EBpoONeiiChKiit
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHSA
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ansa sBuxigHoro
mMarepiany/peareHTy/npomMikHOro
NPOAYKTY, L0
BUKOPVCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ons
[0MNOMDKHOT peyoBUHU
(cepTudoikat BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHOBNEeHWit cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
nofaHHA OHOBIEHOTO
cepTudikara BiAnNoBIAHOCTI
€sponeiicbkiii hapmakonei Ne
CEP 2013-268 - Rev 03
(3aTBepaxeHo: R1-CEP 2013-
268-Rev 02) gns Adl
onmecapTaHy MefoKCOMIny Bif
BMpoGHMKa ZHEJIANG TIANYU
PHARMACEUTICAL Co., Ltd.,
Kntaii.

264.

CEBIKAP

Olmesarta
n
medoxomil
and
amlodipine

onmecap
TaHy
MeaoKCo
Mmin,
amnoan
niHy
6ecunart

C09D
B02

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKOI0, NO 20
mr/5 wr; no 14
TabneTtok y 6nictepi;
no 2 6nictepay
KapTOHHIN nauui

3eHTiBa,
K.C.

Yecbka
Pecny6n
ika

[aiui CaHkio
tOpoyn Mm6X

Himeyun
Ha

BHECEHHS 3MiH 0
peecTpauinHMx MaTepianis:
3MiHu | TMNY - 3MiHKU 3 SKOCTI.
CepTtudoikat BignosigHocTi/lE-
cepTtudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MmoHorpadii.
MopaHHsA HOBOro abo
OHOBJ/IEHOTO cepTudikata
BiAnoBiAHOCTI ab0 BU/TyUYEHHS
ceptucpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ons BuxigHoro
mMaTepiany/peareHTy/npoMiKHOro

3a
peyenmom

UA/17647/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

NpPoOAYyKTY, Wo
BUKOPVCTOBYHOTBCS Y
BUPOGHULTBI ADI; Ans
[OMOMDKHOT PEYOBUHM
(cepTudpikaT BigMOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBNEHWIA cepTUdikar Big, yxe
3aTBEPAKEHOI0 BUPOOHMKA -
nofaHHa OHOBIEHOTO
cepTtudikaTy BifnoBigHOCTI
€Bponevicbkiin dhapmakonei Ne
CEP 2013-105 - Rev 04
(3aTBepmxeHo: CEP 2013-105 -
Rev 03) ana A®| onmecapTaHy
MeOKCOMIN Bif, BXe
3aTBEPAKEHOr0 BUPOGHMKA
EUROAPI HUNGARY Ltd.,
YropwmHa. 3MiHu | Tuny - 3MiHu
3 AKocTi. CepTudikar
BignoBigHocTi/E-cepTudikar
BiANOBiAHOCTI EBpoONeiichKiit
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOrO cepTudikaTa
BiZANOBIAHOCTI 260 BUYyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ansa suxigHoro
mMarepiany/peareHTy/npomMibkHOro
NPOAYKTY, L0
BUKOPVCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ons
[0MNOMDKHOT peyoBUHU
(cepTudpikat BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHOBNEeHWit cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
nofaHHA OHOBIEHOTO
cepTudikara BiZnNoBIAHOCTI
€sponeiicbkiii hapmakonei Ne
CEP 2013-268 - Rev 03
(3aTBepaxeHo: R1-CEP 2013-
268-Rev 02) gns Adl
onmecapTaHy MefoKCOMIny Bif
BMpoGHMKa ZHEJIANG TIANYU
PHARMACEUTICAL Co., Ltd.,
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HS** 20
mosaHa HU nocsioYyeHHs1
Hassa*
Kntaii.
265. | CEBIKAP Olmesarta | onmecap | C0O9D TabneTkn, BKpUTI 3eHTiBa, Yecbka [Oaiui CaHkio Himeuun BHECEHHS 3MiH 0 3a UA/17647/01/03
n TaHy B02 nNiBKOBOIO K.C. Pecny6n Opoyn Mm6X Ha peecTpauiiHux maTepianis: peuenmom
medoxomil | megokco 060/10HKO0, NO 40 iKa 3MiHu | TMRY - 3MiHK 3 SKOCTI.
and Mir, Mr/10 mr; no 14 CepTudpikaT BignosigHocTi/l E-
amlodipine | amnoau Tabnetok y 6nictepi; cepTudikar BianoBigHOCTI
niHy no 2 6nictepay €Bponencbkili
6ecunar KapTOHHIN nayui thapmakonei/MoHorpadoii.

MopaHHsA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudikaTa BiZnNoBiLHOCTI
€sponelicbkin hapmakonei: ans
A®l; gns BuxigHoro
MaTtepiany/peareHTy/npoMiKHOro
NPOAYyKTY, WO
BUKOPVCTOBYHOTHCS Y
BUpPO6HULTBI ADI; ans
[0MOMDKHOT PEYOBUHN
(cepTudpikaT BigMOBIAHOCTI
€Bponeiickkili hapmakonei) -
OHoBReHn cepTuddikaT Bif yxe
3aTBEPAKEHOIO BUPOBHMKA -
nofaHHa OHOB/IEHOTO
cepTtudikaTy BifgnoBigHOCTI
€Bponelicbkiin dhapmakonei Ne
CEP 2013-105 - Rev 04
(3aTBepmxeHo: CEP 2013-105 -
Rev 03) ana A®| onmecapTaHy
MeOKCOMIN Bif, BXe
3aTBEPAKEHOr0 BUPOGHMKA
EUROAPI HUNGARY Ltd.,
YropwmHa. 3MiHu | Tuny - 3MiHu
3 aKocTi. CepTudikar
BignoBigHocTi/E-cepTudikart
BiANOBIAHOCTI EBpONelichKiit
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudpikaTa BiANoOBIAHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ans BuxigHoro
Marepiany/peareHTy/npomMikHOro
NPOAYKTY, WO
BUKOPVCTOBYHOTHCS Y
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BUPOGHMLTBI ADI; ans
[0MOMDKHOT PEYOBUHMN
(cepTudpikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) -
OHOBReHWi cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
NoJaHHA OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiit hapmakonei Ne
CEP 2013-268 - Rev 03
(3aTBepaxeHo: R1-CEP 2013-
268-Rev 02) ans Adl
onmecapTaHy MefoKCoMiny Bif
BMpo6HMKka ZHEJIANG TIANYU
PHARMACEUTICAL Co., Ltd.,
Kntaii.

266.

CENbTABIP

oseltamivir

o3enbTa
MiBipy
occhat

JO5AH

Kancynv Teepai no
30 wmr; no 10 kancyn
y 6nictepi; no 1
6nictepy B
KapTOHHI ynakoBLi

Makneozc
dapmacb
loTuKasnc

Nimiten

IHais

Maxkneogc
dapmacbioTrKanc
Nimiteq

IHais

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHu | TURY - 3MiHK WoAo
6e3nekn/edeKTBHOCTI Ta

dhapmakoHarnsgy. BeegeHHs
ab60 3MiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHarnagy,
3MiHa yNoOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
hapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34IACHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHa Bif,
YMOBHOBaXEHOI 0CO6M,
BiANoBiAa/IbHOI 3a 3AjACHEHHS
thapMakoHarnsgy (Bkiro4aroum
KOHTaKTHi fiaHi) Ta/abo 3MiHn y
po3MilLieHHi MacTep-chaiina
cuctemu chapMakoHarnagy)-
3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXeHOI 0cobu
3asBHVKa, BignoBigabHOI 3a
hapMakoHarnsg. 3miHa
MiCLIe3HaxXopKeHHs1 macTep-
thaiina cuctemu
hapmakoHarasgy Ta ioro

3a
peyenmom

UA/17704/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

Homepa. 3MiHa Micua
3[iiCHEHHS OCHOBHOI Aisi/TbHOCTI
3 chapmakoHarnsgy.

267.

CENbTABIP

oseltamivir

o3efibTa
MiBipy
hoccpat

JO5AH

Kancysm Teepai no
75 wr; no 10 kancyn
y 6nictepi; no 1
6nictepy B
KapTOHHI ynakoBLi

Makneopc
Papmachb
toTuKanc

Nimiten

IHais

Makneopc
dPapmacbloTrKanc
NimiTen

IHais

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHu | TUnNy - 3MiHK Woa0
6e3nekn/edeKkTNBHOCTI Ta

dhapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3ara/ibHeHUX
[aHuxX nNpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNoBHOBaXXeHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLO BOHA BiAMiIHHA Bif
YNOBHOBaXEHOI 0Ccobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnagy (Bkiovyarum
KOHTaKTHi faHi) Ta/abo 3MiHu y
po3MilLeHHI MacTep-tharina
cucTemMu chapmakoHarnsgy)-
3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0co6u
3asBHYKA, BignoBigasibHOI 3a
hapMakoHarnag. 3miHa
MiCLLe3HaXOMKEHHS MacTep-
thaiina cuctemu
thapmakoHarnsgy Ta iioro
Homepa. 3MiHa Micua
3[iiCHEHHS OCHOBHOI AisiNTbHOCTI
3 (hapmakoHarnagy.

3a
peyerimom

UA/17704/01/03

268.

CENbTABIP

oseltamivir

osefibTa
MiBipy
occhat

JO5AH
02

Kancysm Teepgi no
45 wmr; no 10 kancyn
y 6nictepi; no 1
6nictepy B
KapTOHHI ynakoBLi

Makneogc
dapmacb
toTuKanc
Nimiten

IHais

Makneopc
PapmacbloTrKanc
Nimiten

IHais

BHECEHHS 3MiH 40
peecTpauiiHnx matepianis:
3MiHu | TUnNy - 3MiHK Woa0
6e3nekn/edekTBHOCTI Ta

dhapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHMX
AaHvX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHUX JaHuX npo

cucTemy thapmakoHarnsgy,

3a
peyerimom

UA/17704/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep

peecmpayitiHo

20
nocsi0YeHHs1

3MiHa yNoBHOBaXXeHOIT 0cobw,
BiANoBiAa/IbHOI 32 3[jACHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3as1BHMKA 419 34iCHEHHS
hapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHa Bif,
YMOBHOB&XEHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsay (Bkiroyaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLieHHi MacTep-chaiina
cuctemn dhapMakoHarnsay)-
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U
3a8BHVKa, BiANOBIAA/ILHOI 3a
thapmakoHarnag. 3MiHa
MiCLIe3HaxXopKeHHsI macTep-
thaiina cuctemu
hapmakoHarnsgy Ta /ioro
HoMepa. 3miHa Micus
3[jl/iCHEHHSI OCHOBHOI AifANIbHOCTI
3 (hapmakoHarnagy.

269.

CIHEIrPA

sildenafil

cnnpgeHa
piny

uuTpar

G04B
EO3

TabneTku, BKPUTI
nAiBKOBOIO
060/10HKO0, M0 50
mr, no 1 tabnetuyiy
6nictepi; no 1
6nictepy B
KapTOHHI ynakoBL;
no 4 Tabnetkn y
6nicTepi; no 1
6nictepy B
KapTOHHI ynakosLi

HOBEN
INAY
CAHAI BE
TIOXKAPE
TA.LL.

Typeuun
Ha

HOBE INAY
CAHAI BE
TIIXKAPET A.LL.

Typeuun
Ha

BHECEHHS 3MiH 0
peecTpauinHMx maTepianis:
3MiHu | TMNY - 3MiHKU 3 SKOCTI.
[oTOBWIA Nikapcbkunit 3aci6.
KOHTpOsb roToBOro nikapcbKoro
3acoby. 3miHa napameTpis
cneyudikayin Ta/abo
[0MyCTUMUX MEX rOTOBOTO
nikapcbKoro 3acoby (iHLi 3MiHN)
- CynyTHS 3MiHa - 3MiHU 3
AKOCTI. [0TOBWIA NikapcbKuii
3aci6. KoHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa y
mMeTofax BUNPOo6yBaHHSA
rOTOBOrO J1iKapCbKOro 3acoby
(iHWi 3miHW y MmeTogax
BMNPOGYBaHb (BK/IHOYAOYM
3aMiHy abo JOMNOBHEHHS)) -
MpuBeneHHsa po3ainy
"CynpoBigHi JOMILLK1" A0 BUMOT
MoHorpadii sildenafil tablets BP,
EP sildenafil citrate, oHoBneHnx
[OKYMEHTIB BUPOGHYKa 3

3a
peyenmom

UA/15696/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BiAMNOBIAHWM OHOB/IEHHAM
MeToAy BUNPOOYBaHHS.
3arBepKeHo: ninepasuHy
LoMillKa He 6inbLue 0,2 %
rigpokcu Jomiwka He 6inbwe 0,2
%
5-(2-eTokcudeHin)-1-metun-3-n-
nponin-1,6 gurigpo-7H-nipo3on
(4,3-d)nipymignH-7-0H- He
6inbLe 0,2%;
HeigeHTNIKOBaHI JOMILLKK - He
6inbLwe 0,2 %
cyma AOMILOK - He Ginbwe 1,0
%;
3anponoHoBaHo:
[Jowmiwka D He 6inbwe 0,2 %
[owmiwka A He 6inbwe 0,15 %:
KoxHoi HeigeHTudikoBaHol
LOMILLKM He 6inbLue 0,2 %
Cyma [0MILLOK - He 6inbLue 0,5
%.
3MiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbknii 3acib.
KOHTpO/b roTOBOro MikapcbKoro
3acoby. 3miHa y meTofax
BUMNPOOYBaHHA rOTOBOrO
nikapcbKoro 3aco6y (iHLwi 3MiHK
y MeTogax BunpobyBaHb
(Bkntovaroum 3amiHy abo
[OMOBHEHHS)) - 3MiHM [0
po3ginis "OfgHOPIgHICTb
[030BaHNX oguHuLG", "KinbkicHe
BU3Ha4YeHHs. CungeHadin
3MiHEHO yMOBU
XpomarorpadyyBaHHs,
[AeTanizoBaHo NpUroTyBaHHA
PO34MHIB Ta YMOBW NPUAATHOCTI
XpomaTtorpaguiyHoi cuctemm

270.

CIHErPA

sildenafil

cnnpgeHa
piny

uuTpar

G04B
EO3

TabneTku, BKPUTI
nAiBKOBOIO
060710HKOt0, Mo 100
mr, no 1 tabnetuyiy
6nictepi; no 1
6nictepy B
KapTOHHI ynakoBL;
no 4 Tabnetkn y

HOBEN
INAY
CAHAI BE
TIOXKAPE
TA.LL.

Typeuun
Ha

HOBE INAY
CAHAI BE
TIIXKAPET A.LL.

Typeuun
Ha

BHECEHHSI 3MiH 10
peecTpavuinHMx MaTepianis:
3MiHu | TMNY - 3MiHKU 3 SKOCTI.
[oTOBWIA Nikapcbkunit 3aci6.
KOHTpOsb roToBOro nikapcbKoro
3acoby. 3miHa napameTpis
cneyudikayin Ta/abo
[0NyCTUMUX MEX rOTOBOTO

3a
peyenmom

UA/15696/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

6nictepi; no 1
6nictepy B
KapTOHHI ynakoBLi

nNikapcbKoro 3acoby (iHLi 3MiHN)
- CynyTHS 3MiHa - 3MiHK 3
AKOCTi. [OTOBWIA NikapcbKuii
3aci6. KoHTposib rotToBoro
nikapcbKoro 3acoby. 3miHa 'y
mMeToAax BUNpPoGyBaHHS
roTOBOrO JliKapCbKOro 3acoby
(iHwWi 3miHM y MeTogax
BUNpobyBaHb (BKIKOYAOUN
3aMiHy abo [ONOBHEHHS)) -
MpuBefeHHsa po3ainy
"CynpoBigHi AOMiLLKM" 40 BUMOT
MoHorpadii sildenafil tablets BP,
EP sildenafil citrate, oHoBNeHUX
[OKYMEHTIB BUPOGHMKA 3
BiAMNOBIAHWM OHOB/IEHHAM
MeToAy BUNPOOYBaHHS.
3atBepkeHo: ninepasuHy
LoMillKa He 6inbLue 0,2 %
rigpokcu Jomiwka He 6inbe 0,2
%
5-(2-eTokcudeHin)-1-metun-3-n-
nponin-1,6 gurigpo-7H-nipo3on
(4,3-d)nipymignH-7-0H- He
6inbLe 0,2%;
HeigeHTNIKOBaHI JOMILLKK - He
6inbLwe 0,2 %
cyma AOMILOK - He Ginbwe 1,0
%;
3anponoHoBaHo:
[Jowmiwka D He 6inbwe 0,2 %
[owmiwka A He 6inbwe 0,15 %:
KoxHoi HeigeHTudikoBaHol
LOMILLKM He 6inbLue 0,2 %
Cyma [OMILLOK - He 6inbLue 0,5
%.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbknii 3acib.
KOHTpO/b roTOBOro MikapcbKoro
3acoby. 3miHa y meToax
BUMNPOOYBaHHA rOTOBOrO
nikapcbKoro 3aco6y (iHLwi 3MiHK
y MeTogax BunpobyBaHb
(Bkntovaroum 3amiHy abo
[OMNOBHEHHS)) - 3MiHM 0
po3ginis "OfgHoOpIgHICTb
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HS** 20
mosaHa HU nocsioYyeHHs1
Hassa*
[,030BaHVX oAnHUL", "KinbkicHe
BM3Ha4yeHHs. CungeHadin "
3MiHEHO YMOBU
XpomaTtorpadyBaHHs,
[AeTai3oBaHo NpUroTyBaHHA
PO34MHIB Ta yMOBU NpUAATHOCTI
XpomaTorpadiyHoi cucremu
271. | CIO®0OP® metformin | metdop | ALOBA | Tabnetku, BKpuUTI BEP/IH- Himeuun MepBrHHE Ta Himeuun BHECEHHS 3MiH 40 3a UA/3734/01/03
850 MiHYy 02 nNiBKOBOIO XEMI AT Ha BTOPWHHE Ha/ peecTpauiiHux maTepianis: peuenmom
rigpoxno 060/10HKO0, No 850 nakyBaHHs, Yecbka 3MiHu | TURY - 3MiHK 3 SKOCTI.
png Mr no 15 TabneTok y KOHTpO/b Ta Pecny6n CepTudpikaT BignosigHocTi/l E-
6nictepi; no 4 BUNYCK cepil: ika/ cepTudikar BianoBigHOCTI
6nictepn y BEPNIH-XEMI Al', ITanis €Bponecbkin
HimeuuunHa; thapmakonei/MoHorpadoii.

KapTOHHI Kopo6Li

Brpo6HMuTBO "in
bulk" Ta KOHTpO/b
cepiii:
BEP/IH-XEMI AT,
HimeuumnHa;
BMPOGHMLTBO "in
bulk", nepsuHHe
Ta BTOPUHHE
nakyBaHHS,
KOHTPO/b Ccepiii Ta
BUWMYCK CepiiA:
MeHapiHi-®oH
XeligeH TM6X,
HimeuumnHa;

KoHTponb cepiii:
AJIC Yecbka
Pecny6nika c.p.o.,
Yecbka
Pecnyb6nika;
AJIC Yecbka
Pecny6nika c.p.o.,
Yecbka
Pecny6nika;

A. MeHapiHi
MaHyhakTypiHr
JloricTikc eHp,
Cepsicec C.p.J1.,
ITanis

MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTudikaTa BiZnNoBiAHOCTI
€sponelicbkin hapmakonei: ans
A®l; pns BuxigHoro
MaTtepiany/peareHTy/npoMiKHOro
NPOAYyKTY, WO
BUKOPVCTOBYHOTHCS Y
BUpPO6HULTBI ADI; ans
[OMOMDKHOT PEYOBUHN
(cepTudpikaT BigMOBIAHOCTI
€Bponeiickkili hapmakonei) -
OHoBREeHW cepTuddikaT Bif yxe
3aTBEPAKEHOIO BUPOOHMKA -
nofaHHA OHOB/IEHOTO
cepTtudikaTy BifgnoBigHOCTI
€Bponelicbkiin dhapmakonei Ne
CEP 1998-079-Rev 12
(3atBepaxeHo: R1-CEP 1998-
079-Rev 11) ansa gitovoi
peyvoBUHUN METHOPMIHY
rigpoxnopuay Bif BXe
3aTBEPAKEHOIO BUPOOHMKA
Wanbury Limited. 3miHu | Tuny -
3MmiHn 3 sKocTi. CepTudikar
BignoBigHocTi/E-cepTudikart
BiANOBIAHOCTI EBpONEiiChKiit
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOrO cepTudikaTa

BiANOBIAHOCTI 260 BUYyYEHHS
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkin dhapmakonei: ans
A®I; ons BuxigHoro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO
BUKOPVCTOBYIOTHCS Y
BUPOGHMLTBI ADI; ans
[0MOMDKHOT PEYOBUHHN
(cepTudpikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) -
OHOBReHWi cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
NoAaHHA OHOB/IEHOTO
cepTtudikaTy BifgnoBigHOCTI
€Bponelicbkiii hapmakonei Ne
CEP 2000-059-Rev 13
(3aTtBepaxeHo: R1-CEP 2000-
059-Rev 12) ans gitoyoi
peyoBUHN METHOPMIHY
riapoXnopuAaYy Bif BXe
3aTBEPAKEHOrO BUPOOHMKA
Harman Finochem Limited.
3MiHu | TMRY - 3MiHK 3 SKOCTI.
[oTOBWIA Nnikapcbkunii 3aci6.
KOHTpOsb roTOBOro NikapcbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOr0
nikapcbKoro 3acoby (iHLWwi 3MiHK
y MeTogax BunpobysaHb
(BkntOvaruM 3amiHy abo
[OMOBHEHHS)) BBEAEHHSA
[0AaTKOBOrO MeTofy
PX-MC/MC pans Bu3HayeHHs N-
HitposogumeTunaminy (MeTog,
B) sik anbTepHaTUBHWI [0 BXe
3areBepaxeHoro metoay PX-
MC/MC, wo BigTenep
3a3HayeHuni ik metog A. Takox,
BHECEHI pefakLiliHi npaBku: 3a
nokasHNKoMm «BTpaTa B maci npun
BUCYLLYBaHHi» onvuc metogy
npuBeAEHO Y BIAMOBIAHICTb A0
YMHHOI MoHorpadii Ph.Eur.
2.2.32. MeTop, 3a/MLWIAETbCA
HEe3MiHHWM; BUNPaB/EHHS
ApYyKapCbKoi NOMUIIKU B ONUCI
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

MeToAy 3a NOKa3HUKOM
«Po34rHeHHsI». BBeAEHHS 3MiH
NPOTArom 6-Tv MicALiB nicns
3aTBEPMKEHHSA. 3MiHu | Tuny -
AAMIHICTPaTUBHI 3MiHN.
BunyyeHHsi BUPO6HUYOI
AinbHUUI (BKTHOYAOYN AiNbHULL
ons A®l, npomiKHOro NPoOAyKTy
a60 roToBOro Nikapcbkoro
3acoby, AinbHnui Ans
NpoBefeHHsA NaKyBaHHs,
BMPOGHMKa, BiANOBIA&/ILHOIO 3a
BUMYyCK cepiiA, MicLe
NPOBeLEHHS KOHTPOSTO cepii)
abo nocTayasibHMKa BUXigHOO
mMaTepiany, peareHTy abo
[L0MOMIKXHOT PeYOBUHU (SIKLLO
3a3HayYeHo y [OCbE) BUNYHYEHHS
BMPOGHUWKA, BiANOBIfa/IbHOTO 3a
BMPOGHMUTBO «in bulk» Ta
KOHTpO/b cepili pareHochapm
Anotekep Mown Mv6X,
HimeuyumHa MNsonbliTpace 1,
84523 TUTMOHIHT, HimeuunHa/
Dragenopharm Apotheker
Puschl GmbH, Germany
Gollstrasse 1, 84529 Tittmoning,
Germany. BBefieHHs 3MiH
npoTArom 6-T1 MicAUIB micns
3aTBEPAKEHHS.

272.

CONAHTPA®

ivermectin

iBepmex
TVH

D11A
X22

Kpem, 10 mr/r; no 30
ry Ty6i; no 1 Ty6i B
KapTOHHI KopooLyi

rangepva
CA

LLselina
pis

Bupo6HuuTBO,
nakyBaHHS,
MapKyBaHHS,
BMNPOGYBaHHSA
KOHTPO/TIO AKOCTI,
BMNPO6YBaHHSA
cTabinbHOCTI Ta
BUWMYCK Cepiii:

®paHuis

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHY | TMNY - 3MiHK 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo

NABOPATOPIT OHOB/IEHOrO cepTuddikaTa
FTANOEPMA, BiANOBIAHOCTI 260 BUYYEHHS
dpaHuis; cepTudpikaTa BiANoOBIAHOCTI
BunpobyBaHHs €Bponelicbkiin hapmakonei: ans

CTabiNbHOCTI: A®I; ans BuxigHoro
ANbBEL Marepiany/peareHTy/npomMikHOro
NMPOBAHC, NpoAyKTy, Wo
dpaHuis BUKOPVCTOBYHOTHCS Y

3a
peyerimom

UA/16320/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BUPOGHMLTBI ADI; ans
[0MOMDKHOT PEYOBUHMN
(cepTudpikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) -
OHOBReHWi cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
nofaHHA OHOBIEHOTO
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei CEP
1999-176 Rev 06 Ha iBEpPMEKTUH
Bif BUpO6HMKa Zhejiang Hisun
Pharmaceutical Co., Ltd., Kutaii
(3atBepmxeHo: R1-CEP 1999-
176 Rev 05; 3anponoHoBaHoO:
CEP 1999-176 Rev 06). 3MiHu |
TMny - 3MiHK 3 aKocTi. AdI.
KoHTponb A®I. 3miHa y
napameTpax crneuudikauiii
Ta/abo [onyCcTUMNX MEX,
BM3HAYEHNX Y cneundikauisx Ha
A®I, ab60 BUXigHWIA/NPOMDKHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYIOTBCS Y NPOLEC
BMPOGHMLTBA AD| (3BYXXEHHS
[OMYCTUMUX MEX, BU3HAUYEHUX Y
cneuudikauii) 3By)XeHHS
[OMyCTUMUX MEX A1 AOMILLKN 3
BiflHOCHUM 4acOM YTPUMYBaHHS
(RRT) 1.7 y cneyudpikauii Ha
aKTUBHY PeYOBUHY AN1A
BMpO6HMKa Zhejiang Hisun
Pharmaceutical Co. , Ltd, Kutaii
— 3 He 6inble (NMT) 0,5% po
He 6inble (NMT) 0,2%

273.

CNEKTPINA

asparagin
ase

acnapari
Hasa*

*
Bripo6n
SETLCS
KNiTMHa
MK
Escheric
hia coli
MeToa0
M
peEKOMbi

LO1XX

MopoOLLOK AN
KOHLeHTpaTy Ans
pO34nHy ans
iHdpysii, no 10 000
0Of4; 1a6o5
hnakoHiB 3
MOPOLLKOM Yy
KapTOHHI KopooLyi

Mepak
e3enbwa
T hiop
KniHiwe
Lneuianb
npenapar
e M6X

Himeuun
Ha

Brpo6HWK, LWo
Bignosigae 3a
MapKyBaHHS,
BTOPVHHE
nakyBaHHS Ta 3a
BMNYCK Cepil:
Mepak
lesenbliadT rop
KAiHiLe
LLineyjiansnpenapa
Te M6X,
HimeuuunHa,;

Himeuun
Ha

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHn | TURY - 3MiHK WoAo
6e3nekn/edeKTBHOCTI Ta

dhapmakoHarnsgy. BeegeHHs
ab60 3MiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBegeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHarnagy,
3MiHa yNoOBHOBaXeHOI 0cobu,
BiANOBIAa/IbHOI 3@ 3AiiCHEHHS

3a
peyenmom

UA/17474/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
HaHTHUX BupobHuK, Lo hapmakoHarnagy; KOHTakTHol
[OHK BignoBsigae 3a ocobu 3 hapmakoHarnsgy
BMPOGHMLITBO 3asBHUKA 419 3AiICHEHHA
roTOBOI NiKapCbKOI thapmakoHarnagy B YkpaiHi,
dopmu, NepBrHHE SIKLLO BOHA BiAMiHHA Bif,
nakyBaHHs, YMOBHOBaXEHOT 0cobY,
BMNPOGYBaHHS/KOH BiNOBIAAbHOI 3a 3iICHEHHS
TPO/Ib AKOCTI: thapmakoHarnagy (Bkiouyarum
JNiokoHTpakT KOHTaKTHi faHi) Ta/abo 3MiHN y
M6X, HimeuunHa po3MilLieHHi MacTep-thaiina
cuctemu chapmakoHarnsgy)
3MiHa KOHTaKTHOT 0co6u
3a8BHVKa, BiANOBIAA/ILHOI 3a
hapmakoHarnsg B Ykpaii.
[Litoua pepakuin: Aranos
Bnagucnas Onerosuy.
MponoHoBaHa pegakuis:
[JopolueHko AHHa IropisHa.
3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0CO6M 3asBHUKA,
BignoBiganbHOI 3a
hapmakoHarnag B YkpaiHi
274. | CTEPKCAMIK | tranexami TpaHekc | BO2AA | po3uuH Ons iH'eKUiid, TOB YkpaiHa Crepun-xeH IHais BHECEHHS 3MiH g0 3a He UA/20106/01/01
¢ acid amoBa 02 100 mr/mn; no 5 mn «Amina Naiip CalieHcn3 peecTpauiiHux maTepianis: peuyenmom nionse
Kucnora B amny”ni; no 5 Xenc Kea» (m nra,. 3MiHn | TURY - 3MiHK WoAo ae

amnyn y KOHTYpHIiA
ynakosLi; no 1
KOHTYPHIli ynakoBLyi
Y KapTOHHIlA Kopoobui

6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuy,i
nNiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MeMYHOro 3aCTOCyBaHHSA Ha
nigctasi perynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3acTOCyBaHHS NiKapCcbKoro
3acoby B nicrspeecTpayiiHnii
nepiog, abo sk pe3ynbTaTt OLiHK/
3BIiTY 3 LOCNiKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy
negjiatpuyHux gocnigpkers (PIP)
(3MiHY y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVM
opraHom).
3MiHV BHECEHO [0 IHCTPYKLUIT

[/151 MeNYHOro 3acTOCyBaHHS
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep

peecmpayitiHo

20
nocsi0YeHHs1

NiKapcbKoro 3acoby y po3ainm
"MpoTunokasaHHsa",
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHA Ta fo3un",
"MobiyHi peakyii" Ta [0 TEKCTY
MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby BifnoBifHO
[0 OHOBJIEHOI iHChopMaL,i 3
6e3nekun Aityoi pevyoBuHU

275.

CTEPKCAMIK

tranexami
c acid

TpaHekc
amoBa
KucnoTa

BO2AA
02

PO34MnH ANS iH'EKLR,
100 mr/mn no 5 mn B
amnyni; no 5 amnyn
Y KOHTYpHIiA
ynakosuj; no 1
KOHTYPpHIli ynakoBLj
Y KapTOHHIli Kopoo6ui

TOB
«Amina
Xenc Kea»

YkpaiHa

Crepun-[xeH
Naiicp CaiieHcn3
(m nrp,.

IHais

BHECEHHS 3MiH 0
peecTpauiiH1ux maTepianis:
3MiHu | TUny - 3MiHK Woa0
6e3nekn/edeKTNBHOCTI Ta

dhapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3ara/ibHeHUX
[aHux nNpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNoBHOBaXXeEHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiAICHEHHSA
thapmakoHarnagy B YkpaiHi,
SIKLO BOHA BiAMiIHHA Bif
YNOBHOBaXEHOI 0Cco6bu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnagy (Bkio4yarum
KOHTaKTHi fjaHi) Ta/abo 3MiHu y
po3MilLeHHI MacTep-tharina
cuctemu chapmakoHarnsgy)
3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0co6bu
3asBHYKA, BignoBigasibHOI 3a
hapMakoHarnag. 3miHa
MiCLLE3HaXOMKEHHS MacTep-
thaiina cuctemu
thapmakoHarnsgy Ta iioro
Homepa. 3MiHa Micua
3[iiCHEHHS OCHOBHOI AisiNTbHOCTI
3 (hapmakoHarnagy.

3a
peyerimom

UA/20106/01/01

276.

CTPENCINC®
IHTEHCHKB 3
MEAOM TA
NMMOHOM

flurbiprofe
n

dnyp6in
podcheH

RO2A
X01

NbOASAHUKM No 8,75
Mr M0 8 NbOAAHUKIB
y 6nictepi; no 2
6nictepn y

PekkiTT
BeHkizep
Xenckep

IHTEepHeLUH

Benvka
BpuTaHi
A

PekkiTT BeHkizep
Xenckep
IHTEepHeLwHN
NlimiTeq,

Benuka
BputaHi
A

BHECEHHS 3MiH 40
peecTpauiiHnx matepianis:
3MiHu | TMNY - 3MiHK 3 AKOCTI.

[0TOBWIA NikapcbKWit 3acib.

6e3
peyenma

UA/7696/01/01
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n/n

JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

KapTOHHi KopobLyi

n Nimiteq,

nikapcbKoro 3acoby (3amiHa abo

p. Mpo 3arBepaxeHHA Mopaaky
BBE3EHHS Ha TepuTOpIlo YKpaiHu

3MiHM Yy BUPOBGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHTbCS BUMYCKY cepil Ta
KOHTPOJIO SIKOCTi FOTOBOro

[0AaBaHHA BUPOOHNKa, L0
BiANOBIAaE 3a BBE3EHHA Ta/abo
BWMYCK cepii) - He BkIoyatoun
KOHTPO/1b/BUNPOBYBaHHSA cepil -
[o matepianis peecTpauiiHoro
[0CbE BHOCUTLCS iHChopMmav,is
npo imnoptepa ToBapuCTBO 3
06MeXeHol0 BifnoBiganbHICTIO

«PekkiTT BeHkizep Xaycxong
EHA Xenc Kep YkpaiHa». 3MiHn
BHOCSITbCS 3TiAHO BUMOT
noctaHosu KabiHeTy MiHicTpiB
Ykpainu Ne 287 Big 14.03.2025

nikapcbkux 3acobis

2717.

CTPENCINIC®
nnoc

nigokaiH
y
rigpoxno
PYA;
aminmet
akpeson,;
2,4-
anxnop6
€H31n1oB
ni

cnupT

RO2A
A03

NbOAAHUKM; Mo 8
NbOASHUKIB Y
6nictepi; no 2
6nictepu B
KapTOHHI KOpo6Lyi

PekkiTT
BeHkizep
Xenckep

IHTEepHeLUH
n Nimiteq

Benvika
Bputai
a

PekkiTT BeHkizep
Xenckep
IHTEepHeLwHN
Nimiteq

Benuka
BpuTasi
a

nikapcbKoro 3acoby (3amiHa abo

BignoBiAae 3a BBe3eHHs Ta/abo
BUNycK cepii) - He Bkovaroum
KOHTPO/b/BUNPOBYBaHHSA cepii -
[lo maTepianiB peecTpauiiHoro

06MEXEHOI0 BifnoBigasbHICTO
EHp Xenc Kep YkpaiHa». 3MiHn
noctaHosu KabiHeTy MiHICTpiB
Ykpainm Ne 287 Big 14.03.2025

p. Mpo 3arBepaxeHHA Mopaaky
BBE3€EHHS Ha TEPUTOPI0 YKpaiHu

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHY | TMNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknit 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo
CTOCYHOTbCSl BUMYCKY Cepii Ta
KOHTPOJH0 AKOCTi rOTOBOTO

[0faBaHHA BUPOOHMKA, LLIO

[0CbE BHOCUTLCSA iHhopMaLList
npo imnopTepa ToBapucTBO 3

«PekkiTT BeHkizep Xaycxong

BHOCATbLCA 3ri,qH0 BUMOr

NiKapCbKNx 3acobis.

6e3
peyenma

UA/3915/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

278.

CYNb®OKAT
H

DL-
CyNbghoK
amdopH
a
Kucnora,
HoBoOKal
Hy
ocHoBa

CO1E

PO34MH ANA iH'EKLNA,
100 mr/mn; no 2 mn
B amnyni; no 10
amnyn y nadui 3
KapTOoHY

TOB
«®APMAC
E/1»

YkpaiHa

TOB
«PAPMACE/»

YkpaiHa

BHECEHHS 3MiH [0
peecTpauiiHnx matepianis:
3MiHY | TMNY - 3MiHK 3 AKOCTI.
FoToBWIA Nnikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa
po3Mipy cepil (BKHoYaoun
AianasoH po3mipy cepii)
rOTOBOrO J1iKapCbKOro 3acoby
(3MeHLweHHA go 10 pasis) -
3MiHa NPOMOHYETLCA Y 3B'A3KY I3
onTuMisauieto npowecy
BMpo6HUUTBa J13 CynbgokaiH 3
ypaxyBaHHAM po3Mipy
nakyBaHHa A®| Ta MiHiMasTbHOrO
06’emy cepii, pernamMeHToBaHoro
HasABHUM TEXHOMOTIYHNUM
obnagHaHHAM, a came BefleHHs!
[opartkoBux 06’emis cepiid - 150
n T1a 190 n. 3atBepaxeHo: 280 n
Ta 560 n. 3anponoHoBaHo:
150 n (71429 amn.), 190 n
(90476 amn.), 280 n (133333
amn.), 560 11 (266667 amn.).
3MiHY | TUNY - 3MiHW 3 AKOCTI.
FoToBWIA Nnikapcbkuii 3aci6.
3MiHM Y BUPOGHULTBI. 3MiHN Y
npoueci BUpOGHULTBA rOTOBOrO
niKapcbKoro 3acoby, BKIOYaum
NPOMDKHUIA NPOAYKT, WO
3aCTOCOBYETbCS NP
BMPOOGHULITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpo6HULTBA) -
3MiHa NPOMOHYETLCSA Y 3B'A3KY i3
onTuMmisauieto npowecy
BMPOGHMLTBA /13, Lo
3ailicH0eTbCA Ha OinbHuui Nel
«BrpoGHNLTBO pigKMx
nikapcbKux 3acobiB B
acenTUYHKX YMOBAX».

3a
peyerimom

UA/20409/01/01

279.

TABIH-EM

tenofovir
disoproxil
and
emtricitabi
ne

TeHoho
Bipy
4n3onpo
Kewny
hymapa
T,

JO5AR
03

TabneTkn, BKpUTI
NNiBKOBOKO
060/10HKO10, Mo 300
mr/200 wmr, no 30
Tabnetoky
naacTykoBoMy

Emkyp
dapmacb

oTikanc
nTa,

IHais

Emkyp
dapmacbioTikanc

nrp,

IHais

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MmiHu | TUny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu 3asBHUKaA
(BnacHvika peecTpadiiHoro

3a
peyenmom

UA/18111/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
emMTpuLm dNakoHi, o nocsigyeHHs). 3MiHU BHOCATbCSA
TabiH MiCTUTb KOHTEliHep 3 y 3B’S13KY 3i 3MiHOI0 OpPUANYHOT
cunikarenem; no 1 azpecy KoMnaHii.
nnacTUKoBOMy
dhnakoHy y
KapTOHHI ynakoBLi
280. | TAAANA®IN tadalafil Tagana G04B TabneTku, BKpUTI Akkopg, Monbwa BTOPUHHE Benvka BHECEHHS 3MiH 0 3a UA/19557/01/01
FEHEAM din E08 nniBKOBOIO Xenckea naKyBaHHs: BpuTasi peecTpauiiHnux matepianis: peyenmom
06010HKO10, No 20 Moncka AKKOP[, al 3MiHY | TMNY - 3MiHK 3 AKOCTI.
Mr M0 2 TabneTkn y Cn. 3.0.0. XEJNICKEA Yropym [oToBMiA nikapcbkmii 3acib.
6nicTepi; no 1 NIMITEL, Benuka Ha/ 3MiHM Yy BUPOGHMLTBI. 3amiHa
6nicTepy y nauuj; no BpuTaHia ITania/ a60 BBeieHHA 104ATKOBOI
4 TabneTkm y IHpis/ AiNbHULI BUPOGHMLTBA AN1A
6nicTepi; no 1 abo 2 KOHTPO/Ib AKOCTI: ManbTa/ YyacTuHM abo BCbOro
6nictepun B nauui ACTPOH Monbwa | BUPOBHMYOro NpoLecy roToBoro
PECbLOPY / Tpeuis NiKapcbKoro 3acoby (ainbHMUA
NIMITEL, Benuka [O7151 BTOPVHHOTO MakKyBaHHS)
BpuTaHis; [ofaBaHHs BUPOOHUKA
KOHTPO/1b SKOCTI: BiANOBIA&/IbHOTO 3a BTOPUHHE
€BpodiHc nakyBaHHs: AkKkopa Xenckea
AHaniTikan Cinrn Mem6ep C.A. (64-i km

Cepsices XaHrepi
KdpT., YropwmHa

BTOPVHHE
nakyBaHHS:
LiERYENL
CENNAN YEVH
(Itanis) CMA,
ITanis
BMPOGHMLTBO
nikapcbKoro
3acoby, nepBrHHe
Ta BTOPUHHE
nakyBaHHS,
KOHTPONb SIKOCTI
cepii, ekcnopT Ha
OiNBHNLIO BUMYCKY
cepi:

IHTac
dapmachbloTikanc
NimiTen, IHAiA
KOHTPO/1b SKOCTI:
SAPMABANIA,
nra.
MikpobionoriuHa

HauioHanbHoi goporn Adyinu,
Nawmis, WumaTtapi, 32009,
I'peuin) / Accord Healthcare
Single Member S.A. (64th Km
National Road Athens, Lamia,
Schimatari, 32009, Greece).
3MiHu | TMRY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6.
3MiHW Y BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta
KOHTPO/I0 SIKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo
[0JaBaHHs Ai/TbHULI, Ha SKil
3[iCHI0ETbCS
KOHTPONb/BMNPOGYBaHHSA cepii)
JlofgaBaHHA BUPOOHMKA
BiNOBIAA/ILHOIO 3a KOHTPO/1b
SIKOCTi cepiit: AKKOpA Xenckea
Cinrn Memb6ep C.A. (64-i kv
HaujioHanbHoi goporu AdiHu,
Nawmis, Wnmatapi, 32009,
Ipeuis) / Accord Healthcare
Single Member S.A. (64th Km
National Road Athens, Lamia,
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yosu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
nab6opartopis, Schimatari, 32009, Greece)
YropwmHa
KOHTPO/1b SAKOCTI:
Papmagokc
Xenckea JIT4,,
ManbTa
BignoBigasbHWi 3a
BUNYCK cepil:
AKKopp, Xenckea
Moncka Cn. 3 0.0.
Cknag Imnoptepa,
Monblwa
BTOPVIHHE
nakyBaHHsl,
KOHTPO/b AKOCTI
cepii:
Akkopg Xenckea
CiHrn Membep
C.A., peuist
281. | TANDPATPEK Emtricitabi | emTpuum | JOSAR | Tabnetku, BKpUTI Makneopc IHais Makneopc IHAis BHECEHHS 3MiH 0 3a UA/20839/01/01
C-E ne and TabiH; 17 NNiBKOBOKO dapmacb dapmacbloTukanc peecTpauinHMx maTepianis: peuyenmom
tenofovir TeHoho o06010HKoto no 200 loTKasic NimiTen 3miHu | TYny - 3MiHK Woao
alafenami Bipy Mmr/25 mr, no 30 NimiTen 6e3nekun/edekTBHOCTI Ta
de anadgpeH TabneTok y hnakoHi; thapmakoHarnsgy. BeegeHxs
amigy no 1 conakoHy B ab60 3mMiHU [0 y3arasibHeHNX
hymapa KapTOHHI ynakoBLi [aHux npo cuctemy

T

hapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX faHux npo
cuctemy hapmakoHarnsagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BiANoBiAa/IbHOI 3a 3AjACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKA 419 34iICHEHHS
thapmakoHarnsagy B YkpaiHi,
AIKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapMakoHarnsgy (Bkirovaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLieHHi MacTep-thaiina
cuctemn chapmakoHarnsgy)
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BiANOBIAA/IbHOI 3a
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

hapMakoHarnag. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu 3asiBHUKA, BiANOBIAA/IbHOI
3a hapmakoHarnag B Ykpaiti.
3MiHa MicLLe3HaX0mKEHHS
macTep-chaiina cuctemm
hapmakoHarnsgy Ta iioro
Homepa. 3MiHa Micus
3[iACHEHHSI OCHOBHOT AisiNbHOCTI
3 thapmakoHarnsgy.

282.

TAMOKCU®DPE
H-340POB'A

tamoxifen

TaMOKCH

heH

LO2BA
01

TabneTku no 10 mr:
no 10 Tabnetok y
6nicTepi; no 6
6nictepiB y
KapTOHHI kopobuyj;
no 60 TabneTok y
KOHTelHepi
n1acTMacoBoMmy; Mo
1 KoHTeliHepy B
KapTOHHI Kopo6Lyi

TOBAPUC
TBO 3
OBMEXE
HOKO
BIAMOBIA
ANIbHICT
O
«KOPIOP
ALIA
«310POB
"A»

Ykpaina

TOBAPUCTBO 3
OBMEXXEHOIO
BIAMOBIOANBHI
CTIO
«KOPMOPALIA
«3[0POB’'A»

Ykpaina

BHECEHHS 3MiH O
peecTpauiiHux maTepianis:
3MiHn | TURY - 3MiHK WoAo
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y

KOPOTKili XapakTepucTuy,i
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
Me[MYHOro 3aCTOCyBaHHSA Ha
nigctasi perynspHo
OHOBJ1HOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3acTOCyBaHHS NiKapcbKoro
3acoby B nicspeecTpayiiHnii
nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 OCNiKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy
negjiatpuyHux gocnigpkeHs (PIP)
(3MiHY y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVM
opraHom) - 3MiHV BHECEHO B
IHCTpPYKUIil0 AN MeAnYHOro
3aCTOCyBaHHS NiKapCbKoro
3acoby Ao po3ginis «Bsaemogis
3 IHLWMMK NiKapCbKMun
3aco6amu Ta iHLWi BUAn
B3aeMOSjii», «Oco6InBOCTI
3aCTOCYBaHHS»,
«MepenosyBaHHs», «MMobGiyHI
peakujii» BiANoBigHO iHdhopmauit
3 6e3nekun 3acTocyBaHHA Ajtoyol
PEeYoBUHM 3riHO pekomeHaaLin
PRAC.

3a
peyenmom

He
nionsie
ae

UA/5528/01/01

283.

TAMOKCU®E
H-340POB'A

tamoxifen

TaMOKCu

deH

LO2BA
01

Tabnetkn no 20 mr:
no 10 TabneTok y

TOBAPUC
TBO 3

YkpaiHa

TOBAPUCTBO 3
OBMEXEHOKO

YkpaiHa

BHECEHHS 3MiH [0
peecTpaLiinHMX MaTepianis:

3a
peyenmom

He
nionsie

UA/5528/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

6nicTepi; no 3 abo 6
6nictepiB y
KapTOHHI KopooLli

OBMEXE
HOKO
BIAMOBIA
ANIbHICT
0]
«KOPT1OP
ALIA
«310POB
"A»

BIAMOBIOANBHI
CTIO
«KOPMOPAL|IA
«3[10POB’'A»

3MiHu | TURY - 3MiHK LWoAo
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOpOTKili xapakTepucTu,i
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3acTOCyBaHHS NikapcbKoro
3acoby B nicnsipeecTpauiiHnii
nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 OCNIIKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigpkers (PIP)
(3MiHY y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXKEHVM
opraHom) - 3MiHV BHECEHO B
IHCTpPYKUIil0 AN MeAnYHOro
3aCTOCYBaHHS NikapCbKoro
3acoby Ao po3ginis «Bsaemogis
3 IHLWMMK NiKapCbKMun
3aco6amu Ta iHLWi BUAn
B3aeMOfjii», «Oco6AnBOCTI
3aCTOCYyBaHHS»,
«MepeposyBaHHs», «MobiyHi
peakujii» BiANOBIAHO iHdhopMaLit
3 6e3neKun 3acTocyBaHHs Ajitoyol
PEYOoBMHM 3riIHO pekoMeHaauil
PRAC.

ae

284.

TA®DJ/IOTAH®
MYNbTI

tafluprost

Tadnyn
poct

SO1EE
05

Kpansni 04Hi, pO34uH,
no 15 mkr/mn; no 3
My do1akoHi 3
[03aTopoM Ta
KPULLIKOHO 3
KOHTPO/IEM MEepLLOro
BigKpuTTA; Mo 1
dnakoHy B
KapTOHHI Kopo6Lli

CaHTeH
AT

PiHNSAHA,
i

BUpPO6HYK,
BiANOBIAaIbHNI 3a
BMNYCK Cepil:
CaHTeH AT,
PiHNaHgis;
Bupo6HuK,
BiAnNoBigabHUIA 3a
BMPOGHMLTBO in-
bulk, nepBuHHy Ta
BTOPWHHY
yNakoBky,
BMNPOGYBaHHSA
L0Z0 AKOCTI:
Ty6intokc Papma

PiHNAHA
i/ ITanis

BHECEHHS 3MiH 0
peecTpauinHMx MaTepianis:
3MiHu | TMNY - 3MiHKU 3 SKOCTI.
[oTOBWIA Nikapcbkunit 3aci6.
3MiHU Yy BUPOGHMLTBI. 3aMiHa
ab0 BBeAEeHHS [04aTKOBOI
OiNbHUL BUPOBHULTBA A/15
4acTVHM abo BCLOro
BMPOGHNYOro npouecy rotoBoro
niKapcbkoro 3acoby (iHLi 3MiHW)
BBE/lEHHS A0AATKOBOrO
BUPOOGHMKA, L0 NPOBOAUTL
CTepu/i3aLito KOMNOHEHTIB
NEePBVMHHOTO NakyBaHHS

3a
peyenmom

UA/18212/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
C.MN.A., ITanisa (Ophthalmic Squeeze Dipenser)
3a JJ0Nomorot ramma-
OMPOMIHEHHS, a came
Gammatom Srl, Italy. 3miHu
BHOCATbCA B po3ain 3.2.P.7.
Cucrema
KOHTelHep/3aKynoproBasibHi
3acobu.
285. | TBIHPUKC - Bipyc JO7BC | cycneHsia gns FnakcoCwmi | Benwvka MapkyBaHHA Ta ®paHuin BHECEHHS 3MiH 0 3a UA/13056/01/01
BAKUMHA renatuty | 20 iH'ekuii; no 1 posi (1 TKnsiH Bputai nakyBaHHsA / peecTpauiiHnx matepianis: peyenmom
ana A mMn/go3sy) y EkcnopT A roTOBOro Benbria/ 3MiHu | TMNY - 3MiHKU 3 SKOCTI.
MPO®ITIAKTIA (iHakTnB nonepegHL0 NimiTen NPOAYKTY: Himeuun A®I. KoHTposnb A®IL. 3miHa y
KN 0BaHWi) HanoBHeHOMY "nakcoCmiTKnsiiH Ha MeTodax BunpobysaHHs Ad|
FENATUTIB A @2, wnpuyi Ne 1y Bionogxkikans, a60 BUXigHOro
(IHAKTUBOB NnoBepxH KOMMEKTI 3 FONKO dpaHuis; mMartepiany/npombKHOro
AHA) I B eBuii 3 MapKyBaHHAM dopmyBaHHA npoaykTy/peareHty, Lo
(AACOPBOB aHTuUreH YKPaiHCbKOI0 MOBOO BaKLMHW, BVIKOPVCTOBYETbLCS Y NpOLECi
AHA) Bipycy abo 3i cTukepom HanoBHEHHS B BUPOOHULTBA AP (iHLLI 3MiHK) -
renatuty YKparlHCLKO0 MOBOIO Lnpui, 3amiHa BHYTPILLHbOI cepii
B G4 npoBeAeHHs! peepeHTHOI BaKLMHM
® KOHTPO/IIO SIKOCTI, SWNO0568A12 (L0 Bignosigae
BMpoGne MapKyBaHHS i BUXigHili cepii AHABB457A) Ha
HO Ha nakyBaHHS HOBY cepito ped)peHTHOT
onnnoig roToBOro BakuuHu (Twinrix FC)
HUX NPOAYKTY: SWNO0568A14 (wo Bignosigae
KNITUHaxX "nakcoCmiTKnsiiH KOMePpUIiHI BUXigHin cepil
NOAMHN Bionoaxikans AHABB486A), 3 MeTo0
MRC-5 C.A., benbris; 3ab6e3neyeHHs HasBHOCTI
@ dopMyBaHHS KBaslichikoBaHoi cepii
ancop6o BaKLMHN, pedhepeHTHOT BakLMHM Twinrix
BaHUiA HanoBHEHHS B [ON15 POBEAEHHSA BUMPOOYBaHb.
Ha Linpui,
ENIVITT npoBeAeHHs
10 KOHTPOJIHO SIKOCTI:
rigpoKcK CmIiTKNsiiH Bivem
ai, dapma 'M6X yHA,
rigpartos Ko. KT,
aHomy HimeyuunHa;
0,05 mr Bunyck cepii
Al3+ roToBOro
@ NPOAyKTY:
BUpoGe nakcoCmiTKnsiiH
HOy Bionogxikan3
KMiTUHAaX C.A., benbrisa
Apbxaxo

BOI
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n/n

Hassa
JNliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

KyNbTyp
n
Sacchar
omyces
cerevisia
e 3a
TEXHON0
rieto
pekomoi
HaHTHOI
[OHK

@

ancop6o
BaHWiA
Ha
asTtOMiHI

10
chocdparti

286.

TEHOYEK®

Atenolol
and other
antihypert
ensives

aTeHos10
n,
amnoan
niHy
6ecunart

CO7FB
03

Tabnetku, no 14
Tabnetok B 6nictepi;
no 2 6nictepu B
KapTOHHI ynakoBLi

Inka
Na6opato
pi3
Nimiten

IHais

Inka JlabopaTopi3
NimiTen

IHais

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHn | TURY - 3MiHK WoAo
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHa y

KOPOTKil XapaktepucTuy,i
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
Me[MYHOro 3aCTOCyBaHHSA Ha
nigctasi perynspHo
OHOBJ1HOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3acTOCyBaHHS NiKapcbKoro
3acoby B nicspeecTpayiiHnii
nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 OCNiKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy
negjiatpuyHux gocnigpkeHs (PIP)
(3MiHY y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVM
opraHom)
3MiHV BHECEHO B IHCTPYKLi0 AN
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby [0 po3ainy
"Mepeno3yBaHHA" BigNOBIAHO A0
OHOB/IEHOI iHdhopMaUii Lwoao

3a
peyenmom

He
nionsie
ae

UA/8615/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HS** 20
mosaHa HU nocsioYyeHHs1
Hassa*
6e3nekn 3acTocyBaHHs fitoyol
PEYOoBUHM 3rigHO 3
pekomeHgauieto PRAC.
287. | TEPOHPE], abirateron | abipate LO2BX | Tabnetku, BKpUTI O-p IHAis [-p Peppi'c IHAis BHECEHHS 3MiH 0 3a UA/18213/01/01
e pOHY 03 nniBKOBOIO Peppi'c Na6opaTopic /T4, peecTpauiiHnux maTepianis: peyenmom
auetaTt 060/10HKO10, 1Mo 250 Na6opato dTO-7 3MiHY | TMNY - 3MiHK 3 AKOCTI.
mr; no 120 TabneTok pic it [oTOBWIA Nikapcbknit 3aci6.

y KOHTeliHepi 3 MNE
BMCOKOI LLiNIbHOCTI 3
KPULLIKOIO,
HeAoCTYNHOW Ans
BiAKPUTTA AiTbMM.
Bcepeguny
KOHTelHepa
NoMmiLLEeHo nakeT 3
a[Ccop6eHTOM KMUCHIO
3
nonepeaXyBanbHUM
Hanucowm. Mo 1
KOHTeliHepy B
KapTOHHI KopooLyi

KOHTpPO/Ib rOTOBOrO MiKapCbKoro
3aco6y (iHLUi 3MiHW1) OHOBJ/IEHHSA
BXE 3aTBEPKEHUX METOAIB
KOHTposito sikocTi /13, a came
BUKNAAEHHS TEKCTY AEPXKaBHO
MOBOHO 3lijHO Cy4aCHUX BUMOT.
BBegeHHs 3MiH npoTsarom 3-x
MiCALB NiCNA 3aTBEPAKEHHS.
3MiHu | TMRY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6.
KOHTpPO/b roTOBOrO MiKapcbKoro
3aco6y (iHWi 3MiHW) 3MiHW A0
Cneuudpikauii MKA N13 gns
npvBeLEeHHA 40 OpUriHaIbHOT
cneundikauii BUpobHuKa, a
came fofjaBaHHs nocuiaHb Ha
YMHHI po3ginu USP, nogaBaHHsA
[0 TECTiB 3ipouykm, siKi
npoBOAATLCA MNif yac
nocnimpkeHb cTabinbHOCTI.
Takox y po3gini «Cknag» MKA
J13 cknag nniBKOBOT 060M0HKM
Opadry White OY-58900, o
HagaHuii nig NO3HaYKoH 3ipouka,
nepeMiLLieHO B AyXK/
6e3nocepeHbO 0 NAIBKOBOI
060n0Hkn Opadry White OY-
58900 A5 YHUKHEHHS HEBIPHOrO
TNyMayeHHs 3ipoyKH, Lo
HafaHe nicnsa posginy
Po3wwndpyBaHHSA [OMILLOK.
3arBepmpkeHo: JonoMixHi
PEeYoBMHW: NaKTo3a, MOHOriaparT;
L,eN0103a MiKpOKpUCTaTiuHa;
HaTpito Kpockapmenosa,;
MOBifOH; HaTpilo
naypwicynbgat; KpeMHi0
niokcuz, KoNoigHuin 6e3B0AHWIA;
MarHil cTeapar; naiBkoBa
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
o6onoHka Opadry White OY-
58900* *- cknag, nNiBKOBOI
060710HKM Opadry White OY-
58900: rinpomenosa, TuTaHy
aiokeng, (E 171),
NonieTUNEHTNIKOMb).
3anponoHoBaHo: [0noMixHi
PeyYOoBMHW: N1aKTo3a, MOHOTiAPaT;
Lento103a MiKpokpucTaniyHa,;
HaTpilo KpoCKapmenosa;
MOBiZOH; HaTpito
naypuncynbart; KpeMHito
Aiokeuz, KonoigHWin 6e3BoaHWIA;
MarHito cTeapar; niskosa
o060n0HKka Opadry White OY-
58900 (Cknag nniskoBoT|
060/10HKK: FiNpOMeno3a, TUTaHy
niokeunp, (E 171),
nonieTuNeHrnikons). BeegeHHs
3MiH npoTarom 3-x MicauiB nicns
3aTBEPAKEHHS.
288. | TETPAKCUM Diphtheria | gndbtepi | JO7CA | cycneHsis gns CaHodi ®paHuis BMPOGHMLTBO ®paHuis BHECEHHS 3MiH 0 3a UA/13069/01/01
®ITETRAXIM -pertussis- | liHwWiA 02 iH’ekuiid; mo 1 BiHTpon roTOBOro / peecTpauiiHnux maTepianis: peyenmom
BAKUVHA poliomyelit | aHaToKC nonepegHL0 IHoacTpi Hepo3ghacoBaHOro | YropLum 3MiHu Il TUNYy - 3MiHK 3 AKOCTI.
Ana is-tetanus UHY; 3arnoBHeHOMy NPOAYKTY, Ha A®I|. BupobHuLTBO. 3MiHV B
MPO®INTAKTA npaBsLeB wnpuuy no 0,5 mn (1 KOHTPO/Ib SKOCTI, npoteci Bupo6HuuTea Adl
KU AUDTEPII, niA [osa) 3 BTOPWHHE (3MiHa CcTOCY€ETbCA aKTUBHOT
NMPABLA, aHaTokc NPUKPINIEHO nakyBaHHs, BUMYCK peyoBuHU
KALUMOKY nHY; rosnkoto (abo 2-ma cepii: CaHodoi 6ionoriyHoro/iMmyHonoriYHoro
(ALENONAP aHTureH OKpeMumMu ronkammu), BiHTpon IHgacTpi, NOXO/PKEHHSA ab0 BUKOPUCTaHHS
HUIA n Bordet L0 MICTUTb ®paHLia; NoBHUIA XiMiuHMX AD| y BUPOBHULTBI
KOMMOHEHT ella pert cycneHsito gns LMK nikapcbKoro 3acoby
)TA ussis: iH’EKUlA, B KAPTOHHIl BMPOOHULITBA, 6ion0riYHOro/iMyHo0r4YHOro
noniomMmienit - Kopoo6Lji 3 KOHTPO/1b SKOCTI, NMOXOMKEHHS, fika MOXe maTtun
y KaLus1ok MapKyBaHHAM BTOPVHHE 3HaYHUIA BN/IMB HA SKICTb,
AACOPBOBA 0BMUiA yKpaiHCbKo a60 nakyBaHHs1, BUMYCK 6e3neky Ta epeKTUBHICTb
HA, aHaToKC aHrniicbkor, abo cepii: CaHodi nNiKapcbKoro 3acooby, i He
IHAKTUBOBA nHY; IHLLMMW IHO3EMHUMM BiHTpon IHgacTpi, CTOCYETbCS MPOTOKO/Y).
HA, PIOKA - chinam mMoBamu; no 1 dpaHLis; BUNYCcK MNepernag KpUTUYHOIo
©HTHWIA T nonepegHL0 cepii: CaHodi- napameTpa npouecy (UiNboBi
emarnoT 3arnoBHeHOMY AseHTic 3pT., AianasoHn KOHLeHTpauii), wo
WHIH (&I wnpuuy no 0,5 mn (1 YropLmHa; BUKOPUCTOBYETLCA Mif Yac
AL [o3a) 3 BTOPUHHE NPUroTYBaHHS KOHLLEHTPOBaHOI
iHaKTVBO NPUKPIN/IEHO0 nakyBaHHs: KioHe TPUB&AIEHTHOT aKTUBHOT
BaHWit Bi ronkoto (abo 2-ma + Harenb K., peyoBuHM IMNB. PepakuiiiHi

pyc

OKpPEMUMMW FronKkamm),

YropumHa

YTOYHEHHs1 Ao po3giny 3.2.5.2.2
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
noniomie L0 MICTUTb (OHOBNEHHS NocunaHb Ha Boay
niTy® cycneHsito gns 015 iH'eKUii (3amicTb Boam
Tmny iH’eKUli B KAPTOHHIA ouuLLeHol)). TepMiH BBeAEHHSA
1 (Maho KopobLj, B kit 3MiH - BepeceHb 2027. 3miHu ||
ney); MiCTUTbCSA TMny - 3MiHK 3 aKocTi. ADI.
mny cTaHfapTHO- KoHTposnb A®I. 3miHa y
2 (MEF- eKCnopTHa ynaxkoBka napameTpax cneuudikaviii
1); Ta IHCTpyKUis Ans Ta/abo [onycTUMUX MEX,
Tmny MeauyHoro BU3HaYeHNX y crneyndikauisx Ha
3 (Sauk 3aCTOCYBaHHS 3 A®I, abo BUXIZHWA/NPOMIXKHWIA
ett); MapKyBaHHAM npoAyKT/pearexT, wo
L ancop6 yKpaiHCbKolo abo BUKOPVCTOBYIOTHCS Y NPOLEC
OBaHi Ha aHrnincbkot, abo BMpo6HULUTBa APl (3miHa nosa
rigparTos IHLWMMW IHO3eMHVMU Mexamu 3aTBepIKeHoro
aHomy MoBamMu JianasoHy y cneumdikauii Ha
aNoMiHi A®I). 3miHa KpuTepiiB
10 NPUAHATHOCTI BU3HAYEHHS
rigpoKcu BMICTY D-aHTureHy npu Bunycky
bt} Ta ctabinbHocTi Ans
SKynbTH KOHLIEHTPOBAaHOT TPUBAIEHTHOT
BOBaHi aKTMBHOI pevoBuHY IMB i3
Ha BIANOBIAHUMY 3MiHaMK A0
KMiTUHAaX 3aTBEPAKEHOr0 NPOTOKO/Y
Vero CTabinbHOCTI ANS BpaxyBaHHsA
3anponoHOBaHOIO OHOBJ/IEHHS.
TepmiH BBEA,EHHS 3MiH-
BepeceHb 2027.
289. | TIBOPE/b - apridiHy | BO5XB | po3uvH ans iHdysii, TOB YkpaiHa | TOB "lOpig-®apm" | YkpaiHa BHECEHHS 3MiH 0 3a UA/15067/01/01
rigpoxno Mo 100 mny "HOpis- peecTpauiiH1ux maTepianis: peyenmom
pua, NASAWKaX CKAAHUX. dapm” 3MiHY | TMNY - 3MiHK 3 AKOCTI.
neBoKap Mo 100 mny CeptudpikaT BignosigHocTi/l E-
HITWH nnasiwkax cepTudikaT BigNoBigHOCTI

nonimepHux. Mo 1
NAALWL y KOpo6u;i 3
KapTOHY

€Bponeiicbkili
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUNYYEHHSA
cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ans BuxigHoro
Marepiany/peareHTy/npomMikHOro
NPOAYKTY, WO
BUKOPVCTOBYHOTLCS Y
BMPOGHULTBI A®I; ons
[0MNOMDKHOT peyoBUHU
(cepTudoikat BigNOBIAHOCTI
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

€Bponeiicbkiii hapmakonei) -
OHOBReHWi cepTuddikaT Big yxe
3aTBEPAXEHOr0 BUPOBGHMKA-
nofaHHA OHOBIEHOTO
cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkii hapmakonei Ne
CEP 2019-293-Rev 02 gna A®l
JleBOKapHITUHY BUPOGHYMKa
«Chengda Pharmaceuticals Co.,
Ltd.», KnTaii (3aTBEpPAXEHO:
CEP 2019-293-Rev 01;
3anpornoHosaHo: CEP 2019-293-
Rev 02). 3minu | TUny - 3miHu 3
AKoCTi. A®I. CTabinbHICTb. 3miHa
nepiogy NOBTOPHYUX
BMNpOGyBaHb/nepiogy
36epiraHHsa abo ymoB
36epiraHHa A®I (3a BigCYTHOCTI
y 3aTBEPKEHOMY [JOCbE
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiii hapmakonei, wo
BK/1IIOYAE Mepios NOBTOPHOro
BMNpoOyBaHHsA) (nepiog
NOBTOPHOTO
BuNpobyBaHHA/nepios
36epiraHHs) - 36iNbLUEHHS abo
BBEJEHHA nepiofy NOBTOPHOrO
BMNpoGyBaHHsA/nepioay
36epiraHHs Ha OCHOBI
pesynbTaTiB AOCNILKEHb Y
peasibHOMY Yaci - 36i/IbLUEHHS
nepioay NepeKkoHTPOsO 3 2 POKIB
00 3 pokis A®| JleBoKapHITUH
BMpoGHUMKa «Northeast
Pharmaceutical Group Co.,
Ltd.», Kutaii.

290.

TIOKTALMA®
600 HR

thioctic
acid

TiOKTOBa
(o-

ninoesa)
Kmcnota

A16AX
01

TabneTkn, BKPUTI
NNiBKOBOHO
060/10HKO10, No 600
mr, no 30 a6o no
100 TabneTok,
BKPUTUX NIBKOBOO
060/10HKOID, Y
dhnakoHi; no 1
hnakoHy B KOpobL,i 3
KapTOHY

Biatpic
Xenckea
m6X

Himeyun
Ha

BUPOGHMK,
BignoBiganbHWi1 3a
BUPOOHULTBO
Hepo3dacoBaHOl
npoayKuUii,
nepBUHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b SKOCTI
Ta BUNyCK cepii:

IpnaHgjs

BHECEHHS 3MiH 0
peecTpauiiH1ux maTepianis:
3MiHu | TUNY - AgMiHICTPaTUBHI
3MiHW. BunyyeHHs BUpoOHUYOI
AinbHUUI (BKTHOYAOUM AiNbHUL
ons A®l, NPOMKHOTO NPOAYKTY
ab0 roToBOro Nikapcbkoro
3acoby, AinbHuULi Ans
NpoBefeHHs NakyBaHHs,
BMPOOHWKA, BifNoBigabHOrO 3a

3a
peyerimom

UA/6616/01/01
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Hasga

MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

Potracapm N14.

BUMYyCK cepiiA, MicLe
NPOBeLEHHS KOHTPOSTO cepii)
abo nocTayasibHVKa BUXiAHOMO
mMaTepiany, peareHty abo
[L0MOMIXHOT PeYOBUHU (SIKLLO
3a3HayeHo y focbe) BunyueHHs
BMpo6HMKa /13 TiokTauna® 600
HR, BignoBiganbHoOro 3a
BUPOBHMLTBO Hepo3gacoBaHol
NpoayKuii, NnepBrHHe Ta
BTOPWHHE MakKyBaHHS, KOHTPO/1b
akocTi MEJA MeHbohekyepuHr
vm6X, HimeuunHa (Hoiipatep
Pinr 1, 51063 KenbH,
HimeyunHa)/MEDA
Manufacturing GmbH (Neurather
Ring 1, 51063 Cologne,
Germany). BeBeeHHs 3MiH
npotarom 12-Tu micsAuis nicns
3aTBEPMKEHHA. SMiHu | Tuny -
AOMIHICTpaTVBHI 3MiHW.
BunyueHHs BUPO6GHUYOI
AinbHUUI (BKTHOYAKOYM AiNbHUL
ons A®l, NPOMKHOTO NPOAYKTY
ab0 roToBOro Nikapcbkoro
3acoby, AinbHuULi Ans
npoBefeHHs NakyBaHHs,
BMPOGHUWKA, BiANOBIfa/IbHOTO 3a
BWMYCK Cepiid, Micue
NpoBeEeHHSA KOHTPOIO cepil)
abo noctavasibHVKa BUXIAHOMO
marepiany, peareHty abo
[LOMOMDKHOI peYOBUHM (SKLLO
3a3Ha4yeHo y Aocbe) BunyyeHHs
BMpo6HuKa /13 TiokTauma® 600
HR, BignoBigansHOro 3a BUNycK
cepii MEJA ®apma M'M6X eHg,
Ko. KT, Himeuunna
(BeHuwTpacce 1, 61352 bap,
Xombypr, HimeuunHa)/MEDA
Pharma GmbH & Co. KG
(Benzstrasse 1, 61352 Bad
Homburg, Germany).
AnbTepHaTUBHUM BUPOOHVKOM
nicns BCiX 3MiH 3aIMLIAETLCA
Potrtacapm /14.,
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

Ipnangis/Rottapharm Ltd.,
Ireland, siknin 6yae BUKOHyBaTK
NOBHWIA LMKN BUPOHMLTBA, a
came: BifnoBigabHWiA 3a
BMPOGHULITBO Hepo3dacoBaHoi
npoaykuii, nepBvHHe Ta
BTOPWHHE NaKyBaHHS, KOHTPO/1b
AKOCTI Ta BUNYCK cepii. 3MiHK
BHECeHO B po3ainv "BupobHuk"
Ta "Micue3HaxomKeHHs
BMPOGHMWKa Ta ioro agpeca
MicLA NpOBaMKEHHS AiaNbHOCTI"
B IHCTPYKLilO 418 MenyHOro
3aCTOCYyBaHHSA Y 3B'A3KY 3
BU/TYYEHHAM OfHOTO 3
BMPOGHWKIB Ta K HAC/IAOK -
BU/TyYEHHS TEKCTY MapKyBaHHS
ynakoBKU NiKapcbKoro 3acoby
[ONA LbOro BUPOOHUKA.
BBefeHHs 3MiH npoTsarom 12-1m
MiCALB Nic/IA 3aTBEPIKEHHS.

291.

TIOPOKC

thiocolchic
oside

TIOKONXIK
o3ung

MO03B
X05

PO34MH NS iH ek
4 mr/2 mii; o 2 mn B
amnyni, no 5 amnyn
y 6nicTepi TaB
KapTOHHI KOpo6Lyi

Abpun
dopmyneii
LWH3 TBT.
nra.

IHais

Abpun
NabopaTtopis
MpaiiBeT JlimiTeq,

IHais

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHY | TMNY - 3MiHK 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/mMoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudpikaTa BiANoOBIAHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; onsa BuxigHoro
Marepiany/peareHTy/npomMikHOro
NPOAYKTY, WO
BUKOPVCTOBYHOTLCS Y
BMPOGHULTBI A®I; ons
[0MNOMDKHOT peyoBUHU
(cepTudoikaT BiANOBIAHOCTI
€poneiicbkili hapmakonei) -
OHOBNEHWi cepTUdikaT Big yxe
3aTBEPIKEHOr0 BUPOOHUKA -
nogaHHsa oHosneHoro CEP
2020-066 - Rev 02 Big,
3aTBEPAKEHOro BUPO6HUKa AdI|

3a
peyerimom

UA/21235/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
India Glycols Limited, India y
3B'AA3KY 3i 36iMbLLUEHHAM nepiogy
NepeKoHTPOI0. 3aTBEpPAKEHO:
CEP 2020-066 - Rev 01
3anponoHoBaHo: CEP 2020-066
- Rev 02
292. | TONOTEKAH | topotecan Tonotek | LO1CE | KoHueHTpaT ansa AkKopg, Monbua Brpo6HMLUTBO IHpis/ BHECEHHS 3MiH 0 3a UA/17720/01/01
AKKOPL, aHy 01 pO3uunHy ans Xenckea roToBOro Yropuym peecTpauiiHnux matepianis: peyenmom
rigpoxno iHdpy3iii, 1 mr/mn; no Moncka nikapcbKoro Ha/ 3MiHu | TUnNy - 3MiHK Woa0
pua 1 mn ab6o no 4 mn Cn. 3.0.0. 3acoby, nepsuHHe, | MonbLla 6e3nekn/edeKkTNBHOCTI Ta
KOHLeHTpaTy y BTOPVHHE / Tpeduis dhapmakoHarnsgy. BeegeHHs
CKNSAHOMY (p/1aKOoHi; nakyBaHHs, ab0 3MiHM [0 y3ara/ibHeHUX
no 1 conakoHy y KOHTPO/b AKOCTI [aHuX npo cuctemy
KapTOHHI Kopo6Li cepii: IHTac thapmakoHarnsgy (BBefeHHs
dapmMacbloTikans y3arasibHeHUX JaHuX nNpo
Nimiten, HAais; cuctemy chapmakoHarnsagy,
BTopuHHe 3MiHa yNoBHOBaXeHOT 0cobw,
nakyBaHHs: BiANOBIAA/IbHOI 3a 34iiCHEHHS
AKKopp, Xenckea hapmakoHarnsgy; KOHTakTHol
Nimitea, Benuka 0ocobu 3 hapmakoHarnsgy
BpuTaHis; 3asBHMKa ANs1 34iAICHEHHS
KoHTponb skocTi: thapmakoHarnagy B YkpaiHi,
€BpodiHc SIKLO BOHA BiAMiIHHA Bif
AHaniTikan YNOBHOBaXEHOI 0coby,
Cepsices XaHrepi BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
KdT., YropmHa; thapmakoHarnagy (Bkio4yawum
KOHTpO/b SIKOCTI: KOHTaKTHi flaHi) Ta/abo 3MiHN y
SAPMABANIA, po3MilLeHHI MacTep-tharina
nrp. cucTemMu chapmakoHarnsgy)-
Mikpob6ionoriyHa 3MiHa yNnoBHOBaXXeHOi 0cobu
naboparopis, 3asBHVKa, BiANOBIAA/ILHOI 3a
YropLuHa; dhapmakoHarnsg,.
BignosigansHuii [Litova pepakuin: Apnetta
3a BUNyCK cepii: BepuHcbka / Arletta Werynska.
Akkoppa Xenckea MponoHoBaHa pepakuis: Arata
Moncka Cn. 3 0.0. leiiceBnu / Agata Gesiewicz.
Cknag Imnoptepa, 3MiHa KOHTaKTHUX SaHUX
MonbLua; YMOBHOBaXeHOT 0cobw,
BTOPWHHE BignoBiganbHOI 3a
nakyBaHHs, thapmakoHarnsg,.
KOHTPO/b SIKOCTI
cepii: AKkopa
Xenckea CiHrn
Membep C.A.,
peuist
293. | TOPFABANIH | pregabalin | nperaba | NO3A Kancynu Teepgi no ToppeHT IHAis ToppeHT IHAis BHECEHHS 3MiH 0 3a UA/15969/01/02
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
150 NiH X16 150 mr: no 4 dapmacsk dapmacbloTikanc peecTpauiiiHix matepianis: peyenmom
Kancynu y énicrtepi; toTiKaUs1C nTg 3MiHu | TMNY - 3MiHKM 3 SKOCTI.
no 3 6nictepun y nrp, [oTOBWIA Nikapcbkunii 3aci6.
KapTOHHIlA ynakoBLy; KOHTpOsb roTOBOro NikapcbKoro
no 10 kancyny 3aco0y (iHWi 3MiHK) - nepeknag
6nicTepi; no 3 MKS$ 3 pociiicbkoi MOBU Ha
6nictepn y YKpaiHCbKy MOBY [15
KapTOHHI ynakoBLi NpuBEAEHHS Y BiANOBIAHICTD i3
BMMOraMu YAHHOT pefakuii
Haka3y MO3 Ykpainu Ne 426 Big,
26.08.2005.
294. | TOPrABANIH | pregabalin | nperaba | NO3A Kancynu Teepgi no ToppeHT IHais ToppeHT IHAis BHECEHHS 3MiH 0 3a UA/15969/01/01
75 niH X16 75 wr: no 10 kancyn dapmacsh dapmacbloTikanc peecTpauiiHnx matepianis: peyenmom
y 6nictepi; no 3 toTiKasiC nTg 3MiHu | TUNY - 3MiHKU 3 SKOCTI.
6nictepu y nTp, [oTOBWIA Nnikapcbkunii 3aci6.
KapTOHHI ynakosLi KOHTpOsb roToBOro nikapcbKoro
3aco0by (iHWi 3MiHK) - nepeknag
MKS$ 3 pociiicbkoi MOBU Ha
YKparHCbKy MOBY AN
npuBEAEHHS Y BiANOBIAHICTD i3
BYMOraMu YAHHOT pefakuii
Haka3y MO3 Ykpainu Ne 426 Big,
26.08.2005.
295. | TOPO ketorolac ketopon | MO1lA PO3YMH NS iH'EKLN, Acnipo IHAis Acnipo ®apma IHAis BHECEHHS 3MiH 0 3a UA/18182/01/01
aky B15 30 mr/Manolmny Papma Nimiteq peecTpauiiHnx matepianis: peyenmom
TpomeTa thnakoHi; no 5 a6o NimiTen 3MiHu Il TUNYy - 3MiHK 3 AKOCTI.
MiH no 10 cpnakoHiB y A®I. BUpO6HMLTBO (iHLLI 3MiHK) -
Kopoo6Li NoAaHHs OHOB/IEHOTO MacTep-
thaiina Ha fitody peyoBuUHY
KeToponak TpomeTamiH
BMpo6HMKa Dr. Reddy’s
Laboratories Limited, India.
3aresepaxeHo: KETOROLAC
TROMETHAMINE USP 2017
3anponoHoBaHo: KETOROLAC
TROMETHAMINE USP Version:
ROW/JULY-2025/V00/AP-DMF
296. | TPAHEKCAM | tranexami TpaHekc | BO2AA | po3uuH ans iH'ekuiin, | TOBAPUC | YkpaiHa TOBAPUCTBO 3 YkpaiHa BHECEHHS 3MiH [0 3a He UA/15252/01/02
OBA ¢ acid amoBa 02 50 mr/mn, no 5 mn B TBO 3 OBMEXXEHOHO peecTpavuiiHux matepianis: peuenmom nionsie
KUCNOTA- KucnoTa amnyni; no 5 amnyn OBMEXE BIANOBIAANBHI 3MiHu | TMny - 3MiHK WoA[0 ae
340POB'A y 6nicTtepi; no 1 abo HOKO CTHO 6e3nekn/edheKTUBHOCTI Ta
2 6nictepuy BIAMOBIA «KOPIMOPALIA thapmakoHarnagy. 3miHa y
KOpO6Li 3 KAPTOHY; ANTbHICT «3[0POB’'A» KOPOTKIl XapaKTepucTuLi
no 5 mn B amnyni; 10] nikapcbKoro 3acoby, TEKCTi
no 5 a6o 10 amnyny | «KOPMOP MapKyBaHHA Ta IHCTPYKUIT Ans
KapPTOHHI Kopobui 3 AUIA MeAMYHOro 3aCTOCYBaHHS Ha
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

neperopogkamu

«300P0OB
A

nigctasi perynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
LocnimpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCbKOro
3acoby B nic/speecTpavyiiiHmii
nepiog, abo sk pesynbTar OLiHKK
3BITY 3 JOCNiAKEeHb, NPOBEAEHNX
Bi4NoBIAHO A0 NnaHy
negiarpuyHux gocnigpxers (PIP)
(3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom)
3MiHN BHECEHO A0 IHCTPYKLiT
[ONA MeAnYHOro 3acToCyBaHHs
nikapcbKoro 3acoby B po3zinax
«[poTunnokasaHHs»,
«OCc06MBOCTi 3aCTOCYBaHHS»,
«Cnocib 3acTocyBaHHs Ta J031»
Ta «[MobiuHi peakuii» BignNoBigHO
[0 iHdopMaLii Wwoao 6e3neku
3aCTOCyBaHHSA Ail040i pe4OBUHMN
3rigHO 3 pekomeHaauiaMm
PRAC. Takox [0 TEeKCTy
MapKyBaHHS BTOPUHHOT
yMakoBKM MikapcbKoro 3acoby (M.
7) BHeceHo BignoBigHy
3acTepex/avBy iHhopmadito.

297.

TPAHKBINIAP
® IC 300

temgicoluri
I

TeMrikon
ypvn

NO6B
X21

Tabnetku no 0,3 r no
10 TabneTok y
6nictepi; no 2
6nicTepu y nauui 3
KapTOHY

ToBapucTs
03
[0faTKOBO
10
Bignosiga
NBbHICTIO
"IHTEPXI
M

Ykpaina

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/BHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH O
peecTpauiiHux maTepianis:
3MmiHu | TUny - AgMiHICTpaTUBHI
3MiHW. 3MiHa Ha3BW NiKapCcbKOro
3acoby
3MiHa Ha3BW NikapCbKOro
3acoby. 3aTBepAKeHo:
MEBIKAP IC. 3anponoHoBaHo:
TPAHKBINAP® IC 300.
BBegeHHs 3MiH npoTsarom 3-x
MiCALB NiC/A 3aTBEPAKEHHS.

3a
peyenmom

He
nionsie
ae

UA/8823/01/01

298.

TPAHKBINAP
® IC 500

temgicoluri
|

TeMrikon
ypun

NO6B
X21

Tabnetkv no 0,5 r no
10 Tabnetok y
6nictepi; no 1 a6o 2
6nicTepy y nauui 3
KapTOoHY

TosapucTs
03
[04aTKOBO
10
Bignosiga
NBHICTIO
"IHTEPXI

YkpaiHa

ToBapucTBO 3
[04aTKOBOO
BiANOBIAA/IbHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH 40
peecTpauiiHnx matepianis:
3MiHu | TUNY - AgMiHICTPaTUBHI
3MiHW. 3MiHa Ha3BW NiKapCbKOro
3acoby
3MiHa Ha3BY NikapCbKOro
3acoby. 3aTBepAKeHo:

3a
peyerimom

He
nionsie
ae

UA/8823/01/02
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
M MEBIKAP IC. 3anponoHoBaHo:
TPAHKBIJTAP® IC 500.
BBefeHHs 3MiH NpoTArom 3-x
MicsILLiB NicNs 3aTBEPAKEHHS.
299. | TPAXICAH - TmpoTtpn | RO2A TabneTtku ans AnbneH LLiBelina Exrenbrapp, Himeuun BHECEHHS 3MiH g0 6e3 rlionsie UA/6121/01/01
LIWH, CMOKTaHHs; rno 10 dapma Al pis ApuHaiimiTTens Ha/ peecTpauiiHux maTepianis: peuenma ae
nigokaiH Tabnetok y 6nictepi; Mv6X & Ko KT, YkpaiHa 3MiHu | TUNY - 3MiHK 3 SKOCTI.
y no 2 6nictepu B HimeuuunHa; [oTOBWIA Nnikapcbknii 3aci6.
rigpoxno KapTOHHI KopooLyi CT1abinbHiCTb. 3MiHa Y TepMiHax
puay BMPOGHMK, LLLO npugaTHocTi abo ymoBax
MOHOTiJ, BignoBsigae 3a 36epiraHHs rotToBOro
par, BBE3€EHHS, NiKapcbKoro 3acoby (3MeHLUEeHHs!
Xsioprex KOHTpO/b Ta TepMiHy NpMAATHOCTI FOTOBOrO
cnanHy BMNYCK Cepil: nikapcbKoro 3acoby) - [Ans
[LUTNIOKO TOB "TIK-®APM", TOProBOl YNakoBKW. 3MEHLLEHHSA
HaT Ykpaina 3aTBEPIKEHOr0 TEPMIHY
npuaaTHOCTI JlikapcbKoro 3acoby
TpaxicaH, Tabnetkn ons
CMOKTaHHS, Y TOProBili ynakoBLii
3 5 pokiB g0 3 pokiB. 3MiHK
BHECEHI B IHCTPYKL,it0 ANns
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ain
«TepMiH NpuaaTHoCTi», a came:
nepedopmartyBaHHs
BVK/TA,eHOro TEKCTY B po3Aini Ta
3MEHLLEHHS TEPMIHY
NpUAAaTHOCTI FOTOBOrO
nikapcbkoro 3acoby. BBegeHHs
3MiH NPOTAroM 6 MicAuiB nicns
3aTBEPKEHHS
300. | TPENELKN Vilanterol, dnotuk | RO3AL | nopoliok ans FnakcoCmi | Benuka nakco Benuka BHECEHHSA 3MiH A0 3a UA/21194/01/01
ENNINTA umeclidini a30HYy 08 iHransuin, TKNsiiH BpuTaHi OnepeiiwHe HOK BputaHi peecTpavuiiHux maTepianis: peuenmom
um oypoar, [[030BaHwuii, no 92 Ekcnopt A NimiTen, wo Bege A TexHiyHa nomusnka (3rigHo
bromide ymeknig MKI/55 MKr/22 Nimiteq OiSANbHICTb AK Haka3zy MO3 Big 23.07.2015 Ne
and WHiyMm (y MKr/go3y; no 14 a6o nakco Bennkom 460), BunpaBneHHs TeXHIYHOI
fluticasone | dhopmi 30 gos B OnepeiilwHe nomunku gonyuieHoi B MKA 13
furoate 6pomigy NOpPOLLKOBOMY (3aTBEepmxeHi Hakazom MO3
)i iHranaTopi; no 1 Ne322 Big 16.03.2026).
BiNnaHTe iHransATopy B /1OTKY 3 3aTBepakeHa pegakuis:
pon (y osnbru; no 1 noTky METOAN KOHTPO/O AKOCTI
copmi B KapTOHHIi1 kopobui NIKAPCBKOI'O 3ACOBY
TpudoeH CMNEUNDIKALIA NPU
ararty) BNMYCKY

()
5PiBeHb 1: .. (X1 -K1-S1) <
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
(X1+K1l-S1)<...
PiBeHb 2: ... £ (X2 -K2-S2) <
(X2+K2-S2)< ...
() ,
MponoHoBaHa pegakuis:
METOAWN KOHTPOJO AKOCTI
NIKAPCbKOIO 3ACOBY
CMNEUNGIKALIA NPU
BUMYCKY
()
5PiBeHb 1: ... (X1 -K1-S1) <
(X1+K1-Sl)<...
PiBeHb 2: ... < (X2 -K2 - S2) <
(X2+K2-S2)<...
()
BunpaBneHHs TexHiYHOT
NOMW/IKM BignoBigae
matepianam PeecTpadiiiHoro
[0CbE SKi 3HAXOAATHCS B apXiBi.
301. | TPECIBA® insulin iHCyniH A10A PO34MH ANS iH'EKL A/T HoBo [aHin Bupo6HMLTBO, [Oanis/ BHECEHHS 3MiH g0 3a UA/14264/01/01
®IEKCTAYUY® | degludec nerntone | E06 100 O4/mn; no 3 mn Hopgaick HanoBHEHHS B ®paHuin peecTpauiiHux maTepianis: peuenmom
K Y KapTpuaXi, SKnid NepBUHHY YTOUYHEHHS1 HaNUCaHHA Koay
MIiCTUTBLCA Y YyNakoBKy Ta ATX B Haka3i MO3 YkpaiHu Ne
6araTof030Biii KOHTPO/Ib Banky. 1454 Bip 30.09.2026 B npoueci
0iHOPa3oBiii BignosigansHuii BHECEHHSA 3MiH (3MiHu | Tuny -

Lwnpuu-pyYui; no 1
a6o no 5 wnpwuy-
PYYOK Y KapTOHHIi
Kopoo6Li

3a Bunyck: A/IT
Hoso Hopgaick,
[NaHis;
KomMniiekTyBaHHs,
MapKyBaHHSA Ta
BTOPVHHE
nakyBaHHS
roToBOro
NPOAYKTY.
KoHTporsb sikocTi
6asKy rotoBoro
NpoAykTy Ta
KiHLleBoro
roToBOro
npoaykrty: A/IT
Hoso Hopagaick,
[aHis; BUpobHuk
Hepo3acoBaHoro
NPOAYKTY,
HanoBHEHHS B
NepBUHHY

3MiHu 3 aKocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa nocTavasibHMKa
nakyBasibHUX MaTtepianis a6o
KOMMNIEKTYHOUMX (SIKLLO
3a3HaveHo B AOCbE) (3amiHa abo
[0AaBaHHA nocTavaibHUKa).
BHeceHHs 3MmiH go p. 3.2.P.7.
Cucrtema
KOHTeliHep/3aKynoproBasibHWi
3acib, a came gofaBaHHs Bect
dapmacbtoTikans MpogakTc
Alipneng, Nita., Kappikchepilu
Poyga, Botepchopa, X91 ROV6,
Ipnangis (West Pharmaceutical
Products Ireland, Ltd.
Carrickpherish Road, Waterford,
X91 R9V6 Ireland), sk
[0AaTKOBOro noctavyasibHuka
RTU yepBoHoro nopLHs ((RTU)
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nepesipka SKOCTi
npoaykuii 6asky.
KoHTpOsb siKoCTi
3paskiB B NpoLeci
BMPOGHMLTBA Ta
npoaykuii bulk.
KoHTporsb sikocTi
roToBOro
NPOAYKTY.
KomniekTyBaHHs,
MapKyBaHHA Ta
BTOPVHHE
nakyBaHHs
roToBOro
NPOAYKTY.
BignosiganbHuii
3a BUMYyCK cepii:
Hoso Hopgick
MpogatokcboH CAC,
PpaHuis

SKOro BUroOTOB/IAETLCA NOPLUEHDb

crneundikauis 6yge 6e3 3miH Ta
npouec ctepunizauii 6ye Takox
eKBiBafIeHTHWIA. 3MiHu | TNy -

yNakoBKM rOTOBOrO NiKapCbKoro
3ac00y (BWyYEHHSI HE3HAYHOIrO

eKCTparoBaHNX BaXKKNX MeTaiB

npoknazxa, ryMoBuii MOPLUEHb).

3a/IMWaeTbcs 6€3 3MiH,

3MiHK 3 SiKOCTi. FOTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3miHa napameTpis
cneuudikauin Ta/abo
O0MyCTUMUX MEX NEPBUHHOT

nokasHuka (Hanpukniag,

3acTapifioro nokasHuka))

BunnyyeHHs1 He3HauYHOro
napameTpy, a came

(Extractable heavy metals) 3i
cneumdikauii 4N NepBUHHOT
ynakoBku (namiHoBaHa rymosa

Takox BHOCATLCSA HE3HAYHI
pefakTopchki Npasky B po3ain
3.2.P.7.
3MiHY | TMNY - 3MiHK 3 AKOCTI.
FoToBWIA Nnikapcbkuii 3aci6.
Cucrtema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3miHa napameTpis
cneuudikauin Ta/abo
OOMYyCTUMUX MEX NEPBUHHOT
yNakoBK1 rOTOBOrO NiKapCbKoro
3ac00y (BUyYEHHSI HE3HAYHOTO
nokasHuka (Hanpukniag,
3acTapifioro NokasHuka)).
BunyyeHHs1 He3HauHOro
napamMmeTpy, a came 3arasibHoi
30/ (Total ash) 3i cneuudikauii

[ONA NepPBUHHOT YyNakoBKN
(namiHoBaHa rymoBa npoknazaxa,
ryMOBWI NOPLUEHb). Takox
BHOCSITbCA HE3HAYHI
pefakTopchbki Npasku B po3ain

3.2.P.7). Pepakuis B Hakasi -

Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uKa Hs** 20
mosaHa HU nocsioYyeHHs1
Ha3sa*
ynakoBKy Ta Rubber red plunger). Matepian 3
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
A10AEO5. BipHa pepakuis -
A10AE06.
302. | YNCENAH pantopraz | naHtonp | AO2B niocpinizat ans TOB YkpaiHa | Medpap Inay CaH. | Typeuum BHECEHHS 3MiH 0 3a UA/16671/01/01
ole ason (y Cco02 pO3unHy Ans «YOPNA A.LL. Ha peecTpauiiHnx matepianis: peyenmom
chopmi iH ekuild, no 40 mr; 1 MEANLN 3miHu | TYny - 3MiHK Woao
naHsTonp PN1aKOH Y KOHTYpHIl H» 6e3nekun/edekTBHOCTI Ta
asony YapyHKOBIl thapmakoHarnagy. BHeceHHs
HaTpito ynakosui, no 1 abo 3miHa(n) oo 3060B'A3aHb Ta
CecKBirig KOHTYpHilA YMOB Buaui peectpauiiiHoro
party) YapyHKOBIli ynakoBLyi nocsigyeHHs, Bknoyaoun Mnax
B KapTOHHI1 kopobu, ynpaBniHHA py3nKamn (iHLwi
3MiHK) - 3asBHUKOM HaZaHO
OHOBJ/IEHUIA NaH ynpas/liHHA
pu3nkamm Bepcis 3.0 3MiHn
BHECEHO [10 YaCTUH:
| «3aranbHa iHhopmauis»,
Il «Cneundikauis 3 6e3nekns,
Il «MnaH 3 hapmakoHarnsgy»,
IV»InaHu wopao
nicnsapeecTpauiiHix
nocnimpkeHb e(peKTUBHOCTI»,
V «3axoam 3 MiHimizawi
pu3ukiB», VI «Pe3iome nnaHy
ynpasniHHA pU3nKamm»
VII «QopaTkm»
y 3B’A3KY 3 j0jaBaHHAM HOBOrO
BMPOGHMKA 3 METO YHidikaLLii
iHchopmawii woao cuctemm
ynpasAiHHA pU3vikammn Ans
nikapcbknx 3acobiB, L0 MICTATb
Aito4y peyoBuHy naHTonpason,
060X BMPOGHWKIB B OgHOMY
nnaHi ynpasnaiHHA pusnkamu.
Pestome nnaHy ynpas/iHHA
pusmkamm Bepcist 3.0 AogaeTbCs.
303. | YHI®/IOKC ofloxacin odprioke SO03AA | kpansi O4Hi/BYLLHI, TOB Cnosau, TOB "YHIME] Cnosay, BHECEHHS 3MiH 0 3a UA/12837/01/01
aunH po3unH 0,3 % no 5 "YHIME[, bKa PAPMA" bKa peecTpauiiHnx matepianis: peyenmom
mMn a6o 10 mny PAPMA" Pecny6n Pecny6n 3MiHu | TMNY - 3MiHKU 3 SKOCTI.
nnacTMKoBOMY ika ika [oTOBWIA Nikapcbknii 3aci6.
KOHTelHepi- Cucrema
KpanenbHuui; no 1 KOHTelHep/3aKynopoBasTbHUI
KOHTEeWHepy- 3aci6 (iHWi 3miHn)

KpanenbHuLi B
KapTOHHI Kopo6Lyi

OHOB/IEHUX cepTUikaTtiB AKOCTI

3MiHa CTOCYETbCA NOAAHHSA

Bi, BUPOGHMKA NEPBUHHOIO
nakyBasIbHOrO MaTepiany -
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

KomnaHii Bormioli Pharma, a
TaKoX OHOBJ/IEHOI 3aaBU
BMPOOGHMKA LLIOAO CUPOBUHY,
BK/It0YaK0uY iHchopmav,ito npo ii
perynsaTopHuii ctatyc. 3miHu |
MMy - 3MiHK 3 AKOCTI.
CeptudpikaT BignosigHocTi/l'E-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii. 3miHu,
noB'si3aHi 3 HEOOXIiAHICTHO
npuBeAeHHs y BiANOBIAHICTb J0
MoHorpadii AdY a6o
€Bponeiicbkoi hapmakonei, abo
iHLWOT HauioHanbHOI thapmMakonel
nepxasun €C (3miHa y
cneuudikauisix, nos'as3aHa 3i
3miHamu B A®Y, abo
€sponeiicbkiii hapmakonei, abo
iHLLIN HauioHanbHIk dhapmakonei
nepxasu €C) 3MiHa CTOCYETbCA
OHOBJ/IEHHS cneundikauii Ha
nakyBaslbHWA enemMeHT
(kOHTelHep) 3 MeTo
npuBELEHHS Y BiANOBIAHICTb A0
YMHHUX BUMOT EBPONERCbKOI
thapmakonei, a Takox
[oAaBaHHA NOCUMaHHA Ha
BIANOBIAHWIA hapmakoneiHnii
aHaniTM4HuiA meTog. 3miHm |
UMy - 3MiHM 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-
cepTudikar BianoBigHOCTI
€Bponeiicbkili
thapmakonei/mMoHorpadii. 3miHu,
noB'sA3aHi 3 HeO6XIiAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HavuioHaNbHOI hapMakonei
aepxasu EC (3miHa y
crneundikaisx, nos'asaHa 3i
3MiHamu B 1®Y, abo
€Bponelicbkii hapmakonei, abo
iHLWIN HauioHanbHI chapmakonei

Aepxasu €C) - 3miHa
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n/n

JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep

peecmpayitiHo
20

nocsioYyeHHs1

304.

YPONNECAH®

CTOCYETbCSA OHOB/IEHHS
cneuudikaLii Ha naKkyBasibHUIA
e/leMeHT — 3aKynoploBasTbHUI

3aci6 (rBMHTOBA KpULLKA i3
3ano6iXHVM KiflbLleM) 3 METOHO
npuBeAeHHs y BiANOBIAHICTb J0
YMHHKX BUMOT EBPONENCHKOT
hapmakonei, a Takox
[ofaBaHHA NocunaHHA Ha
BifNOBigHMIA hapmakoneinHnii
aHa/TITMYHWIA MeToA. 3MiHn |
MMy - 3MiHK 3 AKOCTI.
CeptudpikaT BignosigHocTi/l'E-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/mMoHorpadii. 3miHu,
noB'si3aHi 3 HEOOXIiAHICTIO
npuBeAeHHs y BiANOBIAHICTb J0
MoHorpadii AdY abo
€Bponeiicbkoi hapmakonei, abo
iHLWOT HauioHanbHOI thapmMakonei
nepxasun €C (3miHa y
cneuudikauisix, nos'as3aHa 3i
3miHamu B A®Y, abo
€sponeiicbkiii hapmakonei, abo
iHLLIN HauioHanbHIk dhapmakonei
nepxasu €C) - 3anponoHoBaHa
3MiHa CTOCYETLCS OHOB/EHHS
cneuudikaLii Ha nakyBasbHUIA
€N1eMEHT — 03yHounii NPUCTPIl
(kpanenbHWLUSA) 3 METOIO
npuBELEHHS Y BiANOBIAHICTb A0
YMHHUX BUMOT EBPONERCLKOI
thapmakonei. OHOBNEHHS
BK/TIOYAE rapMOHi3aLito BUMor
cneumaikau,ii i3 BianosigHO0
MOHorpadgieto €BponeicbKoi
hapmakonei, a Takox
[ofaBaHHA NocunaHHA Ha

BifNOBigHMIA hapmakoneinHnii

aHaIITUYHUIA MeToa.

Anuui
onis,
M'ATU
nepueso

1 onis,

G04B

cupon no 90 mny
6aHuj; no 1 6aHui y
nauui; no 90 mn a6o
no 180 mny

dnakoHi; mo 1

MNAT
"Tanmudga
pm

YkpaiHa

yci cTagii

BMPOOHULITBA, 3a

BUHATKOM
nepBUHHOIO
NnakyBaHHA B

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MmiHu | TYny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus

6e3
peyenma

UA/2727/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*

MOpPKBU hnakoHy B nauLi; no cawle: NPOBaKEHHSA AiS/IbHOCTI
avikoi 5 mn B cawe, no 15 MAT BMPOGHMKa/iMnopTepa rotoBoro
nnogis a60 16 cawe B nayu,j "Tanuucapm”, nikapcbKoro 3acoby, BKIoUaun
eKCTpakT YKpaiHa; AiNbHULI BUNYCKY cepii abo
pigKunia nepBuHHE MicL,e NPOBEeAEHHS KOHTPO/HO
Extractu nakyBaHHs1 B AKOCTI. (AiSSIbHICTb, 3a Ky
m caLue: BiANoBigae BUPOGHMK/iMNopTep,
fructuum TOB He BK/T04atoumn BUMYCK cepiii)
Dauci "KOPIMOPALLIA 3MiHa Ha3BM BUPOGHUKA
sativi "340POB'A", BiANOBIA&/IbHOrO 3a NEPBUHHE
fluidum, YkpaiHa nakyBaHHs, a came
XMeno 3anponoHosaHo: TOB
LINLLIOK "®apmaLeBTMYHa KOMMaHis
eKCTpaKT "3p0poB'a”, YkpaiHa
pigkunii 3arsepaxeHo: TOB
Extractu "KOPIMOPALIIA "340POB'A",
m YkpaiHa. Micue3HaxomKeHHs
fructuum BMPOBOHUYOT AiNbHUL He
Strobili 3MIHWIOCh.
lupuli
fluidum,
mMaTepuH
KN Tpasu
eKCTpaKT
pigkunii
Extractu
m
herbae
Origani
fluidum

305. | YPOJIECAH® - ANnLj - cupon in bulk: no 90 MAT YkpaiHa | MAT "Tannucbapm” | YkpaiHa BHECEHHS 3MiH 0 - UA/9518/01/01
onis, My 6aHuj; no 48 "Tannuda peecTpauiiHnux maTepianis:
M'ATU 6aHOK y kopobax pm" 3MiHu | TUNY - AgMiHICTPaTUBHI
nepueso KapTOHHWKX; in bulk: 3MiHW. 3MiHa HaliMeHyBaHHS
i onis, no 180 mny Ta/abo agpecu micus
MOPKBU chnakoHi; no 30 NPOBaPKEHHSA AiSNIbHOCTI
LVKOT hnakoHiB y Kopobax BMpO6HMKa/iMnopTepa rotToBoro
nnogais KapTOHHUX nikapcbKoro 3acoby, BKIoUaUn
eKCTpakT OinbHULI BUNYCKY cepii abo
pigknii MicLie MPOBEAEHHS KOHTPOSTHO
Extractu AKOCTI. (BISNbHICTb, 3a AKY
m Bignosigae BUPOGHUK/iMNopTep,
fructuum He BK/I0Yaoymn BUMYCK cepiii)
Dauci 3MiHa Ha3BM BUPOOHUKaA
sativi BiA4NoBigaIbHOro 3a NepBuUHHE
fluidum, nakyBaHHsl, a came
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

XMernto 3anponoHoBaHo: TOB

LUNLLIOK "apmaneBTMYHa KOMMaHis

eKCTpakT "3p0pos'a”, YkpaiHa.

piakuii 3arBepmkeHo: TOB

Extractu "KOPIMOPALIA "300POB'A",

m YkpaiHa. Micue3HaxomxeHHs

fructuum BMPOBHUYOT AiNbHULI HE

Strobili 3MiHM/I0Cb.

lupuli

fluidum,

mMartepuvH

KN Tpasu

eKCTpaKT

pigKunia

Extractu

m

herbae

Origani

fluidum
306. | YPCO®PANDbK | ursodeoxy | ypcoge3 | AOSAA | cycneHsis opasbHa, Op. ®anbk | Himeuun BignosigansHuii Himeuun BHECEHHS 3MiH 0 3a UA/3746/01/01

cholic acid | okcuxon | 02, 250 mr/5 mn; no 250 dapma Ha 3a BUNYCK cepiit Ha/ peecTpauiiHux maTepianis: peuenmom
eBa A05B MYy CKNSHIN 6X KiHL,EBOro Lseiua 3MiHu | TURY - 3MiHK 3 SKOCTI.
KMcnoTta naawui; no 1 naswuyi NpoAayKTy: pis CepTudpikaT BignosigHocTi/l E-

pasom 3 1 MipHUM
CTakaH4MKOM B
KapTOHHI KOpo6Lyi

Op. ®ansk Papma
'm6X, HimeyunHa;
Bupo6HuK
[030BaHoOl hopmu,
nepBUHHE,
BTOPUHHE
nakyBaHHs Ta
KOHTPO/1b SKOCTI:
KopgeH dapma
®pibypr Al
LiBaliHigepnaccyHr
ETTiHreH,
LBeiiLapis;
JNlo3aH ®apma
m6X, HimeuunHa,;
BUpPO6HYK,
BiANOBIAaIbHNI 3a
KOHTPO/b AKOCTI:
Bioeksam AT,
LLsenuapis;
No3aH ®apma
M6X, HimeuuunHa;
MpuBaTHWit

ypcoae3okcuxoniesa Kncnorta Bi,ﬂ,

cepTudikar BianoBigHOCTI
€Bponencobkin
thapmakonei/MoHorpadoii.
MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudikaTa BiZnNoBiAHOCTI
€sponelicbkin hapmakonei: ans
A®l; pns BuxigHoro
MaTtepiany/peareHTy/npoMibKHOro
NPOAYyKTY, WO
BUKOPVCTOBYHOTHCS Y
BUpPO6HULTBI ADI; ans
[OMOMDKHOT PEYOBUHN
(cepTudpikaT BigMOBIAHOCTI
€Bponeiickkili hapmakonei) -
OHoBReHW cepTuddikaT Bif yxe
3aTBEPAKEHOIO BUPOOHMKA -
MoaaHHA oHosneHoro CEP
1999-047-Rev 10 gna A®I

BXE 3aTBEepKEHOro BUPOGHMKA
ICE S.P.A,, ITanis.
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

HaykoBo-
nocnigHui
IHCTUTYT
Xennenep MvbX,
HimeuunHa

( 3aTBepmxeHo: R1-CEP 1999-
047-Rev 09, 3anponoHoBaHo:
CEP 1999-047-Rev 10). 3miHu |
TUNy - AAMIHICTPaTUBHI 3MiHW.
BunyyeHHsi BUpO6HUYOI
OinbHULI (BKNOYAKOUN AiNTbHUL
ans A®l, npomiXHOro NPoayKTy
ab0 roToBOro NikapcbKoro
3acoby, AinbHuLi Ans
NpoBefeHHs NaKyBaHHS,
BMPOGHWKA, BiAMoBifaIbHOMO 3a
BWMYCK Cepiid, MicLe
NPOBeAEHHS KOHTPOIO cepii)
ab0o nocTavasibHMKa BUXigHOMO
mMaTtepiany, peareHty abo
[,0MOMDKHOT PeYOBUHU (SIKLLO
3a3HayeHo y JOCbE) BunyyeHHs
BMPOBGHUYOT AiNbHULI AN
npoMixHoro npoAykty: SHILPA
MEDICARE LIMITED.

307.

YPCO®AJIbK

ursodeoxy
cholic acid

ypcope3
OKCKXOS
eBa

kcnota

AO5AA
02,
A05B

TabneTku, BKPUTI
NNiBKOBOKO
060s10HKO10, No 500
mr; no 25 TabneTok
y 6nicTepi; no 1, 2,
abo no 4 6nictepu B
KapTOHHI Kopo6Lyi

Op. danibk
Papma
v6X

Himeyun
Ha

BignosigansHuii
3a BUNyCK cepiit
KiHLleBoro
npoaykty: p.
danbk Papma
M6X, HimeuunHa;
Bupo6HMK
[030BaHOT hopmu,
nepBuHHE,
BTOPVHHE
nakyBaHHS Ta
KOHTPO/b AKOCTI:
JNlo3aH ®apma
'm6X, HimeyunHa;
Bupo6HuK,
BiAnNoBigabHUIA 3a
NnepBuHHE,
BTOPVHHE
nakyBaHHS Ta
KOHTPO/1b SKOCTI:
No3aH ®apma
'mM6X, HimeuunHa,;
BUPOGHK,
BignoBiganbHWi1 3a
KOHTPO/b SKOCTI:
MpuBaTHWit

Himeyun
Ha

BHECEHHS 3MiH [0
peecTpauinHMx maTepianis:
3MiHu | TMNY - 3MiHKU 3 SKOCTI.
CepTtudoikat BignosigHocTi/lE-
cepTtudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MmoHorpadii.
MopaHHsA HOBOro abo
OHOBJ/IEHOTO cepTudikata
BiAnoBiAHOCTI ab0 BU/TyUYEHHS
ceptucpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: Ans
A®I; ons BuxigHoro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO
BUKOPVCTOBYIOTHCS Y
BUPOGHMLTBI ADI; ans
[0MOMDKHOT PEYOBUHMN
(cepTudpikat BIANOBIAHOCTI
€poneiicbkili hapmakonei) -
OHOBReHWi cepTuddikaT Bif yxe
3aTBEPAXKEHOrO BUPOOHMKA -
MogaHHA oHoBneHoro CEP
1999-047-Rev 10 gns A®I
ypcoae3oKcmxonesa K1cioTa Big,
BXE 3aTBEP)KEHOro BUPOOHMKa

3a
peyenmom

UA/3746/03/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

HayKoBO-
nocnigHui
IHCTUTYT
Xennenep MvbX,
HimeuunHa

ICE S.P.A,, ITanis.

( 3aTBepmxeHo: R1-CEP 1999-
047-Rev 09, 3anponoHoOBaHoO:
CEP 1999-047-Rev 10). 3MiHu |
TUMy - AAMIHICTPaTVBHI 3MiHW.
BunyyeHHsi BUPO6HUYOI
AinbHUUI (BKTHOYAOYN AiNbHULL
ons A®l, npomiKHOro NPoOAyKTy
a60 roToBOro Nikapcbkoro
3acoby, AinbHnui Ans
NpoBefeHHsA NaKyBaHHs,
BMPOGHMKa, BiANOBIA&/ILHOIO 3a
BUMYyCK cepiiA, MicLe
NPOBeLEHHS KOHTPOSTO cepii)
abo nocTayasibHMKa BUXigHOO
mMaTepiany, peareHTy abo
[L0MOMIKXHOT PeYOBUHU (SIKLLO
3a3HayeHo y JOCLE) -
BunyueHHs BUPO6HUYOI
OiNbHULI 415 NPOMIKHOTO
npoaykty: SHILPA MEDICARE
LIMITED

308.

DPABPA3NM®

agalsidase
beta

arasicug,
asa beta

Al6AB
04

MopoOLLOK AN
NpUroTyBaHHs
KOHUeHTpaTy (5
Mr/MAT) 4718 PO3YUHY
ONs iHgy3ilA; no 5 mr
abono35wmry
dhnakoHi; no 1
hnakoHy B
KapTOHHI Kopo6Lyi

CaHodi
B.B.

Higepna
HAW

BMPOGHMLTBO
KiHLLeBOro
NPoAyKTy
(fillAfinish),
KOHTPONb

cepii/sunpobyBaHH
A, NepBMHHa Ta
BTOPVHHA
ynakoBka, f,03BiN
Ha BUMYCK cepii:
[xeH3aiim lpnang
Niviten, Ipnaxgis

IpnaHgjs

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHu Il TURy - 3MiHKM Woa0

6e3nekn/edeKTBHOCTI Ta
dhapmakoHarnsgy. BHeceHHs
a60 3MiHa(K) 40 3060B'A3aHb Ta
YMOB BMAaui peectpauiiiHoro
nocBig4eHHs, Bkovatoun Mnax
ynpaBniHHA pu3nKamu
(3acTocyBaHHs 3MiH(1), Ski(a)
BMMaratoTb(€) nofasibLIoro
06I'pyHTYBaHHSI HOBUMY
[0AaTKOBUM AaHVMK, L0 MatoThb
Ha/faBaTnCa KOMMNETEHTHUM
OpraHoM, OCKi/IbK/ BUMaraeTbCcs
CyTTEBA OL{iHKA KOMMNETEHTHUM
opraHom) 3asiBHUKOM Sanofi
B.V., HigepnaHan oHoBneHo
nnaH ynpaeniHHA pyU3nkamm
(gani — NYP) po Bepcii 3.0
nikapcbKoro 3acoby
PABPA3VIM®, nopoLuok ans
NPUroTyBaHHs KoHLeHTparty (5
Mr/M1) AN PO3YUHY ANA

3a
peyenmom

UA/10306/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

iHcpysiii; no 5 Mr a6o no 35 mry
chnakoHi; no 1 chnakoHy B
KapTOHHIA KopobLi 3 MeTo
BUAAIEHHS AOCIIKEHHSA
kateropii PASS 3 3 nnaHy
thapmakoHarnagy B MYP ta
3aMiHW A0ro pyTUHHUM
MOHITOPUHIOM chapMakoHarnsay
3 NoJaHHAM OLHKWN 6e3neku B
PSUR, a TakoX BHECEHHS HLINX
OHOBJ/1eHb A0 MYP, norogxeHux
y Xo4i nonepeaHix npouenyp
EMA. 3MiH1 BHECEHO [0 YacTuH:
| «3aranbHa iHdhopmauis», I
«Cneundikauisi 3 6esneku», Il
«MnaH 3 papmakoHarnagy», V
«3axoay 3 MiHimi3auii pusukie»,
VI «Pe3tome nnaHy ynpasniHHA
pusnkamm», VII «ogatkm».
MYP Bepcis 3.0 norogxeHo
(eCTD nocnigosHicTb Ne 0001).

309.

®EPBEKC
ana
J[LOPOCNNX

paracetam
ol,
combinatio
ns excl.
psycholept
ics

napauet
amorn,
Kucnota
ackop6iH
oBa
(BiTamiH
Q),
theHipam
iHy
maneart

NO02B
E51

NMopOLLOK AN
OpasIbHOTO PO3UMHY;
8 calle y KapTOHHii
Kopoo6Li

YMNCA
CAC

®paHuis

YMNCA CAC

®paHuis

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHY | TMNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknit 3aci6.
KOHTpPO/Ib rOTOBOrO MiKapCbKoro
3acoby. 3miHa napameTpis
cneuudikauin Ta/abo
[0MNyCTUMUX MEX rOTOBOrO
niKapcbkoro 3acoby (iHLi 3MiHW)
npusegeHHs Cneuudikauii MKA
N3y BignosigHicTb 40
mMarepianis BUpo6HMKa (po3gin
3.2.P.5.1. Cneundikauis), a
came 3a NoKasHUKOM
«lpeHTudpikauis airoumx
peyosuH: MapatieTamorn.
AckopbiHoBa kucnoTa.
deHipamiHy maneat.»
[o4aeTbCA NocunaHHsa Ha €sp.
Papwm. 2.2.25 g0 BXe
3aTBEpPAKEHOr0 MeToay €Bp.
Papm. 2.2.29.

6e3
peyenma

UA/7741/01/01

310.

DTAMIPIKC
200

cefixime

Lediken
My
Tpurigpa

JO1DD
08

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKOH0, Mo 200

AHaHTa
Megikeap
14,

Benuka
BpuTaHi
A

CeHc Jlabopatopic
MeT. NiT14.

IHAiA

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:

TexHiyHa nomuska (3rigHo

3a
peyenmom

UA/11911/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

mr; no 10 TabneTtok
y 6nictepi; no 1
6nicTepy B naui

Haka3y MO3 Big 23.07.2015 Ne
460). BunpaBneHHs TEXHIYHOT
nomunkm B MKA /13, sika
noB’si3aHa i3 NpMBeeHHAM
KpUTEpIito MPUIAHATHOCTI 3a
NoKasHNKOM «OHOPIAHICTb
Macu» Ha MOMEHT BUMYCKY Y
Cnevyudpikauji 13 'y
Bif4NOBIAHICTb A0 KpUTEpIto
NPUIAHATHOCTI 3a NOKA3HVKOM
«OfHOpIgHICTb Macu»
3a3HayeHoro y Metogax
KoHTposo /13 'y MKA N13.
MponoHoBaHa pegakuis
TEXHIYHOT MOMWJIKM BignoBifae
maTepianam peecTpaviiiHoro
[OCbE.

[Litova pepakuis
Cneuudpikavis
OpHopigHicTb Macu
-Ha momeHT Bunycky
+5 % Bif cepeHbOI Macu
Y npoueci 36epiraHHs
+5 % Bif, cepefiHbOT Macu
Bput. @, XIl G., €Bp. ®.2.9.5
MponoHoBaHa pegakuis
Creuundikavis
OpHopigHiCTb Macu
-Ha momeHT Bunycky
+3 % Bif cepefHbOI Macu
Y npoueci 36epiraHHs
+5 % Bif cepeaHbOI Macu
Bput. @, XIl G., €Bp. ®.2.9.5

311.

®/TIOKCAN®

ofloxacin

odp1IoKe
auyuH

SO1AE
01

Ma3b o4yHa 0,3 % no
3 1y namiHoBaHii
Ty6i; no 1 1y6i B
KapTOHHI KOpOOL

TOB
«BAYL
XEJIC»

Ykpaina

[Op. l'epxapg MaHH
Xewm.-chapm.
dabpuk MM6X

Himeyun
Ha

BHECEHHS 3MiH 0
peecTpauiiHnux matepianis:
3MiHu | TUnNy - 3MiHK Woa0
6e3nekn/edeKkTNBHOCTI Ta

dhapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3ara/ibHeHUX
AaHvX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNMoBHOBaXXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHol

3a
peyerimom

UA/8528/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

ocobu 3 hapmakoHarnagy
3as1BHMKA 419 34iCHEHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsay (Bkaroyaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MilLieHHi MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa MicLLe3HaX0MKEHHS
macTep-chaiina cuctemm
hapmakoHarnsgy. 3miHa micus
3[iiCHEHHS] OCHOBHOI Aisi/TbHOCTI
3 (hapmakoHarnagy.

312.

®/TIOKCAN®

ofloxacin

odp1IoKe
auyuH

SO1AE
01

Kpanni O4Hi, po34nH
0,3%; no5mny
hnakoHi 3
KpanesibHuueto; no 1
chnakoHy 3
KpanenbHULE B
KapTOHHI KOpo6Lyi

TOB
«BAYL
XEJIC»

YkpaiHa

[Op. l'epxapg MaHH
Xewm.-chapm.
dabpuk MM6X

Himeyun
Ha

BHECEHHS 3MiH 0
peecTpauiiHnx maTepianis:
3MiHu | TUnNy - 3MiHK Woa0
6e3nekn/edeKTNBHOCTI Ta

dhapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3ara/ibHeHUX
[aHux nNpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNMoBHOBaXXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKa 419 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLO BOHA BiAMiIHHA Bif
YNOBHOBaXEHOI 0coby,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnagy (Bkio4yawum
KOHTaKTHi flaHi) Ta/abo 3MiHN y
po3MilLeHHI MacTep-tharina
cuctemu chapmakoHarnsgy)
3MiHa MicLe3HaxXoMKEHHS
mMacTep-haiina cuctemm
thapmakoHarnagy. 3miHa micus
3[jiACHEHHS1 OCHOBHOT AisiNIbHOCTI
3 dhapmakoHarnsay

3a
peyerimom

UA/8528/01/01

313.

®TIOKCAHEK
CT

ofloxacin

ogu10KC
auuH

SO1AE
01

Kpansni O4Hi, pO34uH,
3 mr/mn; no 10 mny
dNakoHi-

BIOCANH
Creyn
NIABOPAT

Cnosay
bka
Pecny6n

BMPOGHMLTBO
roToBOI NPOAyKLi,
KOHTPO/Ib SIKOCTI,

ITanisa

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3miHa 3asBHuka /13 (MIBM)

3a
peyenmom

UA/17434/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
KpanesnbHuyi; no 1 OPI3 ika nepBuHHe Ta (BnacHvika peecTpauiiHoro
dhnakoHy- c.p.o. BTOPUHHE nocBigYeHHs) (3rigHO Hakasy
KpanesibHULi B nayui nakyBaHHs1, BUMYCK MO3 Big 23.07.2015 Ne 460):
cepii: 3MiHV BHECEHO B TEKCT
PAPMITEA MapKyBaHHSA ynakoBOK
C.N.A., ltanis; niKapcbkoro 3acoby oo
anbTepHaTuBHe HaliMeHyBaHHS Ta
BTOPVIHHE MiCLie3HaXOMKEHHA 3asBHUKA.
nakyBaHHS: BBegeHHs1 3MiH npoTsirom 6
dapma lMapTHepc MicSLiB NiCNs 3aTBEPAYKEHHS.
C.P.N1., Itanis;
Micue cTepunisauii
nepBUHHOI
yNakoBkM (3a
[0MoMOroto
ramma-
BWMPOMIHEHHS):
CrepireHikc ITanis
C.M.A., ltanis;
Jopatkose
BTOPVHHE
nakyBaHHs:
®ANIOPHI C.P.N1,,
ITanisa
314. | ®IOKCIYM® levofloxaci | nesochn | JOLMA | Tabnetku, BKpuUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 40 3a He UA/1315/01/01
n okcauuH | 12 nNiBKOBOIO "Kuismegn "KuiBmeanpenapa peecTpavuiiHux maTepianis: peuenmom niosnsie
y o060710HKOt0, No 500 penapar" T 3MiHu | TURY - 3MiHK WoAo ae
remiriap Mr no 5 a6o no 10 6e3nekn/edeKTBHOCTI Ta
at Tabnetok y 6nictepi;

no 1 6nictepy B
nauuj

thapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuy,i
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MeJNYHOro 3aCTOCyBaHHS
reHepnyHux/ribpngHunx/6ionoaio
HMX NiKkapcbknx 3acobiB nicns
BHECEHHS Ti€i camoi 3MiHM Ha
pedhepeHTHW1 NpenapaT (3MiHa
He noTpebye HafaHHA XOLHUX
HOBUX JOAATKOBUX AaHMX).
3MiHU BHECEHO A0 IHCTPYKLUi
AN MeAnYHOro 3acToCyBaHHs
NiKapcbKoro 3acoby y po3ainm
"apmakonoriyHi BnacTmBocTi",
"Moka3aHHA", "B3aemogis 3
iHLUMMK NikapcbkrMKn 3acobamm
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

Ta iHWi BUAW B3aemopiii",
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rofyBaHHsA
rpyaate”, "3gartHicTb BMBaTH
Ha LWBNAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNoOpPTOM
abo iHWKYMKY MexaHi3mammn®”,
"Cnoci6 3acTocyBaHHA Ta 403",
"Mepeno3yBaHHA", "M06IYHI
peakuii” 3rigHo 3 iHdhopmaLieto
00 MEANYHOTO 3aCTOCYBaHHS
pedyepeHTHOro Nikapcbkoro
3acoby (Tavanic 500 mg film-
coated tablets (Sanofi-Aventis,
Ireland LTD)). BBefeHHA 3MiH
npoTArom 6-T1 MicAUiB micns
3aTBEepPMKEHHS. 3MiHK | Tuny -
3MiHV Wwoao
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOpOTKili xapakTepucTu,i
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
Me[MYHOro 3aCTOCyBaHHA Ha
nigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3acTOCyBaHHS NiKapcbKoro
3acoby B nicnsipeecTpauiiHnii
nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 LOCNiIKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy
negiarpuyHux gocnigpkers (PIP)
(3MiHY y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXKEHVM
opraHom). 3MiHM BHECEHO A0
IHCTPYKUIT AN MeguyHoro
3aCTOCYyBaHHS NiKapCbKoro
3acoby B po3gin "MNo6ivHi
peakuii” BignosigHoO A0
OHOB/IEHOT iHdopMaLiii 3
6e3neku Ailo4oi peHOBUHY.
BBefeHHA 3MiH NPOTArom 6-Tn
MicsILLiB NicNs 3aTBEPAKEHHS.
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HS** 20
mosaHa HU nocsioYyeHHs1
Hassa*
315. | ®IOPASI], ceftazidim | uedptasm | JO1DD | nopoLlok Ans AHaHTa Benvka AHaHTa Megikeap IHAis BHECEHHS 3MiH [0 3a UA/17125/01/01
e anm (y 02 pO3umnHy ans iH'ekuin | Megikeap Bputai Nimiteq peecTpauiiHnx matepianis: peyenmom
hopmi no 1r; 1 donakoH 3 nra. A 3MiHY | TMNY - 3MiHK 3 AKOCTI.
uedrasm NOPOLLKOM B KOPOOGL FoToBWIA Nnikapcbkuii 3aci6.
oMy 3MiHM Yy BUPOGHMLTBI. 3MiHa
neHTarig po3Mipy cepil (BKHoYaoun
paty) LianasoH po3mipy cepii)
rOTOBOrO J1iKapCbKOro 3acoby
(3MeHLweHHA go 10 pasis) -
BBE/IEHHS 404AaTKOBOrO PO3mipy
cepii N3 38 610 dhnakoHiB B
[OMOBHEHHSA [0 BXe
3aTBEpPKEHOro po3mipy cepii 50
000 dhrakoHiB 418 NOPOLLKY ANs
pO34UHY ANs iH'ekyii no 1 r.
316. | PIYAAPABI fludarabin dnypap | LO1BB | koHueHTpart ans Akkopg, Monbwa poparkose Monbwa BHECEHHS 3MiH 0 3a UA/20471/01/01
H AKKOP/J, e abiHy 05 PO3YUHY NS iH'EKLi Xenckea BTOPUHHE / peecTpauiiHnx maTepianis: peyenmom
hocgpat abo iHgysili, 25 Moncka nakyBaHHs: Yropuum 3MiHu | TUnNy - 3MiHK Woa0
mr/mn, no 2 mn (50 Cn. 30.0. Akkopg, Xenckea Ha/ 6e3nekn/edekTMBHOCTI Ta
Mr/2 M) y chnakoHi; Nimitea, Benuka IHpis/ thapmakoHarnsgy. BeegeHHs
no 1 dpnakoHy B BpuTaHis; IcnaHis/ a60 3MiHM [0 y3ara/ibHeHUX
KapTOHHIN nayui BMNYCK Cepil: Ipeuis [aHuX npo cuctemy

Akkoppa Xenckea
Moncka Cn. 3 0.0.
Cknag Imnoptepa,

MonbLa;
KOHTPO/1b AKOCTI:
€BpodiHC
AHaniTikan
Cepsices XaHrepi
KcpT., YroplumHa;
BMPOGHMLTBO
nikapcbKoro
3acoby, nepBunHHe
Ta BTOPUHHE

nakyBaHHs, KOHTaKTHi flaHi) Ta/abo 3MiHN y
KOHTPO/1b SIKOCTI: po3MilLeHHI MacTep-tharina
IHTac cuctemu chapmakoHarnsgy)
dapmacbioTikanc 3MiHa yNnoBHOBaXXeHOi 0cobu
Nimitea, IHgis; 3asBHVKa, BiANOBIAA/ILHOI 3a
Jopjatkose dhapmakoHarnsg,.
BTOPWHHE [Litova pepakuin: Apnetta
nakyBaHHs: BepuHcbka / Arletta Werynska.
Na6opatopi MponoHoBaHa pepakuis: Arata
dyHpacio fay, leiiceBnu / Agata Gesiewicz.
IcnaHis; 3MiHa KOHTaKTHUX OAaHUX

thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNMoBHOBaXXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKa 419 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLO BOHA BiAMiIHHA Bif
YNOBHOBaXEHOI 0coby,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnagy (Bkio4yawum
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
MiKpPOGIONOTiYHMIA yNOBHOBaXeHOI 0cobw,
KOHTPO/Ib: BignoBigasibHOI 3a
dapmasanig K., hapmakoHarnsag.
YropLumHa;
BTOPVIHHE
nakyBaHHS:
AkKoppg, Xenckea
CiHrn Membep
C.A., Ipeuist;
KOHTPO/b AKOCTI
cepii:
Akkopg Xenckea
CiHrn Membep
C.A., peuist
317. | ®NTYKOHA3O | fluconazol | chnykoH - NOPOLLIOK MpAT YkpaiHa Anisyc Naicp IHAis BHECEHHS 3MiH 0 - UA/15256/01/01
n e ason KpucTanivyHmim "TexHonor CaiieHcis NimiTeq, peecTpauiiHnx matepianis:
(cybeTaHuis) y " 3MiHu | TMNY - 3MiHKU 3 SKOCTI.
noAgiiHnx CepTtudoikat BignosigHocTi/lE-

nonieTuIeHoBmX
nakeTax (30BHiLLHIl
YOpHUiA) Ans
dhapmaLeBTUYHOrO
3aCTOCYyBaHHS

cepTtudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MmoHorpadii.
MogaHHsA HOBOro abo
OHOBJ/IEHOTO cepTudikata
BignoBigHOCTI ab0 BUTyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ons BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO
BUKOPVCTOBYIOTHCS Y
BUPOGHMLTBI ADI; ans
[0MOMDKXHOT PEYOBUHMN
(cepTudpikat BIANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHOBReHWi cepTuddikaT Bif yxe
3aTBEPAXKEHOrO BUPOOHMKA -
lMogaHHA OHOBNEHOTO
cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei No.
R1-CEP 2009-226-Rev 04, sikuii
MICTUTb 3MiHYy Ha3BW BMPOGHMKa
3 Glenmark Life Sciences
Limited, India Ha Alivus Life
Sciences Limited, India. 3minu |
MMy - 3MiHK 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MmoHorpadii.
MopaHHA HOBOro a6o
OHOBJ/IEHOTO cepTudikaTa
BignoBigHOCTI ab0 BUTyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin dhapmakonei: ans
A®I; ons BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO
BUKOPVCTOBYIOTHCS Y
BUPOGHMLTBI ADI; ans
[0MOMDKHOT PEYOBUHN
(cepTudpikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) -
OHOBReHWi cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
lMogaHHA oHOBNEHOTO
cepTucpikaTa BiANOBIAHOCTI
€sponelicbkiin hapmakonei No.
CEP 2009-226- Rev 05. 3MiHn y
po3ginax «Cneumdikayis» Ta
«MeToau KOHTPO/O»: 3MiHN A0
«CynpoBigHi fOMILLKN»,
«CynbthaTHa 30n1a»,
«MikpobionoriyHa uncToTa;
3MiHM y po3finax «YnakoBka» Ta
«TepMiH NEPEKOHTPOIO».
OHosneHi MKA (eCTD 0001).
[itoya pepakuis
«YnakoBKa»

YnakoBka BiAMNoBiAHO A0
HOpPMaTWBHOI JOKyMeHTaLil
hipM1-BUPOGHMKA: Y NOABIAHNX
nonieTMNeHoBUX NakeTax
(30BHILLHI YOpPHWiA), BKNaAEeHUX
y 6apabaHu KapTOHHI abo
nonieTuIeHoBI.
«TepMiH NEPEKOHTPOSIIO»

4 pokw.
MponoHoBaHa pefakuis
«YnaKkoBKa»

YnakoBka BiAMNoOBiAHO A0
HOPMAaTMBHOT JOKYMeHTau;ji
hipMK-BUPOBHNMKA: Y NOABIAHMX
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

nonieTuIeHoBMX nakeTax
(30BHILLHIl YOpHWIA), BKIAOEHNX
y nonieTnneHoBuii 6apabaH.
«TepMiH NEPEKOHTPOSIIO»
48 micauj.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
CeptudpikaT BignosigHocTi/l'E-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOrO cepTudikaTa
BiZANOBIAHOCTI 260 BUYyYEHHS
cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ansa suxigHoro
mMarepiany/peareHTy/npomMikHOro
NPOAYKTY, L0
BUKOPVCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ons
[0MNOMDKHOT peyoBUHU
(cepTudoikat BiANOBIAHOCTI
€poneiicbkili hapmakonei) -
OHOBNEeHWit cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
MofaHHA OHOB/IEHOrO
cepTudikara BiZnNoBIAHOCTI
€sponelicbkiii hapmakonei No.
R1-CEP 2009-226-Rev 03
(3aTBepmxeHo: No. R1-CEP
2009-226-Rev 02;
3anpornoHoBaHo: R1-CEP 2009-
226-Rev 03). 3miHu | Tuny -
3MiHn 3 sKocTi. CepTudikar
BignoBigHocTi/E-cepTudikar
BiANOBiAHOCTI EBpoONeiiChKiit
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOrO cepTudikaTa
BiZANOBIAHOCTI 260 BUYyYEHHS
cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ansa sBuxigHoro
mMarepiany/peareHTy/npomMibkHOro
NPOAYKTY, L0
BUKOPWCTOBYHOTHCS Y
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
BUPOGHMLTBI ADI; ans
[0MOMDKHOT PEYOBUHMN
(cepTudpikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) -
OHOBReHWi cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
lMogaHHA oHOBNEHOTO
cepTucpikaTa BiANOBIAHOCTI
€sponelicbkiin hapmakonei No.
CEP 2009-226-Rev 06.
318. | ®OPKCIFTA dapaglifloz | ganarni A10BK | Tabnetku, BKpUTI ACTPA3E | LBeuis MepBrHHE Ta Benwvka BHECEHHS 3MiH 0 3a He UA/13302/01/01
in NO3KH 01 nNiBKOBOIO HEKA Ab BTOPWHHE BputaHi peecTpauiiHux maTepianis: peuenmom nionsie
y 060/10HKO0, N0 5 Mr nakyBaHHA Ta A 3MiHn | TURY - 3MiHK WoAo ae
nponaxg, no 10 TabneTtok y BMNYCK Cepil: /WBewjis/ 6e3nekn/edeKTBHOCTI Ta
iony 6nictepi; no 3 AcTtpa3eHeka tOK CWA hapmakoHarnsgy. 3miHa y
MOHOrif, 6nictepn y Nimitea, Benuka KOPOTKili XapakTepucTuy,i
pat KapTOHHI Kopo6Lyi BpuTaHis; NiKapcbKoro 3acoby, TEKCTi
BunpobyBaHHsA MapKyBaHHS Ta IHCTPYKUIT Ans
nikapcbKoro Me[MYHOro 3aCTOCyBaHHSA Ha
3acoby: nigctasi perynspHo
AcTpa3eHeka Ab, OHOBJ/IOBAHOTO 3BITY 3 6e3neku
LBeuis; nikapcbKoro 3acoby, abo
BrnpobyBaHHs LOCTifKeHb 3 6e3mneku
nikapcbkoro 3acTOCyBaHHS NiKapcbKoro
3acoby: 3acoby B nicspeecTpayiiHnii
AcTpa3eHeka Ab, nepiog, abo sk pe3ynbTaTt OLiHK/
LLiBeLisi; BUpO6HMK 3BiTY 3 OCNiKEHb, MPOBEAEHNX
Hepo3acoBaHoro BiANOBIAHO A0 NnaHy
NpoAayKTY: negjiatpuyHux gocnigpkeHs (PIP)
AcTpa3eHeka (iHWi 3MiHW) 3MiHN BHECEHO [0
PapmacboTUKanc IHCTPYKUii 4Nns MegnyHoro
an, CWA 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3gin "Oco6/mMBOCTi
3acTocyBaHHSA" BiAMNoBIgHO A0
OHOB/IEHOT iHhopMaLii 3
6e3nekun 4ityoi pevyoBUHN.
BBefeHHs 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBEPAKEHHSI
319. | POPKCIFTA dapaglifloz | ganarni A10BK | Tabnetku, BKpUTI ACTPA3E Lsewis lMepBuHHe Ta Benuvka BHECEHHS 3MiH 0 3a He UA/13302/01/02
in No3MH 01 nNiBKOBOKO HEKA Ab BTOPUHHE BpuTaHi peecTpavuinHMx maTepianis: peyenmom nionsie
y 060/10HKOI0, N0 10 nakyBaHHs Ta Al 3MiHu | TUNy - 3MiHK Wwoao ae
nponap, mr no 10 TabneTok y BUNYCK cepil: Lseuis/ 6e3nekun/edekTBHOCTI Ta
iony 6nicTepi; no 3 Actpa3eHeka HOK CLIA thapmakoHarnagy. 3miHa y
MOHOTif, 6nictepn y NimiTen, Benuka KOPOTKIili XapakTepucTu,i
pat KapTOHHI Kopo6Lyi BpuTaHis; niKapcbKoro 3acoby, TekcTi
BunpobyBaHHs MapKyBaHHS Ta iHCTPYKUIT Ans
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
nikapcbKoro Me[MYHOro 3aCTOCyBaHHA Ha
3acoby: nigcTasi perynspHo
AcTpa3eHeka Ab, OHOBJIHOBAHOrO 3BITY 3 6e3neku
LBeuis; nikapcbKoro 3acoby, abo
BunpobyBaHHs LOCnigpKeHb 3 6e3mneku
nikapcbkoro 3acTOCyBaHHS NiKapcbKoro
3acoby: 3acoby B nicnsipeecTpauiiHnii
AcTtpa3eHeka Ab, nepiog, abo sk pe3ynbTaTt OLiHK/
LLIBewjisi; Bupo6HuMK 3BiTY 3 JOCNiIKEHb, MPOBEAEHNX
Hepo3hacoBaHoro BiANOBIAHO A0 NnaHy
NpoAyKTY: negiatpuyHux gocnigpkers (PIP)
AcTpa3eHeka (iHWi 3mMiHW) 3MiHN BHECEHO [0
PapmacbloTUKanc IHCTPYKUiT 4Nna MeguyHoro
an, CWA 3aCTOCYBaHHSA NiKapCbKOro
3acoby y po3gin "Oco6/mBOCTi
3acTocyBaHHSa" BifNoBigHO A0
OHOBJIEHOT iHhopMaLii 3
6e3neku Ajtoyoi peHOBUHN.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCsILiB Micnsi 3aTBEPAKEHHSI
320. | PYUNC® fluconazol | donykoH JO2AC | renb,5mr/rno30r TOB YkpaiHa KYCYM IHAis BHECEHHS 3MiH 0 6e3 UA/7617/03/01
e ason 01 reno y Ty6i; no 1 «KYCYM» XENTXKEP MNBT peecTpauiiHnx matepianis: peyenma
Ty6i y KApPTOHHIi nTa 3MmiHu | TYny - AgMiHICTpaTUBHI
ynakosLi 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHMKA
(BnacHvika peecTpaduiiHoro
nocBiJYeHHs) 3MiHa
HallMeHyBaHHS 3asBHUKa
(BnacHvika peecTpaduiiHoro
NnocBigYeHHs), 6e3 3MiHK
HOpUANYHOI 0cobm
321. | PYUNC® fluconazol | donykoH - renb, 5 mr/r in bulk: TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH [0 - UA/19806/03/01
e ason no 30 r reno y Ty6i; «KYCYM» XENTXKEP MNBT peecTpauiiiHix maTepianis:
no 144 ty6wu B Iyt 3MmiHu | TUny - AgMiHICTpaTUBHI
KapTOHHI Kopo6Lyi 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHMKaA
(BnacHvika peecTpadiiHoro
NnocBigYeHHs) 3MiHa
HaliMeHyBaHHS 3asiBHUKa
(BnacHvika peecTpadiiHoro
noceigyeHHs), 6e3 3MiHun
HOpUAMYHOI 0cobu
322. | X/IOPO®ININ - xnopogoi | DOBA cnpeit; no 15 mny TOBAPUC | YkpaiHa ToBapucTBO 3 YKpaina BHECEHHS 3MiH 0 6e3 UA/1556/03/01
T ninty X KOHTelHepi 3i ckna TBO 3 06MexeHo peecTpauiiHnx matepianis: peuenma
eKCTpakT abo nnactmacu; no OBMEXE BiANOBIAA/ILHICTIO 3MiHu | TURY - 3MiHK 3 SKOCTI.
rycTuii 1 KOHTElWHepy y HOMO «JlocnigHuii 3aBog, A®I. KoHTposib A®I. 3miHa y
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
nauj 3 KapToHy BIANOBIA «THLJ1C», napameTpax cneuudikaviii
ANbHICT YkpaiHa (KOHTposib Ta/abo [onycTUMMNX MEX,
10] AKOCTI, BUNYCK BU3HaYeHNX y crneyndikauisx Ha
«KOPIOP cepii); A®I, abo BUXIZHWA/NPOMIXKHWIA
AUIA TOBAPUCTBO 3 npoaykT/peareHT, Wwo
«310POB OBMEXEHORO BMKOPUCTOBYIOTLCA Y NPOLLEC
A BIANOBIAANBHI BMPOGHMLTBA AD| (4ONOBHEHHS
CTHO cneumdikaLii HOBUM NMOKa3HUKOM
«KOPIMOPALIA AKOCTI Ta BiAMNOBIAHUM METOA0M
«300POB'A», BUNPOOGYBaHHS) - AOMOBHEHHS
YkpaiHa (Bci cTagii cneuudikauii A®l XnopodininTty
BUPOGHMLTBA, €KCTPaKT rycTuiA HOBUM

KOHTPO/Ib SIKOCTI,
BWMNYCK cepi);
TOBAPUCTBO 3
OBMEXXEHOIO
BIAMNOBISANBHI
CTIO
«KOPMOPALIA
«300POB'A»,
Ykpaina

NokKasHNKoM «KinbKicHe
BM3Ha4eHHs. Cyma xsiopodinis,
y nepepaxyHKy Ha xiopodoisi A».

MponoHoBaHa pefakuis:

KinbkicHe Bu3HaveHHs1. Cyma
xnopodinis, y nepepaxyHky Ha
xnopodin A Mae 6yTw Big 0,70

% 3an. 8.1 dy*, 2.2.25 *
Jitoye BUAaHHsA. BBegeHHs 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPMKEHHA. 3MiHu | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb
A®l. 3miHa y napameTpax
cneuudikauin Ta/abo
[0MYyCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisx Ha Adl, abo
BVIXiAHWI/MPOMIKXHWIA
NpoAyKT/peareHT, Wwo

BMKOPUCTOBYIOTLCSA Y NpOLLeCi

BMPOGHMLTBA AD| (4ONOBHEHHS
cneuuaqikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifMNOBIAHUM METOA0M
BMNPOGYBaHHS) - JOMOBHEHHS
cneundikauii A®I Xnopoaininty
€KCTPaKT rycTuii HoBUM
nokasHukom «KinbkicHe

BU3HAYEHHS. ETaHON».

MponoHoBaHa pegakuis:
KinbkicHe B13HayeHHs. ETaHon
He 6inbwe 10,0% 3an. 8.2
Ldy*, 2.2.28 MeTop,
napodpasHoi xpomarorpadii * -
Jitoye BUAaHHsA. BBegeHHs 3MiH
npoTArom 6-Tm MicALiB nicas
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

3aTBEPMKEHHSA. 3MiHu | Tuny -
3MiHn 3 akocTi. A®l. KoHTposb
A®I. 3miHa y napameTpax
cneuudikauii Ta/abo
[OMyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha Adl, abo
BUXiZAHUA/NPOMiXHWIA
npoAyKT/pearexT, wo
BUKOPVCTOBYIOTHCS Y NPOLEC
BMPOGHULTBA AP| (BUNYyYEHHSA
HEe3HaYyHOro MoKasHuKa SKOCTi
(Hanpuknag BUAYyYeHHs
3acTapifioro NokasHuka))-
BUJTyYEHHA NOKa3HMKa
«AHTMBaKTepianibHa aKTUBHICTb»
3i cneumndikauii APl
XnopodininTy eKCTpakT rycTuii.
BBefeHHA 3MiH NPOTArom 6-Tn
MicSLiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TMNY - 3MiHK 3 SKOCTI.
A®I. KoHTposnb A®L. 3miHa y
napameTpax cneuudikaviii
Ta/abo [onycTMMNX MEX,
BU3HaYeHNX y crneyndikauisx Ha
A®I, abo BUXIZHWA/NPOMIXKHWIA
npoAyKT/pearexT, wo
BUKOPVCTOBYIOTHCS Y NpoLEeCi
BMPOGHULTBA ADI (iHLLI 3MiHN).
CynyTHS 3MiHa- 3MiHM 3 SIKOCTI.
A®I. KoHTposnb A®L. 3miHa y
mMeTodax BunpobysaHHs Ad|
abo BuUXigHoro
mMartepiany/npomibKHOro
nNpoAykTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA ADI (iHLWi 3MiHK Y
mMeTofax BUNPobyBaHHSA
(Bkntovaroum 3amiHy abo
[0NoBHeHHs)) A®| abo
BVIXiZHOr0/NMPOMiXHOro
npoaykty) (b.1.6.2. (') 1B)
3MiHM y cneumdikauii Ta MeTogi
BU3HAUYEHHSA 3aU/TMLLIKOBOT
KINIbKOCTi OpraHivyHmnx
PO3UMHHUKIB B AD|

XnopogininTy ekcTpakT rycTuii.
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
Bumoru cneuudikauii wono
KifIbKOCTi METUIeHX/10pnAaY B

A®| 3anmwweHo 6e3 3MiH.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCSLB NiCNs 3aTBEPAXKEHHS.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
A®I. KoHTponb APl. 3miHa y
MeToAax BunpobysaHHs Ad|

abo BuxigHoro
mMaTtepiany/npombKHOro
npoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA AP (iHLI 3MiHN Y
mMeToAax BUNPoGyBaHHSA
(BkntOvaruM 3amiHy abo

[OMNoOBHEHHA) AD| abo
BVIXiZLHOr0/MPOMiXXHOr0
npoaykry) - 3MiHa metogy
BUNPOBYBaHHA A1 NOKa3HUKa
«laeHTudikauis. Xnopodinus» y

MeTogax KoHTpono AdI
XnopoininTy ekCcTpakT rycTuii
(3aTBEpAXEHO: BunpobyBaHHs

A, OdY*, 2.2.25;
3anponoHoBaHo: BunpobysaHHA

A, siKicHa peakuis). BBegeHHs

3MiH NPOTAroM 6-Tu MicALiB
nicns saTBepkeHHs. 3MiHu |

MRy - 3MiHM 3 sKocTi. FoToBWIA

nikapcbkuii 3aci6. KoHTponb

rOTOBOrO /1iKapCbKOro 3acooby.
3miHa napameTpiB cneuudikawii

Ta/abo fonycTUMUX MeX

roTOBOrO JliKapCbKOro 3acoby
(monoBHeHHs cneuudikavii
HOBUM MOKa3HUKOM 3
BiZANOBIAHUM METOA0M

BMNPOGYBaHHS) - AOAAETbCA

nokasHuK «KinbkicHe
BM3HayeHHs. Cyma xiopodinis,
y nepepaxyHkKy Ha xsiopodin A»

3 BiANOBIAHUM METOA0M

KOHTPO/I10 (3anponoHOBaHO:
BmicT cymu xnopodinis B 1 mn

npenapary, y nepepaxyHky Ha
xnopocpin A, mae 6yTu He
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

MEHLMM Hix 0,014 mr. 3a n.
10.3 MK4A, fidy*, 2.2.25).
BBefeHHA 3MiH NPOTArom 6-Tn
MicsLiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TMRY - 3MiHK 3 SKOCTI.
[oTOBWIA Nnikapcbkunii 3aci6.
KOHTpOsb roTOBOro NikapcbKoro
3acoby. 3viHa napameTpis
cneyudikayin Ta/abo
[0NyCTUMUX MEX rOTOBOTO
NiKapcbKoro 3acoby (BUyYeHHS
He3Ha4yHOro nokasHuka
(Hanpwvknag 3actapinoro
noKa3HMKa, Takoro sk 3anax Ta
cMak, abo igeHTudikauis
6apBHYIKIB Y/ CMaKOBUX
[06aBoK)) - BunyyeHHs
nokasHuka «AHTUbakTepiaibHa
aKTMBHICTb» 3 MKA MN3.
BBegeHHs 3MiH npoTArom 6-tv
MiCALB NiCNa 3aTBEPOXEHHS.
3MiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbknii 3acib.
KOHTpO/b roTOBOro MikapcbKoro
3acoby. 3miHa y meTofax
BUMNPOOYBaHHA rOTOBOrO
nikapcbKoro 3aco6y (iHLwi 3MiHK
y MeTogax BunpobyBaHb
(Bkntovaroum 3amiHy abo
[OMOBHEHHS)) - 3MiHa MeToay
BUNPOBYBaHHA A1 NOKa3HUKa
«laeHTudikauis. Xnopodinus» y
MeTogax KoHTpont M3
(3anponoHoBaHoO NPoBOANTYU
ineHTudbikauito xnopodinis
MeTOZOM SKICHOI peakLir).
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALB Nic/1A 3aTBEPAKEHHS.

323.

X10PO®ININ
T

xnopodi
ninTty
eKCTpaKT
rycTuit

DO8A

po34urH B onii, 20
mr/mn, no 20 mny
dhnakoHi; no 1
hnakoHy B KOpooLi

TOBAPUC
TBO 3
OBMEXE
HOlO
BIAMOBIL,
AJIBHICT
o
«KOPMOP

YkpaiHa

KOHTPO/b SKOCTI,
BMNYCK Cepil:
ToBapucTso 3
06MEeXEHO
BiANOBIAA/BHICTIO
"[locnigHnii 3aBog
"rHuNCY,
YKpaiHa;

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx MaTepianis:
3MiHu | TMNY - 3MiHKU 3 SKOCTI.
A®I. KoHTposnb A®IL. 3miHa y
napameTpax cneuudikaui
Ta/abo [onycTUMUX MEX,
BM3HaYeHNX y cneyndikauisx Ha
A®l, abo BMXigHWIA/NPOMIKHWUIA

6e3
peyenma

UA/1556/02/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
AUIA BCi cTagii npoayKT/peareHT, Wwo
«300P0OB BMPOBGHMLITBA, BMKOPUCTOBYIOTbCS Y NPOLLECI
"HA» KOHTPO/1b SIKOCTI, BMPOGHMLTBA AD| ([ONOBHEHHSA
BUNYCK cepil: cneumdikaLii HOBUM NMOKa3HUKOM
TOBAPUCTBO 3 SIKOCTi Ta BigNoOBIigHNM MeToA0M
OBMEXXEHOIO BUNPO6YBaHHS) AOMNOBHEHHSA
BIANOBIAANBHI cneuudpikauii A®l Xnopodininty
CTIO €KCTPaKT rycTuii HOBUM
«KOPIMOPALIA NnokKasHNKoM «KinbkicHe
«300POB'A», BM3HayeHHs. Cyma xiopodinis,
YkpaiHa; y nepepaxyHKy Ha xsiopodin Ax».
BCi cTagii
BMPOOHULITBA, MponoHoBaHa pepakuis:

OKpiM KOHTPOSI0
AKOCTi Ta BUMYCKY
cepii:
TOBAPUCTBO 3
OBMEXEHORO
BIANOBIAANbHI
CTIO
«KOPIMOPAUIA
«300POB'A»,
YkpaiHa

KinbkicHe BU3HAUYeHHS.
Cyma xnopodoinis, y
nepepaxyHky Ha xsopodin A
Mae 6yTu Big 0,70 %
3an. 8.1
AdYy* 2.2.25
* gitoye BUAAHHS
BBefeHHA 3MiH NPOTArom 6-Tn
MicsLiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TMRY - 3MiHK 3 SKOCTI.
A®I. KoHTposnb A®IL. 3miHa y
napameTpax cneuudikauiii
Ta/abo [onycTUMUX MEX,
BU3HaYeHNX y crneyndikauisx Ha
A®I, abo BUXIZHWA/NPOMIXKHWIA
npoAyKT/pearexT, wo
BUKOPVCTOBYIOTHCS Y NPOLEC
BMPOGHMLTBA AD| (ONOBHEHHS
cneuudikaLii HOBUM NMOKa3HUKOM
AKOCTI Ta Bi4NOBIgHUM MEeTO0M
BMNPOGYBaHHSA) AONOBHEHHS
cneuudikauii A®l Xnopodininty
€KCTPaKT rycTuiA HOBUM
NokKasHNKoM «KinbKicHe
BU3HAYeHHA. ETaHOoN».
MponoHoBaHa peaakuis:
KinbkicHe BU3HAYEHHS.
EtaHon
He 6inbwe 10,0%
3an.82
Aoy*, 2.2.28
MeToga napodasHoi
XpomaTtorpadii
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
* - pitove BUAHHA

BBegeHHs 3MiH npoTArom 6-tv
MiCALB NiCNa 3aTBEPOXEHHS.
3MiHu | TURY - 3MiHK 3 SKOCTI.
A®I. KoHTponb A®l. 3miHa y
napameTpax crneuudikauiii
Ta/abo [onyCcTUMNX MEX,
BM3HAYEHNX Yy cneundikauisx Ha
A®I, ab60 BMXigHWIA/NPOMDKHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYIOTBCS Y NPOLEC
BMPO6HULTBA API (BUYUYEHHS
He3HayHOro nokasHuka sKocTi
(Hanpuknag BUIyYeHHs
3acTapifnioro nokasHuka))
BW/TyYEHHS NOKa3HMKa
«AHTMGaKTepiasibHa aKTVBHICTb»
3i cneumdikauii Ad®|
XnopogininTy eKCTpakT rycTuii.
BBegeHHs 3MiH npoTArom 6-tv
MiCALB NiCNa 3aTBEPOXEHHS.
3MiHu | TURY - 3MiHK 3 SKOCTI.
A®I. KoHTponb A®l. 3miHa y
napameTpax crneuudikauiii
Ta/abo [onyCcTUMNX MEX,
BM3HAYEHNX Yy cneundikauisx Ha
A®I, ab60 BUXigHWIA/NPOMDKHWIA
npoAyKT/peareHT, Wwo
BUKOPVCTOBYIOTBCS Y NPOLEC
BUpoOHULUTBA AP (IHLLi 3MiHW)
CynyTHS 3MiHa - 3MiHW 3 SKOCTI.
A®I. KoHTponb A®l. 3miHa y
MeTofax BunpobyBaHHsa AdI
ab6o BuxigHoro
mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, Lo
BVIKOPWCTOBYETLCS Y NpoLieci
BMPOGHMLUTBA ADI (iHLWi 3MiHU Y
mMeToAax BUNpPoGyBaHHS
(Bkntovaroumn 3amiHy abo
[0MnoBHEHH:A) AD| abo
BUXiAHOrO/NPOMIXHOro
npoaykty) (b.1.6.2. (') 1B)
3miHu y cneyudikauii Ta meTogi
BU3HAUYEHHA 3a/TMLLIKOBOT
KIZIbKOCTi OpraHivyHmx
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
PO34nHHYKIB B ADI
XnopogininTy eKkcTpakT rycTuii.

Bumoru crneundikauii Wwoao
KINIbKOCTi MeTueHxopuay B
A®| 3anmweHo 6e3 3MiH.
BBefeHHA 3MiH NPOTArom 6-Tn
MicsLiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TMNY - 3MiHK 3 SKOCTI.
A®I. KoHTposnb A®IL. 3miHa y
MeTodax BunpobysaHHs Ad|
abo BUXigHoro
mMartepiany/npomiKHOro
NpoAyKTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA ADI (iHLWi 3MiHK Y
mMeTofax BUNPo6yBaHHSA
(Bkntovaroum 3amiHy abo
[0NoBHeHHs)) A®| abo
BVIXiZHOr0/NMPOMiXXHOro
npoaykTy) 3miHa MmeTogy
BUMNPOOYBaHHA A1 NOKa3HUKa
«lpoeHTudikauis. Xnopodinu» y
MeTofax KOHTpono Ad|
XnopogininTy eKkcTpakT rycTuii
(3aTBEpAKEHO: BUnpobyBaHHs
A, [oYy*, 2.2.25;
3anponoHoBaHo: BunpobyBaHHs
A, siKicHa peakuis). BeefeHHs
3MiH NpPOTArom 6-Tu MicsuiB
nicnsa 3aTBepAXeHHs. 3MiHn |
T™Mny - 3MiHW 3 SIKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapcbKoro 3acoby.
3MiHa napameTpiB cnewmdikauiii
Ta/abo JoMyCTUMUX MeX
roTOBOrO J1iKapCbKOro 3acoby
(monoBHeHHSA cnevudikawii
HOBMM MOKa3HUKOM 3
BiAMNOBIAHUM METOA0M
BMNPOO6YBaHHSA) AOAAETLCA
nokasHuk «KinbkicHe
BU3HayeHHs. Cyma xniopodinis,
y nepepaxyHky Ha x/10podin A»
3 BigNOBIAHMM METOAOM

KOHTPO/II0 (3anNpONOHOBAHO:
BmicT cymu xnopodinis B 1 mn
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n/n

Hasga

JliKapcbKo20

3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

npenapary, y nepepaxyHky Ha
xnopodin A, mae 6yt He
MEHLUMM HixX 0,14 mr. 3an. 7
MK4, AdYy*, 2.2.25). BBegeHHs
3MiH NPOTArom 6-Tu MicsuiB
nicnsa 3aTBepAXeHHs. 3MiHn |
T™Mny - 3MiHW 3 SIKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3miHa y meToax BunpobyBaHHs
rOTOBOrO J1iKapCbKOro 3acoby
(iHWi 3miHW y meTogax
BMNPOGYBaHb (BK/IHOYAOUM
3amiHy abo JONOBHEHHS)) 3MiHa
meToAy BUNPOBYBaHHA ANA
nokasHuka «lgeHtudikauis.
Xnopodinu» y metogax
KOHTposto MN3 (3anponoHoBaHO
NPOBOAMUTK ifeHTUiKaL, o
X10podpiniB METOA0M SIKICHOT
peaxuii). BBegeHHs 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPMKEHHA. 3MiHu | Tuny -
3MiHK 3 sKoCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO J1iKapCbKOro 3acoby.
3MiHa napameTpiB cneuudikauiii
Ta/abo fonyCTUMUX MeX
rOTOBOrO J1iKapCbKOro 3acoby
(BWMNYYEHHSI HE3HAYHOTO
nokasHuka (Hanpuknag
3aCTapifioro NoKasHvika, Takoro
AK 3anax Ta cmak, abo
ineHTudbikaLis 6apBHUKIB UK
CMakoBux f06aBok)) BunyueHHs
nokasHuka «AHTUbakTepiaibHa
aKTMBHICTb» 3 MKA MN3.
BBegeHHs 3MiH npoTArom 6-tv
MiCALB Nic/IA 3aTBEPIKEHHS.

324.

XNopPooInin

T

xnopodi
ninTy
eKCTpaKT
rycTui

po34unH B onii, 20
mr/mn, in bulk: no 50
n'y 604kax
nnacTMacoBmx

TOBAPUC
TBO 3
OBMEXXE
HOO
BIAMNOBIA,
AJTLHICT
to

YkpaiHa

BCi cTagii
BMPOBHULITBA,
KOHTPO/b SKOCTI,
BMNYCK Cepil:
ToBapucTso 3
obmexeHolo
BiANOBIAA/IBHICTIO

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHY | TMNY - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®l. 3miHa y
napameTpax cneuudikauiii
Ta/abo [onyCcTUMMUX MEX,
BM3HAYEHWX Yy cneundikauisx Ha

UA/11848/02/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*

«KOPIOP "[locnifHniA 3aBof, A®I, abo BUXIZHWA/NPOMIXKHWIA

ALIA "THLUC", YkpaiHa npoaykT/peareHT, Wwo
«300P0OB BCi cTagii BMKOPUCTOBYIOTLCA Y NPOLLECI

A BMPOOHULITBA, BMPOGHULTBA AD| (4ONOBHEHHS

KOHTPO/Ib SKOCTI, cneuudikaLii HOBUM NMOKa3HUKOM

BUNYCK cepil: AKOCTI Ta Bi4NOBIgHUM MEeTO0M

TOBAPUCTBO 3 BMNPOOGYBaHHSA) AONOBHEHHS

OBMEXXEHOIO cneuudikauii A®l Xnopodininty
BIAMOBIOANBHI €KCTPaKT rycTuii HOBUM
CTHO NokKasHNKoM «KinbKicHe

«KOPIMOPALIA BM3Ha4eHHs. Cyma xsiopodinis,

«30POB'A», y nepepaxyHKy Ha xs1opodin A».

Ykpaina

BCi cTagii lMponoHoBaHa pegakuis:
BUPOGHMLTBA, KinbkicHe BU3HAUYeHHS.

OKpiM KOHTPOSO
AKOCTi Ta BUMYCKY
cepii:
TOBAPUCTBO 3
OBMEXXEHOIO
BIAMNOBISANBHI
CTIO
«KOPMOPALIA
«3[00POB'A»,
Ykpaina

Cyma xnopodoinis, y
nepepaxyHky Ha xnopodin A
Mae 6yTtu Big 0,70 %
3an. 8.1
Aoy*, 2.2.25
* fitoye BUAAHHSA
BBefeHHs 3MiH NpoTArom 6-Tu
MiCSLB NiCNs 3aTBEPAXKEHHS.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
A®I. KoHTponb APl. 3miHa y
napameTpax cneuudikaui
Ta/abo AonyCTUMUX MEX,
BM3HAYEHUX Y cneundikauisx Ha
A®I, abo BMXigHWIA/NPOMDKHWIA
NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NpOLLeCi
BMPOGHMLTBA AD| (4ONOBHEHHS
cneuuaqikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifMNOBIAHUM METOA0M
BMMNPOGYBaHHS) JONOBHEHHS
cneundikauii A®I Xnopoaininty
€KCTPaKT rycTuii HoBUM
nokasHukom «KinbkicHe
BU3HAYEHHS. ETaHON».
MponoHoBaHa pepakuis:
KinbkicHe BU3HAYeHHS.
EtaHon
He 6inbwe 10,0%
3an. 8.2
Ady*, 2.2.28
MeToga napodpasHoi
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
xpomatorpadii

* - fitoye BUAAHHS
BBefeHHA 3MiH NPOTArom 6-Tn
MicsLiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TMRY - 3MiHK 3 SKOCTI.
A®I. KoHTposnb A®IL. 3miHa y
napameTpax cneuudikaviii
Ta/abo [onycTUMUX MEX,
BU3HaYeHNX y crneyndikauisx Ha
A®I, abo BUXIZHWA/NPOMIXKHWIA
npoAyKT/pearexT, wo
BUKOPVCTOBYIOTHCS Y NPOLEC
BMPOGHULTBA AP| (BUNYYEHHSA
HEe3HaYyHOro MoKasHuKa SKOCTi
(Hanpuknag BUAYyYeHHN
3acTapifioro nokasHuka))
BUJTYYEHHSA NOKa3HMKa
«AHTMBaKTepiasibHa aKTUBHICTb>»
3i cneumndikauii APl
XnopodininTy eKCTpakT rycTuii.
BBefeHHA 3MiH NPOTArom 6-Tn
MicsLiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TMRY - 3MiHK 3 SKOCTI.
A®I. KoHTposnb A®IL. 3miHa y
napameTpax cneuudikauiii
Ta/abo [onycTUMUX MEX,
BU3HaYeHNX y crneyndikauisx Ha
A®I, abo BUXIZHWA/NPOMIXKHWIA
npoAyKT/pearexT, wo
BUKOPVCTOBYIOTHCS Y NPOLEC
BMpo6HMLTBA AP (iHLLI 3MiHN)
CynyTHS 3MiHa - 3MiHM 3 SIKOCTi.
A®I. KoHTposnb A®IL. 3miHa y
mMeTodax BunpobysaHHs Ad|
abo BuUXigHoro
mMartepiany/npomiKHOro
NpoAyKTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA ADI (iHLWi 3MiHU Y
mMeTofax BUNPo6yBaHHSA
(Bkntovaroum 3amiHy abo
[0NoBHeHHs)) A®| abo
BVIXiZHOr0/NMPOMiXHOro
npoaykty) (b.1.6.2. (') 1B)
3MiHM y cneumdikauii Ta MeTogi
BM3HAYEHHSA 3aU/TMLLIKOBOI
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
KINIbKOCTi OpraHivyHmnx
PO34nHHKKIB B ADI

XnopogininTy eKkcTpakT rycTuii.
Bumoru crneumdikauii wono
KifIbKOCTi MeTUIeHX10prAaY B
A®| 3anmweHo 6e3 3MiH.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCSLB NiCNs 3aTBEPAXKEHHS.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
A®I. KoHTponb APl. 3miHa y
MeToAax BunpobysaHHs Ad|
abo BuxigHoro
mMaTtepiany/npombKHOro
npoayKTy/peareHTy, Wwo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA AP (iHLI 3MiHK Y
mMeToAax BUNPoGyBaHHSA
(BkntOYaOUM 3aMiHy abo
[OMNOBHEHHA) AD| abo
BVIXiZLHOr0/MPOMiXXHOr0
npoaykty) 3miHa metoay
BUNPOBYBaHHA A1 NOKa3HUKa
«laeHTudikauis. Xnopodinus» y
MeTogax KOHTpono AdI
XnopoininTy ekCTpakT rycTuii
(3aTBEpAXEHO: BunpobyBaHHs
A, OdY*, 2.2.25;
3anponoHoBaHo: BunpobysaHHsA
A, siKicHa peakuis). BBeaeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns saTBepkeHHs. 3MiHu |
MRy - 3MiHM 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /1iKapCbKOro 3acooby.
3miHa napameTpiB cneuudikawii
Ta/abo fonycTUMUX MeX
roTOBOrO JliKapCbKOro 3acoby
(monoBHeHHs cneuudikawii
HOBUM MOKa3HUKOM 3
BiANOBIAHUM METOA0M
BMNPOGYBaHHS) AOAAETLCA
nokasHuK «KinbkicHe
BM3HayeHHs. Cyma xiopodinis,
y nepepaxyHkKy Ha xsiopodin A»
3 Bi4NOBIAHUM METOL0M
KOHTPO/110 (3anponoHOBaHO:
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BmicT cymun xnopodinis B 1 mn
npenapary, y nepepaxyHky Ha
xnopodin A, mae 6yTn He
MEHLLMM Hix 0,14 mr. 3an. 7
MK4A, AdY*, 2.2.25). BBegeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns saTBepkeHHs. 3MiHu |
MRy - 3MiHK 3 sikocTi. FoToBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /1iKapCbKOro 3acooby.
3miHa y MeToAax BMNpobyBaHHS
roTOBOrO J1iKapCbKOro 3acoby
(iHwWi 3miHM y MeTogax
BMNPOGYBaHb (BK/THOYAKOUM
3aMiHy ab0 [,ONOBHEHHS)) 3MiHa
mMeToAy BUNPOOYBaHHS ANs
nokasHuka «lgeHtudikauis.
Xnopodinu» y metogax
KOHTposto MN3 (3anponoHOBaHO
NPOBOAUTK ifeHTMiKaLto
xnopodinis METOAOM SIKICHOT
peakuii). BBefieHHs 3MiH
npoTArom 6-T1 MicAUiB micns
3aTBEepPMKEHHS. 3MiHK | Tuny -
3MiHK 3 SiKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa napameTpiB cnewmdikauiii
Ta/abo JoMyCTUMUX MeX
roTOBOrO J1iKapCbKOro 3acoby
(BUNYYEHHS HE3HAYHOrO
nokasHuka (Hanpvkniag,
3aCTapifioro NokasHvika, Takoro
AK 3anax Ta cmak, abo
ineHTudbikaLis 6apBHUKIB UK
CMakoBux 106aB0oK)) BunyyeHHs
nokasHvka «AHTMGaKTepiasibHa
aKTVBHICTb» 3 MKA N3,
BBefeHHA 3MiH NPOTArom 6-Tn
MicsILLiB NicNs 3aTBEPAKEHHS.

325.

Xnopooinin
T

xnopodi
ninty
eKCTpaKT
rycTui

JO1XX

KOHLEeHTpaT Ans
PO34mnHy Ans
iH'eKLili, cnMPTOBWIA,
2,5 Mr/mnno 2 mn B
amnynax; no 10
amnyn y nadui 3

TOBAPUC
TBO 3
OBMEXE
HOlO
BIAMNOBIL,
AJTLHICT

Ykpaina

KOHTPO/1b AKOCTI,
BUNYCK cepil:
ToBapucTeo 3
obMmexeHo

BigNoBiAa/IbHICTIO

"[ocnigHwii 3aBog

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHu | TURY - 3MiHK 3 SKOCTI.
A®I. KoHTponb A®l. 3miHa y
napameTpax crneuudikauiii
Ta/abo [oNyCTUMNX MEX,

3a
peyenmom

UA/1556/04/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
KapToOHY; Mo 2 MmN B 0] "rTHUACY, BM3HAYEHUX Y cneundikauisx Ha
amnyni; no 10 amnyn | «KOPIMOP YkpaiHa; A®I, abo BMXigHWIA/MPOMDKHWIA
y 6nictepi; no 1 AUIA BCi cTagii npopgykT/peareHT, Wo
6nicTepy y nauuj 3 «310POB BMPOOHULITBA, BMKOPUCTOBYIOTLCSA Y NpoOLLeCi
KapTOHY "A» KOHTPO/Ib SKOCTI, BMPOGHMLTBA AD| (4ONOBHEHHS
BUNYCK cepil: cneuuaqikaLii HOBUM NOKa3HUKOM
TOBAPUCTBO 3 AKOCTI Ta BiAMNOBIAHUM METOA0M
OBMEXXEHOIO BMNPOGYBaHHS) — AOMOBHEHHS
BIANOBIAANBHI crneundikauii A®l Xnopoaininty
CTHO €KCTPaKT rycTuii HoBUM
«KOPIMOPALIA NnokKasHNKom «KinbkicHe
«30POB'A», BM3HayeHHs. Cyma xniopodinis,
Ykpaina y nepepaxyHKy Ha xr1opodin A».

MponoHoBaHa pegakuis:
KinbkicHe BM3HauyeHHs. Cyma
xnopodinis, y nepepaxyHky Ha
xnopodin A Mae 6yt Big 0,70
% 3an. 8.1 AdY*, 2.2.25*
Ailoye BuaaHHA BeefeHHs 3MiH
npoTArom 6-T1 MicAUiB micns
3aTBEePMKEHHS. 3MiHK | TUny -
3MiHu 3 sKocTi. A®Il. KoHTponb
A®l. 3miHa y napameTpax
cneyudikayin Ta/abo
[ONYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha Adl, abo
BUXiHWIA/MPOMIXHWIA
npoAyKT/peareHT, Wwo
BUKOPVCTOBYIOTBCS Y NPOLEC
BUpO6HUUTBA AD| (JONOBHEHHA
cneumdikaLii HOBUM NMOKa3HUKOM
SIKOCTi Ta BigNoOBIigHNM MeToA0M
BMNPOBYBaHHS) - 4OMNOBHEHHS
cneuudikauii A®l Xnopodininty
€KCTPaKT ryCTuii HOBUM
NnokKasHNKoM «KinbkicHe
BU3HAYEeHHA. ETaHoN».
MponoHoBaHa pegakuis:
KinbkicHe Bu3HayeHHs. ETaHon
He 6inbwe 10,0% 3an. 8.2
Ady*, 2.2.28 MeTtog
napocpasHoi xpomartorpadii * -
Ailoye BuaaHHA BeefeHHs 3MiH
npoTArom 6-T1 MicAUiB micns
3aTBEepPMKEHHS. 3MiHK | Tuny -
3MiHu 3 siKocTi. A®Il. KoHTpob
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

A®Il. 3miHa y napameTpax
cneuudikauin Ta/abo
[0MYyCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisx Ha Adl, abo
BVIXiAHWIA/MPOMIKXHWIA
NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NpoLieci
BMpO6HULTBa AP| (BUYYEHHS
He3Ha4yHOro MokasHuka SKoCTi
(Hanpuknag BUNy4YeHHs
3acTapifioro NokasHuka)) -
BW/TyYEHHA NoKasHuKa
«AHTUGaKTepiasibHa aKTUBHICTb»
3i cneuyndikauii AdI
XnopogininTy eKkcTpakT rycTuii.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCSLIB NiCNs 3aTBEPAXKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
A®I. KoHTponb APl. 3miHa y
napameTpax cneuudikaui
Ta/abo AoNyCTUMUX MEX,
BM3HAYEHUX Y cneundikauisx Ha
A®I, abo BMXigHWIA/NPOMDKHWIA
NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCS Y NpoLLeCi
BMpo6HULTBa AP (iHLWi 3MiHN) -
CynyTHSA 3MiHa - 3MiHW 3 AKOCTI.
A®I. KoHTponb APl. 3miHa y
MeToAax BunpobysaHHs Ad|
abo BuxigHoro
mMaTtepiany/npombKHOro
npoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA AP (iHLI 3MiHK Y
mMeTofAax BUNPoGyBaHHSA
(BkntOYaOUM 3aMiHy abo
[OMNoOBHEHHA) AD| abo
BVIXiZLHOr0/MPOMiXXHOr0
NPOAYKTY) - 3MiHW Y
cneuudikauii Ta MeToaj
BU3HAUYEHHA 3aU/TMLLIKOBOT
KiNIbKOCTi opraHiyHnx
PO34nHHYKIB B ADI
XnopogininTy eKkcTpakT rycTuii.
Bumoru cneuundikauii Wwoao
KINIbKOCTi MeTuaeHxopuay B
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uKa Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
A®| 3anumwweHo 6e3 3MiH.

BBegeHHs 3MiH npoTArom 6-tv
MiCALiB Nicna 3aTBepPKEHHS -
3MiHu | TURY - 3MiHK 3 SKOCTI.
A®I. KoHTponb A®l. 3miHa y
MeTofax BunpobyBaHHsa AdI
ab60o BuUxigHoro
mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, Lo
BVIKOPWCTOBYETLCS Y NpoLieci
BMPOGHMLUTBA ADI (iHLWi 3MiHU Y
mMeToAax BUNpPoGyBaHHS
(Bkntovaroumn 3amiHy abo
[0MnoBHeHHA) AD| abo
BUXiAHOrO/NPOMIXHOro
npoaykTy) - 3mMiHa MmeToay
BUMNPOOYBaHHA 4719 NOKa3HUKa
«loeHTudikadis. Xnopodinu» y
MeTofax KOHTpono Ad|
XnopogininTy eKkcTpakT rycTuii
(3aTBEpMxeHO: BunpobysaHHs
A, LoY*, 2.2.25;
3anpornoHoBaHo: BunpobyBaHHs
A, sikicHa peakuis). BBefeHHs
3MiH NPOTArom 6-Tn Micauis
nicns 3aTBepgkKeHHs. 3MiHu |
TUny - 3MiHK 3 AKoCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO J1iKapCbKOro 3acoby.
3MiHa napameTpiB cneuwudikauiii
Ta/abo fonyCcTUMUX Mex
rOTOBOrO J1iKapCbKOro 3acoby
(oonoBHeHHs cneuundikauit
HOBUM MOKa3HUKOM 3
BiANOBIAHMM METOA0M
BMNPOBYBaHHS) - AOAAETLCA
nokasHuk «KinbkicHe
BM3Ha4eHHs. Cyma xsiopodinis,
y nepepaxyHky Ha xs1o0podin A»
3 BifNOBIAHUM METOA0M
KOHTPO/TI0 (3anpONOHOBAHO:
BmicT cymun xnopodinis B 1 Mn
PO34MHY CIUPTOBOrO, Y
nepepaxyHky Ha xnopodin A,
Mae€ 6yTV HEe MEHLUUM HiX

0,0175 mr. 3a n. 11 MKA, AdY*,
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n/n

JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

326.

X10PO®ININ

2.2.25). BBeieHHsA 3MiH
npoTArom 6-T1 MicAUiB micns
3aTBEePMKEHHS. 3MiHK | TUny -
3MiHK 3 SiKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapcbKoro 3acoby.
3MiHa napameTpiB cnewmdikauiii
Ta/abo JoMyCTUMUX MeX
roTOBOrO J1iKapCbKOro 3acoby
(BUNYYEHHS HE3HAYHOIO
nokasHuka (Hanpvkniag,
3aCTapifioro NokasHvika, Takoro
AK 3anax Ta cmak, abo
ineHTudbikaLis 6apBHUKIB UK
CMakoBUX 106aBOK)) -
BunyyeHHs nokasHuka
«AHTMGaKTepiasibHa aKTVBHICTb»
3 MKA M 3. BBegeHHs 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPMKEHHA. SMiHu | Tuny -
3MiHK 3 sKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO J1iKapCbKOro 3acoby.
3MiHa y MeTofax BUNpo6yBaHHsA
roTOBOrO JliKapCbKOro 3acoby
(iHwWi 3miHM y MeTogax
BMNPO6YBaHb (BKOHAKOUM
3aMiHy abo [ONOBHEHHS)) -
3MiHa MeToAy BUNpobyBaHHS
AN nokasHvka «laeHTudikauis.
Xnopodinu» y metogax
KoHTponto A®I XnopodininTy
EKCTPaKT rycTuii (3aTBepaKeHo:
BunpobysaHHs A, AdY*, 2.2.25;
3anpornoHoBaHo: BunpobyBaHHs
A, sikicHa peakLis). BBefeHHs
3MiH NPOTArom 6-Tn Micauis
nicns 3aTBepKEHHS.

T

xnopodi
ninTty
eKCTpaKT
rycTuit

RO2A
A20

Tabnetku no 25 mr;
no 40 TabneTok y
KOHTeliHepax
naacTMacoBmx; No
10 TabneTok y
6nicTepi; no 2
6nictepy y nauui 3

KapToHy; no 20

TOBAPUC
TBO 3
OBMEXE
HOlO
BIAMOBIL,
AJIBHICT
o

«KOPT1OP

YkpaiHa

BCi cTagii
BMPOOHULITBA,
KOHTPO/1b AKOCTI,
BUNYCK cepil:
ToBapucTeo 3
06MEXeHOH
BigNoBiAa/IbHICTIO
"[ocnigHwii 3aBog

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx MaTepianis:
3MiHu | TMNY - 3MiHKU 3 SKOCTI.
A®I. KoHTposnb A®IL. 3miHa y
napameTpax cneuudikaui
Ta/abo [onycTUMUX MEX,
BM3HaYeHNX y cneyndikauisx Ha
A®l, abo BMXigHWIA/NPOMIKHWUIA

6e3
peyenma

UA/1556/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uKa Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
Tabnetok y 6nictepi; AlIA "THUNC", Ykpaina npoayKT/peareHT, Wwo
no 1 6nictepy y «310POB BCi cTagii BMKOPUCTOBYIOTbCS Y NPOLLECI
nauui 3 kKapToHy "A» BUPOGHMLTBA, BMPO6HMLTBA AD| (ONOBHEHHS
KOHTPO/Ib SKOCTI, cneumdikaLii HOBUM NMOKa3HUKOM
BMNYCK Cepil: SIKOCTi Ta BigNoOBIigHNM MeToA0M
TOBAPUCTBO 3 BMNPO6YBaHHS) - [lONOBHEHHS
OBMEXEHOIO cneuudpikauii A®l Xnopodininty
BIANOBIAANBHI €KCTPaKT rycTuii HOBUM
CTHO NnokKasHNKoM «KinbkicHe
«KOPIMOPALIA BM3HayeHHs. Cyma xiopodinis,
«310POB'A», y nepepaxyHKy Ha xsiopodin A»
YkpaiHa

Ta BiANOBIAHUM METOA0M
BMNpobyBaHHSA. MponoHoBaHa
pepakuisi: KinbkicHe
BU3HayeHHs. Cyma xnopodinis,
y nepepaxyHky Ha xaopodin A
Mae 6yTu Big 0,70 % 3an. 8.1
LoY* 2.2.25 * pitoye BUAAHHS.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCSLB NiCNS 3aTBEPAXKEHHS.
3MiHY | TMNY - 3MiHK 3 AKOCTI.
A®I. KoHTponb APl. 3miHa y
napameTpax cneuudikaui
Ta/abo AoNyCTUMUX MEX,
BM3HAYEHUX Y cneundikauisx Ha
A®I, abo BMXigHWIA/MPOMDKHWIA
NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NpOLLeCi
BMPOGHMLTBA AD| (4ONOBHEHHS
cneuuaqikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifMNOBIAHUM METOA0M
BMNPOOYBaHHS) - [loNOBHEHHS
cneundikauii A®I Xnopoaininty
€KCTPaKT rycTuii HoBUM
nokasHukom «KinbkicHe
BM3HaYeHHs. ETaHoN» Ta
BiZANOBIAHUM METOA0M
BMMNPOGYBaHHS.
MponoHoBaHa peaakuis:
KinbkicHe Bu3HauyeHHs. ETaHon
He 6inbwe 10,0% 3a n. 8.2
Ady*, 2.2.28 MeTtop,
napocpasHoi xpomaTorpadii
* - pitoye BUOaHHS. BBegeHHs
3MiH NPOTAroM 6-Tu MicALiB

nicns 3aTBepkeHHs. 3MiHu |
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

TMny - 3MiHK 3 aKocTi. AdI.
KoHTponb A®I. 3miHa y
napameTpax crneuudikauiii
Ta/abo [onyCcTUMNX MEX,
BM3HAYEHNX Y cneundikauisx Ha
A®I, ab60 BUXigHWIA/NPOMDKHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYIOTBCS Y NPOLEC
BMPO6HULTBA AP| (BUYUYEHHS
He3HayHOro nokasHuka sKocTi
(Hanpuknag BUIyYeHHs
3acTapisioro NokasHuka)) -
BunyyeHHs nokasHuka
«AHTMGaKTepiasibHa aKTVBHICTb»
3i cneumdikauii Ad®|
XnopogininTy eKCTpakT rycTuii.
BBegeHHs 3MiH npoTArom 6-tv
MiCALB NicNa 3aTBEPAXKEHHS.
3MiHu | TURY - 3MiHK 3 SKOCTI.
A®I. KoHTponb A®l. 3miHa y
napameTpax crneuudikauiii
Ta/abo [onyCcTUMNX MEX,
BM3HAYEHNX Y cneundikauisx Ha
A®I, ab60 BUXigHWIA/NPOMDKHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYIOTBCS Y NPOLEC
BMPO6HULTBA AP (iHLi 3MiHN) -
CynyTHS 3MiHa - 3MiHW 3 SKOCTI.
A®I. KoHTponb A®l. 3miHa y
MeTofax BunpobyBaHHsa AdI
ab6o BuxigHoro
mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, Lo
BVIKOPWCTOBYETLCS Y NpoLieci
BMPOGHMLUTBA ADI (iHLWi 3MiHU Y
mMeToAax BUNpPoGyBaHHS
(Bkntovaroun 3amiHy abo
[0MnoBHEHHA) AD| abo
BUXiAHOrO/NPOMIXHOro
nNpoaykTy) - 3MiHn y
cneuudikauii Ta MeTopaj
BU3HAUYEHHA 3a/TMLLIKOBOT
KINIbKOCTi OpraHivyHmnx
PO34nHHKKIB B ADI
XnopogininTy eKkcTpakT rycTuii.
Bumoru cneumdikauii wono




391
Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
KINIbKOCTi MeTueHxopuay B
A®| 3anmweHo 6e3 3MiH.
BBefeHHA 3MiH NPOTArom 6-Tn

MicsLiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TMRY - 3MiHK 3 SKOCTI.
A®I. KoHTposnb A®IL. 3miHa y
mMeTodax BunpobysaHHs Ad|
abo BuUXigHoro
mMartepiany/npomibKHOro
NpoAyKTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLIECI

BMPOGHMLTBA ADI (iHLWi 3MiHU Y

mMeTofax BUNPo6yBaHHSA
(Bkntovaroum 3amiHy abo
[0NoBHeHHs)) A®| abo
BVIXiZHOr0/NMPOMiXHOro
npoaykTy) - 3mMiHa MeToay

BUMNPOOYBaHHSA [/19 NOKa3HUKa
«lpoeHTudikauis. Xnopodinu» y

MeTofax KOHTpono Ad|
XnopogininTy eKkcTpakT ryctuii

(3aTBEpAKEHO: BUnpobyBaHHs
A, [oY*, 2.2.25;
3anponoHoBaHo: BunpobyBaHHs

A, siKicHa peakuis). BeefeHHs
3MiH NPOTArom 6-Tu MicsuiB
nicnsa 3aTBepaXeHHs. 3MiHn |
™Mny - 3MiHW 3 SIKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa napameTpiB cnewmdikauiii
Ta/abo foMyCTUMUX MeX
roTOBOrO J1iKapCbKOro 3acoby
(monoBHeHHSA cnevudikavyii
HOBMM MOKa3HUKOM 3
BiAMNOBIAHUM METOA0M
BUNPO6YBaHHSA) - [l0NOBHEHHSA
cneuudikauii MKA 13 HoBUM
NnokKasHNKoM «KinbkicHe
BM3HAYEHHA» Ta BIAMNOBIAHUM
MeTOA0M BUNPOGYBaHHSA
(3anponoHoBaHo: BmicT cymu
xnopocinis B 1 Tabnetuj, y

nepepaxyHky Ha xnopodin A,

Mae€ 6yTV HEe MEHLUUM HiX
0,0875 mr. 3a n. 6 MKA, APYy*,




392

MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Ymosu Pekna Homep
Bionycky MyBaH | peecmpayiliHo

ditoyoi ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGH
ynakoska) a uKa Hs** 20
nocsioYyeHHs1

Peecmpayjitina npoyedypa

Ne Hassa
n/n JliKapcbKo20 Ha
3acoby HenameH | pe4osu
mosaHa HU
Hassa*
2.2.25 (gnsa posysaHHA 12,5 wmr);
BwmicT cymn xnopodoinis B 1
TabneTui, y nepepaxyHky Ha
xnopodpin A, mae 6yTn He
MeHLWMMm Hix 0,175 mr. 3a n. 6
MKS, [dY*, 2.2.25 (ans
[o3yBaHHA 25 Mr)). BeegeHHs
3MiH NPOTArom 6-Tu MicsuiB
nicnsa 3aTBepaXeHHs. 3MiHn |
™My - 3MiHW 3 SIKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa napameTpiB cnewmdikauiii
Ta/abo JoMyCTUMUX MeX
roTOBOrO J1iKapCbKOro 3acoby
(BUNYYEHHS HE3HAYHOrO
nokasHuka (Hanpvkniag,
3aCTapifioro NokasHvika, Takoro
AK 3anax Ta cmak, abo
ineHTudbikaLis 6apBHUKIB UK
CMakKoBUX 106aBOK)) -
BunyyeHHs nokasHuka
«AHTMGaKTepiasibHa aKTVBHICTb»
3 MKA M 3. BBegeHHs 3MiH
npoTArom 6-Tn MicALUiB nicns
3aTBEpPMKEHHA. SMiHu | Tuny -
3MiHK 3 sKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO J1iKapCbKOro 3acoby.
3MiHa y MeTofax BUNpo6yBaHHs
roTOBOrO JliKapCbKOro 3acoby
(iHwWi 3miHM y MeTogax
BUNpobyBaHb (BKIKOYAOUN
3aMiHy abo [ONOBHEHHS)) -
3MiHa MeToAy BUNpPobyBaHHS
AN nokasHvka «laeHTudikauis.
Xnopodinu» y metogax
KoHTponto /13 (3aTBEpAXEHO:
Bunpob6ysaHHA A, AdY*, 2.2.27,;
3anponoHoBaHo: BunpobysaHHsA
A, siKicHa peakuis). BBegeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepAKeHHs.
YkpaiHa BHECEHHS 3MiH 40 6e3
peecTpavuiiHux maTepianis: peuenma
3MiHu | TMNY - 3MiHK 3 SKOCTI.

UA/1556/01/02

327. | X1IOPO®ININ - xnopodpi | RO2A Tabnetkn no 12,5 TOBAPUC | YkpaiHa BCi cTagii
T ninty A20 mr; no 10 TabneTok TBO 3 BMPOOHULITBA,
EeKCTpakT y 6nicTepi; no 2 OBMEXE KOHTPO/Ib SKOCTI,
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
ryctuii 6nicTepu y nauui 3 HOIO BUNYCK cepil: A®I. KoHTponb APl. 3miHa y
KapToHy; no 20 BIANOBIA ToBapucTso 3 napameTpax cneuudikaui
Tabnetok y 6nictepi; | AJIbHICT 06MeXeHo Ta/abo [onNyCTUMUX MEX,
no 1 6nictepy y o BiANOBIAA/ILHICTIO BM3HAYEHUX Y cneundikauisx Ha
nauyj 3 KapToHy «KOPIMOP "[locnigHnii 3aBog A®I, abo BMXigHWIA/NPOMDKHWIA
ALIA "THUNC", YKpaiHa npopgykT/peareHT, Wo
«300POB BCi cTagii BMKOPUCTOBYIOTLCS Y MPOLLECI
A BMPOOHMLITBA, BMPOGHMLTBA AD| (4ONOBHEHHS
KOHTPO/1b SIKOCTI, cneuuaqikaLii HOBUM NOKa3HUKOM
BUNYCK cepil: SKOCTIi Ta Bi4NOBIgHM MEeToA0M
TOBAPUCTBO 3 BMNPOOYBaHHS) - [loNOBHEHHS
OBMEXXEHOIO crneundikauii A®l Xnopoaininty
BIAMOBIOANBHI €KCTPaKT rycTuii HoBUM
CTIO nokasHukom «KinbkicHe
«KOPIMOPALIA BM3HavyeHHsA. Cyma xnopodinis,
«310POB'A», y nepepaxyHky Ha xnopodin A»
YkpaiHa Ta BiANOBiAHUM METOA0M

BUNpobyBaHHA. MponoHoBaHa
pefakuis: KinbkicHe
BM3Ha4eHHs. Cyma xsiopodinis,
y nepepaxyHky Ha xnopodin A
Mae 6yTtu Big 0,70 % 3an. 8.1
LoYy* 2.2.25 * pitoye BUaaHHS.
BBefeHHA 3MiH NPOTArom 6-Tn
MicSLiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TMNY - 3MiHK 3 SKOCTI.
A®I. KoHTposnb A®L. 3miHa y
napameTpax cneuudikaviii
Ta/abo [onycTMMNX MEX,
BU3HaYeHNX y crneyndikauisx Ha
A®I, abo BUXIZHWA/NPOMIXKHWIA
npoAyKT/pearexT, wo
BUKOPVCTOBYIOTHCS Y NPOLEC
BMPOGHUMLTBA AD| (4ONOBHEHHS
cneumdikaLii HOBUM NMOKa3HUKOM
AKOCTI Ta Bi4NOBIgHUM MeTOA0M
BUNPO6YBaHHSA) - [l0NOBHEHHSA
cneuudikauii A®l XnopodininTty
€KCTPaKT rycTuii HOBUM
NokKasHNKoM «KinbKicHe
BU3HaYeHHsA. ETaHoN» Ta
BiAMNOBIAHUM METOA0M
BUNPOOGYBaHHSA.
MponoHoBaHa pegakuis:
KinbkicHe Bu3HayeHHs. ETaHon
He 6inbwe 10,0% 3an. 8.2
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

Lody*, 2.2.28 MeTop,
napodpasHoi xpomarorpadii
* - pitove BUOAHHA. BBeeHHsA
3MiH NPOTArom 6-Tn Micauis
nicns 3aTBepgkeHHs. 3MiHu |
MYy - 3MiHU 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y
napameTpax cneuudikaui
Ta/abo AonyCTUMUX MEX,
BM3HAYEHUX Y cneundikauisx Ha
A®I, abo BMXigHWIA/NPOMDKHWIA
NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NpoOLLeCi
BMpO6HULTBa AP| (BUYUYEHHS
He3Ha4yHOro MokasHuka SKoCTi
(Hanpuknag BUNy4YeHHs
3acTapifioro nNokasHuka)) -
BunyyeHHs nokasHuka
«AHTUGaKTepiasibHa aKTUBHICTb»
3i cneuyndikauii AdI
XnopodininTy eKCTpakT rycTuii.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCSLB NiCNs 3aTBEPAXKEHHS.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
A®I. KoHTponb APl. 3miHa y
napameTpax cneuudikaui
Ta/abo AonyCTUMUX MEX,
BM3HAYEHUX Y cneundikauisx Ha
A®I, abo BMXigHWIA/NPOMDKHWIA
NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NpOLLeCi
BMpo6HULTBa AP (iHLWI 3MiHN) -
CynyTHSA 3MiHa - 3MiHW 3 AKOCTI.
A®I. KoHTponb APl. 3miHa y
MeToAax BunpobysaHHs Ad|
abo BuxigHoro
mMaTtepiany/npombKHOro
npoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA AP (iHLI 3MiHN Y
mMeToAax BUNPOGyBaHHSA
(BkntOYaOUM 3aMiHy abo
[OMNoOBHEHHA) AD| abo
BVIXiZLHOr0/MPOMiXXHOr0
NPOAYKTY) - 3MiHW Y
cneumdikauii Ta MeTogi
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uKa Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
BU3HAUYEHHA 3aU/TMLLIKOBOT
KINIbKOCTi OpraHivyHmnx

3MiHa napameTpiB cneuudikauiii

cneumnagikayii MKA M3 HoBUM

PO3UMHHUKIB B AD|
XnopogininTy ekcTpakT rycTuii.
Bumoru crneumdikauii wono
KiNbKOCTI MeTUAEHX0puay B
A®| 3anumwweHo 6e3 3MiH.
BBegeHHs 3MiH npoTArom 6-tv
MiCALB NiCNA 3aTBEPAXEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
A®I. KoHTponb A®l. 3miHa y
MeTofax BunpobyBaHHsa AdI
ab6o BuxigHoro
mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, Lo
BVIKOPWCTOBYETLCS Y NpoLieci
BMPOGHMLUTBA ADI (iHLWi 3MiHU Y
mMeToAax BUNpPoGyBaHHS
(Bkntovaroun 3amiHy abo
[0MnoBHEHH:A) AD| abo
BUXiAHOrO/NPOMIXHOro
npoaykTy) - 3mMiHa MmeToay
BUMNPOOYBaHHA 4719 NOKa3HUKa
«loeHTudikadis. Xnopodinu» y
MeTofax KOHTpono Ad|
XnopogininTy eKkcTpakT ryctuii
(3aTBEpMxeHO: BunpobysaHHs
A, LoY*, 2.2.25;
3anpornoHoBaHo: BunpobyBaHHs
A, sikicHa peakuis). BBefeHHs
3MiH NPOTArom 6-Tn Micauis
nicns 3aTBepgkeHHs. 3MiHu |
TUny - 3MiHK 3 AKoCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO J1iKapCbKOro 3acoby.

Ta/abo fonyCTUMUX MexX
rOTOBOrO J1iKapCbKOro 3acoby
(oonoBHeHHA cneuundikauit

HOBUM MOKa3HUKOM 3
BiANOBIAHMM METOA0M
BUNPO6YBaHHS) - [loNOBHEHHS

NnokKasHNKom «KinbkicHe

BM3HAYEeHHA» Ta BiANOBIAHUM

MeTOA0M BUMPOGYBaHHSA
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

(3anponoHoBaHo: BmicT cymu
xnopodinis B 1 Tabnetuj, y
nepepaxyHky Ha xnopodin A,
Ma€e 6yTV HE MEHLLUM HiX
0,0875 mr. 3a n. 6 MKA, AdY*,
2.2.25 (ansa posysaHHa 12,5 mr);
BmicT cymn xnopodinis B 1
TabneTui, y nepepaxyHky Ha
xnopodpin A, mae 6yTn He
MeHLMM Hix 0,175 mr. 3a n. 6
MKA, Ady*, 2.2.25 (ana
[o3yBaHHSA 25 Mr)). BBegeHHs
3MiH NPOTArom 6-Tn Micauis
nicns 3aTBepgkKeHHs. 3MiHu |
TUny - 3MiHK 3 sKoCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO J1iKapCbKOro 3acoby.
3MiHa napameTpiB cneuudikauiii
Ta/abo fonyCTUMUX MeX
rOTOBOrO J1iKapCbKOro 3acoby
(BWMNYYEHHSI HE3HAYHOTO
nokasHuka (Hanpuknag
3aCTapifioro NoKasHvika, Takoro
AK 3anax Ta cmak, abo
ineHTudbikaLis 6apBHUKIB UK
CMakoBUX J06aBOK)) -
BunyyeHHs nokasHuka
«AHTUGaKTepiasibHa aKTUBHICTb»
3 MKA NN 3. BBegeHHS 3MiH
NPOTArom 6-Tv MicALiB nicns
3aTBEPMKEHHSA. 3MiHu | TNy -
3MiHu 3 aKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /1iKapCbKOro 3acooby.
3miHa y MeToAax BUNpobyBaHHS
roTOBOrO J1iKapCbKOro 3acoby
(iHwWi 3miHM y MeTogax
BMNPOGYBaHb (BK/IHOYAKOUM
3amiHy abo JOMOBHEHHSA)) -
3MiHa meToAy BUNPOBOYBaHHSA
AN nokasHvka «lgeHTundikauis.
Xnopodinu» y metogax
KOHTpOonto 13 (3aTBEPAXEHO:
BunpobyBaHHsa A, dY*, 2.2.27;
3anponoHoBaHo: BunpobyBaHHs

A, siKicHa peakuis). BBeieHHs
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
3MiH NPOTArom 6-Tn Micauis
nicns 3aTBepKEHHS.
328. | X/IOPO®ININ - xnopodi - PO3YMH CNMPTOBUIA, TOBAPUC | YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 - UA/11848/01/01
T ninTty 10 mr/mn in bulk: no TBO 3 obmexeHo peecTpauiiHnx matepianis:
eKCTpaKT 50 ny 6oukax OBMEXE BiANOBIAA/LHICTIO 3MiHu | TMNY - 3MiHKU 3 SKOCTI.
rycTuit HORO "[locnigHwii 3aBog A®I. KoHTposnb A®IL. 3miHa y
BIANOBIA "rHUNC" napameTpax cneuudikaui
ANBHICT Ta/abo [onycTUMUX MEX,
10] BM3HaYeHNX y cneyndikauisx Ha
«KOPIMOP A®I, ab0 BMXigHWIA/NPOMDKHWUIA
ALIA npoaykT/peareHT, Wwo
«30POB BMKOPUCTOBYIOTLCA Y NPOLLEC
"A» BMPOG6HMLTBA AD| (4ONOBHEHHS

cneuudikaLii HOBUM NMOKa3HUKOM

y nepepaxyHKy Ha xiopodoisi A».

cneuuaqikaLii HOBUM NOKa3HUKOM

AKOCTI Ta Bi4NOBIAHUM METOA0M
BMNPOGYBaHHA) AONOBHEHHS
cneuudikauii A®| Xnopodininty
€KCTPaKT rycTuii HOBUM
NnokKasHNKoM «KinbKicHe
BM3Ha4eHHs. Cyma xsiopodinis,

MponoHoBaHa pegakuis:
KinbkicHe BU3HaveHHs1. Cyma
Xxnopodinis, y nepepaxyHky Ha
xnopodin A Mae 6yTw Big 0,70
% 3an. 8.1 Ady*, 2.2.25*
Jitoye BUAaHHA. BBefeHHs 3MiH
nNpoTArom 6-Tn MicALIB micns
3aTBEPMKEHHA. 3MiHK | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb
A®l. 3miHa y napameTpax
cneuudikauin Ta/abo
[0MYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha Adl, abo
BVIXiAHWI/MPOMIXHWIA
NpoAyKT/peareHT, Wwo
BMKOPMCTOBYHOTbCS Y NpOLLeCi
BMPOGHMLTBA AD| (4ONOBHEHHS

AKOCTI Ta BiAMNOBIAHUM METOA0M
BMMNPOGYBaHHS) JONOBHEHHS
cneundikanii A®l Xnopoaininty
€KCTPaKT rycTuii HOBUM
nokasHUkoMm «KinbkicHe
BU3HAYEHHS. ETaHON».
MponoHoBaHa pefakuis:
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

KinbkicHe Bu3HauyeHHs. ETaHon
He 6inbwe 10,0% 3an. 8.2
Ady*, 2.2.28 MeTtop,
napodhasHoi xpomartorpadii * -
fitoye BuaaHHs. BBegeHHs 3MiH
NpPOTArom 6-Tv MicALiB nicns
3aTBEPMKEHHSA. 3MiHu | TNy -
3MiHn 3 akocTi. A®l. KoHTponb
A®I. 3miHa y napameTpax
cneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha Adl, abo
BUXIZAHUA/NPOMiXHWIA
npoAyKT/pearexT, wo
BUKOPVCTOBYIOTHCS Y NPOLEeCi
BMPOGHULTBA AP| (BUNYYEHHSA
HEe3HAYyHOro MoKa3HuKa SKOCTi
(Hanpuknag BUAYyYeHHN
3acTapifioro nokasHuka))
BUJTYYEHHA NOKa3HMKa
«AHTMBaKTepiasibHa aKTUBHICTb>»
3i cneumndikauii APl
XnopodininTy eKCTpakT rycTuii.
BBefeHHA 3MiH NPOTArom 6-Tn
MicSLiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TMNY - 3MiHK 3 SKOCTI.
A®I. KoHTposnb A®L. 3miHa y
napameTpax cneuudikaviii
Ta/abo [onycTMMNX MEX,
BU3HaYeHNX y crneyndikauisx Ha
A®I, abo BUXIZHWA/NPOMIXKHWIA
npoAyKT/pearexT, wo
BUKOPVCTOBYIOTHCS Y NPOLEC
BMpo6HMLTBA AP (iHLLI 3MiHN)
CynyTHS 3MiHa - 3MiHW 3 SIKOCTi.
A®I. KoHTposnb A®L. 3miHa y
MeTodax BunpobysaHHs Ad|
abo BUXigHoro
mMartepiany/npomiKHOro
NpoAyKTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA ADI (iHLWi 3MiHK Y
mMeTofax BUNPobyBaHHSA
(Bkntovaroum 3amiHy abo
[0NoBHeHHs)) A®| abo
BVIXifHOro/NMPOMiXXHOro
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
npoaykTy) 3MiHn y cneupmdikawii
Ta MeToAj BU3HAYEeHHS

3a/IMLLIKOBOT KiNIbKOCTi
opraHiyHMX po3ynHHUKIB B API
XnopogininTy eKkcTpakT rycTuii.
Bumoru crneuundikauii Wwoao
KINIbKOCTi MeTueHx10pmay B
A®| 3anmweHo 6e3 3MiH.
BBefeHHSA 3MiH NPOTArom 6-1u
MicSLiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TMNY - 3MiHK 3 SKOCTI.
A®I. KoHTposnb A®L. 3miHa y
mMeTodax BunpobysaHHs Ad|
abo BUXigHoro
mMartepiany/npomiKHOro
nNpoAykTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA ADI (iHLWi 3MiHK Y
mMeTofax BUNpo6yBaHHSA
(Bkntovaroum 3amiHy abo
[0NoBHeHHs)) A®| abo
BVIXiZHOr0/NMPOMiXXHOro
npoaykTy) 3miHa MmeTogy
BUMNPOOYBaHHA A1 NOKa3HUKa
«lpoeHTudikauis. Xnopodinu» y
MeTofax KOHTpono Ad|
XnopogininTy eKkcTpakT ryctuii
(3aTBEpAKEHO: BUnpobyBaHHs
A, [oYy*, 2.2.25;
3anponoHoBaHo: BunpobyBaHHs
A, siKicHa peakuis). BeefeHHs
3MiH NPOTArom 6-Tu MicsuiB
nicnsa 3aTBepAXeHHs. 3MiHn |
T™Mny - 3MiHW 3 SIKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa napameTpiB cnewmdikauiii
Ta/abo JoMyCTUMUX MeX
roTOBOrO J1iKapCbKOro 3acoby
(monoBHeHHSA cnevudikavyii
HOBMM MOKa3HUKOM 3
BiAMNOBIAHUM METOA0M
BMNPOO6YBaHHSA) AOAAETLCA
nokasHuk «KinbkicHe
BU3HayeHHs. Cyma xnopodinis,
y nepepaxyHKy Ha x/10podin A»
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3 Bif4NOBIAHUM METOA0M
KOHTPO/TIO (3anpONOHOBAHO:
BmicT cymun xnopodinis B 1 Mn
npenapary, y nepepaxyHky Ha
xnopodin A, mae 6ytu He
MEHLUUM HixX 0,014 mr. 3a n.
10.3 MK4A, Ady*, 2.2.25).
BBegeHHs 3MiH npoTArom 6-tv
MiCALB NiCNA 3aTBEPAXEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbknii 3acib.
KOHTpO/b roTOBOro MiKapcbKoro
3acoby. 3miHa napameTpis
cneuudikauin Ta/abo
[0MNyCTUMUX MEX rOTOBOr0
NikapcbKoro 3acoby (BUIyYEHHSA
He3Ha4yHOro MokKasHuka
(Hanpuknag, 3actapinoro
nokasHuKa, Takoro ik 3anax ta
cMak, abo igeHTudikauis
6apBHUKIB Y CMaKOBUX
[06aB0oK)) BunyuyeHHs
nokasHuka «AHTnbakTepianbHa
aKTUBHICTb» 3 MKA MN3.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCSLB NiCNs 3aTBEPAXKEHHS.
3MiHY | TMNY - 3MiHK 3 AKOCTI.
FoToBWIA Nnikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO /iKapCbKOro
3acoby. 3miHa y MeTogax
BMNPOGYBaHHA roTOBOro
nikapcbKoro 3acoby (iHwi 3MiHN
y MeTogax BunpobyBaHb
(Bkntovaroumn 3amiHy abo
[LOMNOBHEHHS)) 3MiHa MeToay
BUMNPOOYBaHHA A1 NOKa3HUKa
«loeHTudikauis. Xnopodinu» y
mMeTogax KoHTposto 13
(3anponoHoBaHO NPOBOANTM
ineHTudbikauito xnopodinis
MEeTOA0M SIKICHOT peaku;i).
BBefeHHA 3MiH NPOTArom 6-Tn
MicsILLiB NicNs 3aTBEPAKEHHS.

329.

Xnopooinin

T

xnopodi
ninty
EKCTpakT

DO8A

PO34YUH CNIMPTOBUIA,
10 mr/mn no 100 mn
y thrakoHax; no 1

TOBAPKC
TBO 3
OBMEXE

Ykpaina

BCi cTagii
BMPOOHULITBA,
KOHTPO/Ib SKOCTI,

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHu | TMNY - 3MiHK 3 SKOCTI.

3a
peyenmom

UA/1556/05/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
ryctuii dhnakoHy B navui 3 HOIO BUNYCK cepil: A®I. KoHTponb APl. 3miHa y
KapTOHY BIANOBIA TOBAPUCTBO 3 napameTpax cneuudikaui
ANbHICT OBMEXEHORO Ta/abo [onNyCTUMUX MEX,
0] BIANOBIAANBHI BM3HAYEHUX Y cneundikauisx Ha
«KOPIOP CTHO A®I, abo BMXigHWIA/NPOMDKHWIA
ALIA «KOPIMOPAUIA npoayKT/peareHT, Wwo
«310POB «310POB'A», BMKOPUCTOBYIOTLCSA Y NpoLieci
"A» YkpaiHa BMPOGHMLTBA AD| (4ONOBHEHHS
KOHTPO/1b SIKOCTI, cneuuaqikaLii HOBUM NOKa3HUKOM
BUNYCK cepil: SKOCTIi Ta Bi4NOBIgHM MEeToA0M
ToBapucTBO 3 BUMPOOYBaHHS) AONOBHEHHS
06MeXeHo crneundikauii A®l Xnopoaininty

BiANOBIAA/ILHICTIO
"locnigHnii 3aBog
"THUNC, YkpaiHa

€KCTPaKT rycTuii HoBUM
nokasHukom «KinbkicHe
BU3HayeHHs. Cyma xnopodinis,
y nepepaxyHKy Ha xiopodoisi A».
MponoHoBaHa pegakuis:
KinbkicHe Bu3HaueHHs. Cyma
xnopodinis, y nepepaxyHky Ha
xnopodin A Mae 6yTw Big 0,70
% 3an. 8.1 AdY*, 2.2.25*
Jitoye BuaaHHsA. BeefieHHs 3MiH
npoTArom 6-T1 MicAUiB micns
3aTBEepPMKEHHS. 3MiHK | Tuny -
3MiHu 3 sKocTi. A®l. KoHTponb
A®l. 3miHa y napameTpax
cneyudikayin Ta/abo
[ONYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha Adl, abo
BUXiHWIA/MPOMIXHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYIOTBCS Y NPOLEC
BUpO6HULUTBA AD| (JONOBHEHHSA
cneumdikaLii HOBUM NMOKa3HUKOM
SIKOCTi Ta BigNoOBIigHMM MeToA0M
BUNPO6YBaAHHS) AOMNOBHEHHSA
cneuudikauii A®l Xnopodininty
€KCTPaKT rycTuii HOBUM
NnokKasHNKoM «KinbkicHe
BM3HAYeHHs. ETaHoM».
MponoHoBaHa pegakuis:
KinbkicHe Bu3HavyeHHs. ETaHon
He 6inbwe 10,0% 3an. 8.2
Ady*, 2.2.28 MeTtog
napocpasHoi xpomatorpadii * -
Jitoye BuaHHs. BeBefieHHs 3MiH
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

npoTArom 6-Tn MicALiB nicns
3aTBEPMKEHHA. SMiHu | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb
A®l. 3miHa y napameTpax
cneuudikauin Ta/abo
[0MYyCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisx Ha Adl, abo
BVIXiAHWI/MPOMIKXHWIA
NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCS Y NpoLLeCi
BMpO6HULUTBa AP| (BUYUYEHHS
He3Ha4yHOro MokasHuka SKoCTi
(Hanpuknag BUNy4YeHHs
3acTapifioro NokasHuka))
BW/TyYEHHA NoKasHuKa
«AHTUGaKTepiasibHa aKTUBHICTb»
3i cneumndikauii AdI
XnopodininTy eKCTpakT rycTuii.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCSLB NiCNS 3aTBEPAXKEHHS.
3MiHY | TMNY - 3MiHK 3 AKOCTI.
A®I. KoHTponb APl. 3miHa y
napameTpax cneuudikaui
Ta/abo AoNyCTUMUX MEX,
BM3HAYEHUX Y cneundikauisx Ha
A®I, abo BMXigHWIA/MPOMDKHWIA
NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NpOLLeCi
BMpO6HMLUTBA ADI (iHLWi 3MiHN)
CynyTHSA 3MiHa - 3MiHW 3 AKOCTI.
A®I. KoHTponb APl. 3miHa y
MeToAax BunpobysaHHs Ad|
abo BuxigHoro
mMaTtepiany/npombKHOro
npoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA AP (iHLUI 3MiHN Y
mMeToAax BUNPOGyBaHHSA
(BkntovaruM 3amiHy abo
[OMNoOBHEHHA) AD| abo
BVIXiZLHOr0/MPOMiXXHOr0
npoAaykTy) 3MiHW y crneuunadikawi
Ta MEeTOAj BU3HAUYEHHS
3a/TMLLIKOBOI Ki/IbKOCTI
OpraHiYHMX po34mMHHKKIB B ADI
XnopogininTy ekcTpakT rycTuii.
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
Bumoru cneuudikauii wono
KifIbKOCTi METUIeHX/10pnAaY B

A®| 3anmwweHo 6e3 3MiH.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCSLB NiCNs 3aTBEPAXKEHHS.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
A®I. KoHTponb APl. 3miHa y
MeToAax BunpobysaHHs Ad|

abo BuxigHoro
mMaTtepiany/npombKHOro
npoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA AP (iHLI 3MiHN Y
mMeToAax BUNPoGyBaHHSA
(BkntOvaruM 3amiHy abo

[OMNoOBHEHHA) AD| abo
BVIXiZLHOr0/MPOMiXXHOr0
npoaykty) 3miHa metoay
BUNPOBYBaHHA A1 NOKa3HUKa
«laeHTudikauis. Xnopodinus» y

MeTogax KoHTpono AdI
XnopoininTy ekCcTpakT rycTuii
(3aTBEpAXEHO: BunpobyBaHHs

A, OdY*, 2.2.25;
3anponoHoBaHo: BunpobysaHHA

A, siKicHa peakuis). BBegeHHs

3MiH NPOTAroM 6-Tu MicALiB
nicns saTBepkeHHs. 3MiHu |

MRy - 3MiHM 3 sKocTi. FoToBWIA

nikapcbkuii 3aci6. KoHTponb

rOTOBOrO /1iKapCbKOro 3acooby.
3miHa napameTpiB cneuudikawii

Ta/abo fonycTUMUX MeX

roTOBOrO JliKapCbKOro 3acoby
(monoBHeHHs cneuudikavii
HOBUM MOKa3HUKOM 3
BiZANOBIAHUM METOA0M

BMNPOGYBaHHS) AOAAETHCA

nokasHuK «KinbkicHe
BM3HayeHHs. Cyma xiopodinis,
y nepepaxyHkKy Ha xsiopodin A»

3 BiANOBIAHUM METOA0M

KOHTPO/I10 (3anponoHOBaHO:
BmicT cymu xnopodinis B 1 mn

npenapary, y nepepaxyHky Ha
xnopocpin A, mae 6yTu He
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

MEHLMM Hix 0,014 mr. 3a n.
10.3 MK4A, fidy*, 2.2.25).
BBefeHHA 3MiH NPOTArom 6-Tn
MicsLiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TMRY - 3MiHK 3 SKOCTI.
[oTOBWIA Nnikapcbkunii 3aci6.
KOHTpOsb roTOBOro NikapcbKoro
3acoby. 3viHa napameTpis
cneyudikayin Ta/abo
[0NyCTUMUX MEX rOTOBOTO
NiKapcbKoro 3acoby (BUyYeHHS
He3Ha4yHOro nokasHuka
(Hanpwvknag 3actapinoro
noKa3HMKa, Takoro sk 3anax Ta
cMak, abo igeHTudikauis
6apBHYIKIB Y/ CMaKOBUX
[06aBok)) BunyueHHs
nokasHuka «AHTUbakTepiaibHa
aKTMBHICTb» 3 MKA MN3.
BBegeHHs 3MiH npoTArom 6-tv
MiCALB NiCNa 3aTBEPOXEHHS.
3MiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbknii 3acib.
KOHTpO/b roTOBOro MikapcbKoro
3acoby. 3miHa y meTofax
BUMNPOOYBaHHA rOTOBOrO
nikapcbKoro 3aco6y (iHLwi 3MiHK
y MeTogax BunpobyBaHb
(Bkntovaroum 3amiHy abo
[0MOBHEHHSA)) 3MiHa meToay
BUNPOBYBaHHA A1 NOKa3HUKa
«laeHTudikauis. Xnopodinus» y
MeTogax KoHTpont M3
(3anponoHoBaHoO NPoBOANTYU
ineHTudbikauito xnopodinis
MeTOZOM SKICHOI peakLir).
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALB Nic/1A 3aTBEPAKEHHS.

330.

X10PO®ININ
T®APTEPIYM

EKCTpaKT
3 mcTA

eBKaninTt
y TycTuit
(extractu
m ex folii
eucalypti
spissum

DO8A

pO3uuH oniliHunii, 20

mr/mn; no 25 mn abo
30 My chnakoHi; no
1 donakoHy y nauui

MNAT
"Tannudga
pm*

YkpaiHa

MAT "Tanuudapm”

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx MaTepianis:
3MiHu | TMNY - 3MiHKU 3 SKOCTI.
[oTOBWIA Nikapcbkunit 3aci6.
Cucrtema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa napameTpis
cneuudikauin Ta/abo

6e3
peyenma

UA/4551/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

JOMyCTUMUX MEX NEPBUHHOT
yMaKoBKW rOTOBOTO NiKapCbKOro
3aco06y (iHLi 3MiHW) - OHOB/IEHHS

cneuungikauii Ha 3acobu
3aKynoptoBabHi ans M3

XNOPODINIMNT® ApTepiym,

PO34uH oniliHnii, 20 Mr/mn, a

came OHOBJIIOETLCA MOKA3HUK

"Maca" (BW1y4eHO nocunaHHs
Ha KOHKPETHI MapKu, BCi iHLUi
XapaKTepUCTUKM NakyBaslbHUX
matepianis 3anuwatroTbesa 6e3
3MiH), YTOYHIOETLCS NOCU/IAaHHSA
Ha METO[, KOHTPOJIHO Y NMOKa3HUKY
"Mikpob6ionoriyHa uncrora”.
3asHayeHi 3MiHM MatoTb
pefakuUiiHnin xapakTep.

331.

LETPOTIA®
0,25 M

cetrorelix

Letpope
nike (y
BUrNAA|
Letpope
nikey
auertaTty)

HO1C
Cco2

MOPOLLOK Ta
PO3YMHHWK ANs
PO34YUHY ANS iH'EKLi
no 0,25 mr 1 donakoH
3 MOPOLLKOM Y
KomnnaekTi 3 1
nonepeaHLo
3anoBHEHUM
LUNPWLIOM 3
PO34MHHKKOM (BOAA
Ans iH'ekuii) no 1
M, 1 rosikoro ans
pO34MHeHHs Ta 1
TO/IKOK A/15 iH'EKL,iN
Y KOHTYpHIiA
YapyHKOBIl
ynakosLj; no 7
KOHTYPHUX
YapyHKOBUX
yNakoBOK B
KapTOHHI Kopo6Lyi

Apec
TpengiHr
CA.

Lseiiua
pis

BUPOBHMK
Hepo3dhacoBaHOl
NpoAyKuUii,
nepBuHHe
nakyBaHHS Ta
KOHTPO/Tb AKOCTI:
CimTtpa [JoiiunaHg,
m6X, HimeyunHa

GAPEBA MAY 1,
®paHuis

BUPOBHMK
Hepo3dhacoBaHol
npoayKuUii,
nepBuHHe
nakyBaHHs Ta
KOHTPO/b SIKOCTI
(Bi3yasibHuiA
KOHTPO/b):
SAPEBA MAY 2,
PpaHuis

BTOPUHHE
nakyBaHHs:
A6GOTT
Bionogxikans
B.B., HigepnaHaun

Himeyun
Ha/
®paHuis
/

Higepna
HOM

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MmiHu | TYny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaXEHHS Ais/IbLHOCTI
BMpo6HUKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIO4aum
AiNbHULI BUNYCKy cepii abo
MicLie NpoBeAEeHHSI KOHTPO/IO
AKOCTI. (AIANbHICTb, 3a AKY
BiANOBiAae BMPOGHMK/iMNopTep,
He BK/I04atoum BUMYCK Cepilf).
3MiHa Ha3BW BUPOOHUYOI
OinbHULI, BigNOBigaNbHOI 3a
BUPOBHMLTBO Hepo3gdacoBaHol
NpoAyKL|i, NepPBNHHE NakyBaHHA
Ta KOHTPO/Ib AKOCTi FOTOBOrO
nikapcbKoro 3acoby, 3 Baxter
Oncology GmbH, HimeuunHa, Ha
Simtra Deutschland GmbH.
Appeca 3anmwaeTbea
HE3MiHHOK. 3MiHN BHECEHO B
IHCTpYKLjl0 4518 MegnyHoro
3acTOCyBaHHS NiKapcbKoro
3acoby y po3ain "BUpo6HuKn" 3
BiANOBIAHMMW 3MiHAMW B TEKCTI
MapKyBaHHS YNakoBOK.
BBefieHHs1 3MiH NpoTsrom 6

3a
peyenmom

He
nionsie
ae

UA/4898/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*

BiNOBIgabHWIA 32
BMNYCK Cepil:
Mepk Xenckea
KraA, HimeuunHa

MicSLiB NiCNs 3aTBEPAYKEHHS.
3MmiHu | TUny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa
NPOBaKEHHS Ais/IbHOCTI
BMpOOHUKa (BK/IOYaKoUK, 3a
HeobXxigHOCTI, Micue
NpoBeLEeHHS KOHTPOJTK0 SIKOCTI),
abo BracHuka mactep-chaiina Ha
A®I, abo noctavasibHUKa
Adl/BMXigHOrO
MaTtepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 3aCTOCOBYHOTHLCS Y
BMPOGHMLTBI AP (KO
3a3HayeHo y JO0Cbe Ha
nikapcbkuii 3acib) 3a BigCYTHOCTI
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y
3aTBEpAKEHOMY AOCbLE, 260
BMPOGHMKA HOBOI JOMOMIKHOI
PEYOBMHY (SIKLLO 3a3HAYEHO Y
[0Cbe). 3MiHa Ha3Bu
BVIPOGHMYOI AiNbHUL,
Bi4NoBiAa/IbHOT 3@ KOHTPO/b
AKOCTI Ta JOCNIMKEHHSA
CTabisIbHOCTi aKTVBHOI PEYOBUHMN
ueTpopenikcy aueTaTty, 3 Baxter
Oncology GmbH, HimeuunHa, Ha
Simtra Deutschland GmbH.
Appeca 3anmwaeTbea
He3MiHHO. 3MiHu | TUny - 3MiHK
3 akocTi. A®I. CTabinbHICTb.
3MiHa nepiogy NOBTOPHMX
BMNpOGyBaHb/nepiogy
36epiraHHsa abo ymoB
36epiraHHa A®I (3a BigCYTHOCTI
y 3aTBEPLKEHOMY [OCbE
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiii hapmakonei, wo
BK/IIOYAE Mepios NOBTOPHOro
BMNpoOyBaHHsA) (nepiog
NOBTOPHOTO
BunNpobyBaHHA/nepios
36epiraHHs) - 36iNbLUEHHS abo
BBEJeHHA nepiogy NOBTOPHOrO
BMNpo6yBaHHsA/nepiogy
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

36epiraHHs Ha OCHOBI
pe3ynbTaTiB AOC/iMKEHb Y
peasibHOMY Yaci. 36iMbLUEHHS
nepiofly NOBTOPHOIO TECTYBaHHSA
cy6CTaHUii aKTVBHOI peY0BUHM
LeTpopenikcy aueTarty,
BMPO6eHoro KomnaHieto BCN
Peptides S.A., IcnaHis, 3 24
MicauiB Ao 36 MicsuiB npu
36epiraHHi npu Temneparypi - 20
°C £ 5°C. 3MiHu | TMRY - 3MiHK 3
AKOCTi. A®l. BUpo6HMLTBO.
3MiHa BMpOGHMKa
BVIXiZLHOr0/MPOMiXXHOr0
npoAayKTy/peareHTy, Lo
BUKOPVCTOBYHOTHCS Y
BMPOGHMYOMY npoLieci AdI, abo
3MiHa BUPOGHMKa (BK/THOUaouM,
[e HeobXxifgHo, micue
NPOBEAEHHS KOHTPOSTIO SIKOCTI)
A®I (3a BigcyTHOCTI
cepTuchikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y
3aTBepAKEHOMY A0CbE)(iHLWi
3MiHM). 3amiHa BUPOGHWKIB
BUXIQHMX MaTepianis -
OZIHOKOMMOHEHTHUX 3aXULLLEeHUX
aMiHOKNC/OT, SKi
BMKOPVCTOBYIOTbCS B NPOLECI
BMPOGHULTBA CybCTaHLi
aKTVMBHOI PeYOBUHN
LeTpopenikcy aueTary, Wwo
3[jICHI0ETbCS BUPO6HUKOM BCN
Peptides S.A., IcnaHisi.
MpONOHYETLCA 3aMiHNTK
komnaHii Advance Chemtech Ta
Reanal Ha komnaHito Shenzhen
Readline/Chengdu
ZYbiochemical Technology,
po3TalloBaHy 3a agpecoto: 6th
floor, Wanhe Medicine Park, No.
8, Gaoxin C. 1st Ave., Nanshan,
Shenzhen, GD, 518057, Kutaii.

332.

LEPA3ONIH-
LAPHULA

cefazolin

uedaso
nNiHy
HaTpieBa

JO1DB

MopoOLLOK AN
PO3YUHY NSt iH'EKLI
no 0,5r; 1 donakoH 3

MpAT
"®apmaue
BTUYHA

Ykpaina

MpAT

"GapmaueBTuyHa
dipma "fapHuus"

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:

3MiHu | TMny - 3MiHKM Woao0

3a
peyenmom

He
nionsie

ae

UA/6216/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
cinb NopoLLKOM B nauy; 5 thipma 6e3nekn/edekTMBHOCTI Ta
chnakoHiB 3 "NapHuusa” thapmakoHarnagy. 3miHa y
NMOPOLLKOM B KOpOTKili XapakTepuctu,i
KOHTYPHil NiKapcbKoro 3acoby, TekcTi
YapyHKOBIli MapKyBaHHS Ta iHCTPYKUIiT Ans
ynakosLj; no 1 MeAMYHOro 3aCTOCYBaHHA Ha
KOHTYPHil nigcTasi perynspHo
YapyHKOBIli ynakoBLyi OHOB/IHOBAHOrO 3BITY 3 6e3neku
B nauuj; 1 donakoH 3 nikapcbKoro 3acoby, abo
MOPOLLKOM Y [OCnifpKeHb 3 6e3neku
KomnaekTi 3 1 3aCTOCyBaHHS NiKapCbKOro
amnysoto 3acoby B nic/speecTpavyiiiHmii
po3unHHuka (Boga nepiog, abo Ak pe3ynbTaTt OLiHKN
ONs iH'EUin- 3BITY 3 JOCNiAKEHb, NPOBEAEHNX
[apHuusa) no 5 mn B Bi4NoBIAHO A0 NnaHy
KOHTYPHIlA negiarpuyHunx gocnigpxers (PIP)
YapyHKOBIli (3MiHy y3rompkeHo 3
ynakosLj; no 1 KOMNETEHTHUM YNOBHOBaXKEHVM
KOHTYPHIlA opraHom) -
YapyHKOBIli ynakoBLyi 3MiHN BHECEHO A0 IHCTPYKLiT
B nauli; 40 [ONA MeAnYHOro 3acToCyBaHHs
hNaKoHiB 3 nikapcbKoro 3acoby A0 po3ainis:
NOPOLLKOM Y KOpobL,i "Oco6nMBOCTI 3aCTOCYBaHHSA",
"Mo6iuHi peakyii" wono 6e3neku
3aCTOCYBaHHSA Ail040i pe4oBUHN
uedasoriH BignoBigHO f0
pekomeHaauiii PRAC. BeefeHHS
3MiH NPOTArom 6-Tn Micauis
nicnsa 3aTBepkeHHs
333. | LE®DA3ONIH- | cefazolin uechazo | JO1DB | nopoLuok ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 3a He UA/6216/01/02
AAPHUNUA nNiHy 04 pO3unHy ans iH'ekuin | "dapmaue "®GapmaLeBTnyHa peecTpauiiHnx matepianis: peyenmom nionsi2
HaTpieBa no 1,0r, 1 dpnakoH 3 BTUYHA ipma "JapHnus” 3miHu | TYny - 3MiHK Woao ae
cinb NOpPOLLKOM B naul; 5 hipma 6e3nekun/edekTBHOCTI Ta
hNaKkoHiB 3 "AapHnus” thapmakoHarnagy. 3miHa y
NOpPOLLKOM B KOPOTKIili XapakTepucTu,i
KOHTYpHilA niKapcbKoro 3acoby, TekcTi
YapyHKOBIl MapKyBaHHA Ta IHCTPYKUiT Ans
ynakosLj; no 1 MeAMYHOro 3acTOCYBaHHA Ha
KOHTYpHilA nigcTasi perynspHo

YapyHKOBIli ynakoBLyi
B navui; 1 conakoH 3

OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo

NOPOLLKOM Y nocnimkeHb 3 6e3neku
KOMMIekTi 3 1 3aCTOCyBaHHS NiKapCbKOro
ammnynoto 3acoby B mic/ispeecTpavyiiiHmii
po3unHHKKa (Boga nepiog, abo sk pesynbTar OLiHKU
015 iH'eKUin- 3BITY 3 AOCIMKEHb, NPOBEAEHUX
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Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka HsT** 20
mosaHa HU nocsioYyeHHs1
Hassa*
[apHuus) no 10 mn BiANOBIAHO A0 NnaHy
B KOHTYpHili negiatpuyHux gocnigpkers (PIP)
YapyHKOBIli (3MiHY y3rofxeHo 3
ynakosLi; no 1 KOMNETEHTHUM YNOBHOBAXKEHVM
KOHTYPHIl opraHom) -
YapyHKOBIli ynakoBLj 3MiHV BHeceHO A0 [HCTpyKu;i
B nauu; 40 019 MeANYHOIo 3aCTOCYBaHHA
dhnakoHiB 3 nikapcbKoro 3acoby A0 po3ainis:
NOpPOLLKOM Y KOpobLi "Oco6MBOCTI 3aCTOCYBaHHSA",
"Mo6iuHiI peakyji" wono 6esneku
3aCTOCYBaHHS fjil040l peyoBUHU
LecdpbazoniH BigNoBigHO A0
pekomeHAaLii PRAC. BBefieHHs
3MiH NPOTArom 6-Tu MicsLiB
nicnsa 3aTBepikeHHs
334. | LE®AJIEKCU | cefalexin uedane | JOIDB | nopolwuok ans ANKANOI | Pecny6n ANKANOIA AL Pecny6n BHECEHHS 3MiH [0 3a He UA/0264/01/01
H KCWH (y 01 opasibHOI cycneHsii o AL iKa Ckon'e ika peecTpauiiHnx maTepianis: peyenmom | nidnse
ANKANOIo® copmi 250 mr/5 mn (gns Ckon'e MiBHiYHaA MiBHiYHA 3MiHu 1l TUny - 3MiHK Woao ae
uechane 100 mn), no 65,4 1 Makeno Makeno 6e3nekn/edeKTNBHOCTI Ta
KCUHY NOPOLLKY y (h/1aKoHi; Hist Hist thapmakoHarnagy. 3MiHn y
MOHOTif, no 1 dpnakoHy y KOPOTKili XapakTepucTuL,i
party) KOMM/IEKTI 3 nNikapcbKoro 3acoby, TeKCTi
n1acTMacoBoio MapKyBaHHS Ta iIHCTPYKLUiT Ans
MiPHOIO JTOXKOH Y MeAMYHOr0o 3aCTOCYBaHHS y
KapTOHHI KOpOOL; 3B'A3KY i3 HOBUMU AaHNMK 3
SIKOCTi, AOKTIHIYHMMM,
KNiHIYHUMW fJaHMK Ta JaHuMu 3
thapmakoHarnsgy - 3miHm
BHECEHO A0 IHCTpyKUIii Ans
MeAMYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainis:
"Oco6nMBOCTI 3acTOCyBaHHS" Ta
"Mo6ivHi peakuii™. IHCTPyKLis
AN MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby (eCTD
Bepcia 0005).
335. | LEPNHAK® cefixime uediikcn | JOIDD | Tabnetku, BKpUTI Abpwun IHAis HekTap IHAis BHECEHHS 3MiH 40 3a UA/16758/01/01
My 08 nniBKOBOO dopmyneii Naiidpcaiicis peecTpauiiHnx matepianis: peyenmom
Tpurigpa 060/10HKO10, Mo 200 LWH3 MBT. NimiTea-tOHiT VI 3MiHu | TUnNy - 3MiHK Woa0
T mr, no 10 TabneTok nra. 6e3nekn/edeKTMBHOCTI Ta

y 6nicTtepi; no 1
6nictepy B
KapTOHHI ynakoBLi

hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigctasi perynspHo
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnimxeHb 3 6e3neku
3aCTOCYBaHHS NikapCbKoro
3acoby B mic/iApeecTpavyiiHmii
nepiog, abo sk pe3ynbTar OLiHKK
3BIiTY 3 LOCNiLKEHb, MPOBEAEHNX
BiANOBIAHO A0 MnaHy
negiatpuyHux gocnigpxeHs (PIP)
(3MiHY y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) -
3MiHV BHECEHO B IHCTPYKLiO AN
MeAMYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby [0 po3gainy
"Oco6n1BOCTI 3acTOCyBaHHSA"
wono 6e3nekn 3acToCyBaHHs
Lito40i peqyoBuHU «UediKenm»
BiNOBIAHO O pekoMeHAaau;n
PRAC. TepmiH BBEAEHHS 3MiH -
npoTarom 6 Micswis nicns
3aTBEPKEHHS.

336.

LE®UHAK®

cefixime

uedikeu
My
Tpurigpa
T

JO1DD
08

TabneTkn, BKpUTI
nNiBKOBOIO
060/10HKO0, M0 400
Mr, no 10 TabneTok
y 6nictepi; no 1
6nictepy B
KapTOHHI ynakoBLi

Abpwun
dopmyneii
LWH3 [BT.
nra.

IHais

HekTap
Naiidpcalitcis
NimiTea-tOHiT VI

IHais

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHn | TURY - 3MiHK WoAo
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHa y

KOPOTKili XapakTepucTuy,i
nNiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MeMYHOro 3aCTOCyBaHHSA Ha
nigctasi perynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3acTOCyBaHHS NiKapCcbKoro
3acoby B nicrspeecTpayiiHnii
nepiog, abo sk pe3ynbTaTt OLiHK/
3BIiTY 3 LOCNiKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy
negjiatpuyHux gocnigpkers (PIP)
(3MiHY y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVM
opraHom) -
3MiHV BHECEHO B IHCTPYKLi0 AN
Me[NYHOro 3aCTOCYBaHHS

3a
peyenmom

He
nionsie
ae

UA/16758/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Ymosu
Bionycky

Peecmpayjitina npoyedypa

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

niKapcbKoro 3acoby A0 po3ainy
"Oco6nMBOCTI 3aCTOCYBaHHS"
oo 6e3nekn 3acTocyBaHHs
Liro40i pevyoBuHN «UediKenm»
BiAMNOBIAHO [0 pekomeHaaw,ii

PRAC. TepmiH BBeZleHHS 3MiH -

npotArom 6 micAuis nicns
3aTBEPAKEHHS.

337.

LE®POTPUH

cefepime

uedpenim
y
rigpoxno
pna

JO1DE
01

NMopoLLOK AN
PO3UUHY ANS iH'EKLiN
nolr, 1 cnakoH 3
NMOPOLLKOM B
KapTOHHI Kopo6Lyi

AHaHTa
Megikeap
nra.

Benuka
Bputai
a

AHaHTa Mepikeap
Nimiteq

IHAis

BHECEHHS 3MiH 0 3a
peecTpauiiHnx matepianis: peyenmom
3MiHu | TMNY - 3MiHKU 3 SKOCTI.
[oTOBWIA Nnikapcbkunii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa
po3mipy cepii (Bko4Yakun
[ianasoH po3mipy cepir)
rOTOBOrO J1iKapCbKOro 3acoby
(36inblueHHs go 10 pasis
NOPIBHAHO i3 3aTBEPKEHUM
po3mipom) BBegeHHs
[0aaTkoBoro posmipy cepii '3
90 kr (46219 donakoHiB) B
[IOMOBHEHHS [0 BXe
3aTBEpXEHOro po3Mipy cepii 40
Kr (20161 dpoiakoH).

UA/12006/01/01

338.

LIVIK/TOKC®

escitalopra
m

ecuuTtan
onpamy
okcanart

NOGA
B10

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, Nno 10
mr, no 14 TabneTok
y 6nictepi, no 2 abo
no 4 6nicrepa y
KapTOHHI ynakoBLi

TOB
"KyCym™m*

YkpaiHa

KYCYM
XENTXKEP MNBT
nTa

IHais

BHECEHHS 3MiH 40 3a
peecTpauiiHnx matepianis: peyenmom
3MiHu | TUNY - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHSA AiSIbHOCTI
BMPOGHMKa (BK/IOYaouM, 3a
HeobXigHOCTI, Micue
nNpoBeAeHHSA KOHTPOSIK0 AKOCTI),
abo BnacHuka mactep-thaiina Ha
A®l, abo noctavasibHNKa
Adl/BnxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 3aCTOCOBYHOTLCA Y
BUPO6HMUTBI ADI (SKLLO
3a3HayeHo y oCbe Ha
nikapcbkuii 3aci6) 3a BiACYTHOCTI
cepTudikaTa BiZnNOBIAHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [OCbE, abo
BMPOBHMKa HOBOI LOMOMIXHOT
PEYOBUHY (SIKLLO 3a3HAYEHO Y

UA/19243/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

focbe) 3MiHa Ha3BuW Ta agpecu
NPOBaKEHHS Ais/IbHOCTI
BUpo6HUKa A®I EcuuTanonpamy
okcanar,6e3 3miHu micus
BUPOOHMLTBA. 3aTBEPAKEHO:
(Bupo6HKK- Shodhana
Laboratories Ltd., India) Agpeca:
Plot No. 24,25 & 26, Phase-1,
IDA, Jeedimetla, Hyderabad-
500 055, Telangana, INDIA.
3anponoHoBaHO: BUPOOHMK —
Shodhana Laboratories Private
Limited, India) Agpeca: Plot No.
24,25 & 26, Phase-1, IDA,
Jeedimetla, Quthbullapur
(Mandal), Medchal-Malkajgiri
District-500 055, Telangana
State, INDIA.

339.

LIVIK/TOKC®

escitalopra
m

ecumTtan
onpamy
okcanart

NOGA
B10

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, Nno 20
mr, no 14 TabneTok
y 6nicTtepi, no 2 abo
no 4 6nicrepa y
KapTOHHI ynakoBLi

TOB
"KyCym*

YkpaiHa

KYCYM
XENTXKEP MNBT
nTa

IHais

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHu | TUNY - AgMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHSA AiSNIbHOCTI
BMPOGHMKA (BK/IOYAOUM, 3a
HeobXigHOCTI, Micue
nNpoBeAeHHSA KOHTPOSIK0 SKOCTI),
abo BnacHuka mactep-thaiina Ha
A®l, abo noctavasibHNKa
Adl/BnxigHoro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO 3aCTOCOBYHOTLCA Y
BUPO6HMUTBI ADI (SKLLO
3a3HayeHo y [JoCbE Ha
nikapcbkuii 3aci6) 3a BiACYTHOCTI
cepTudikaTa BiZnNoBiAHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [OCbE, ab0
BMPOBHMKA HOBOI JOMOMIXHOT
PEYOBUHY (SIKLLO 3a3HAYEHO Y
pocbe) 3miHa Ha3BM Ta agpecu
NPOBaPKEeHHSA AiSIbHOCTI
BMpo6HUKa APl Ecuntanonpamy
okcanaT,6e3 3MiHM micus
BUPOGHMLTBA. 3aTBEPAKEHO:
(B1po6HuK- Shodhana

3a
peyerimom

UA/19243/01/02
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uka Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
Laboratories Ltd., India) Agpeca:
Plot No. 24,25 & 26, Phase-1,
IDA, Jeedimetla, Hyderabad-
500 055, Telangana, INDIA.
3anponoHoBaHO: BUPOOHMK —
Shodhana Laboratories Private
Limited, India) Agpeca: Plot No.
24,25 & 26, Phase-1, IDA,
Jeedimetla, Quthbullapur
(Mandal), Medchal-Malkajgiri
District-500 055, Telangana
State, INDIA.
340. | UMKNOKC® escitalopra | ecuuTan - TabneTkn, BKPUTI TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH 0 - UA/21051/01/01
m onpamy nniBKOBOIO "KyCym* XENTXKEP MBT peecTpauiiHnux maTepianis:
okcanar 06010HKO10, o 10 nTa 3MiHu | TUNY - AgMiHICTPaTUBHI

Mr, in bulk: Ne 7560
(14x540) TabneTok:
14 TabneTok y
6nictepi; no 540
6nictepiB y
KapTOHHI KopooLyi

3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHSA AiSNIbHOCTI
BMPOGHMKA (BK/IOYaOUM, 3a
HeobXigHOCTI, Micue
NpoBeAeHHSA KOHTPOSIK0 SKOCTI),
abo BnacHuka mactep-thaiina Ha
A®l, abo noctavasibHuKa
Adl/BnxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO 3aCTOCOBYHOTLCA Y
BUPO6HMUTBI ADI (SKLLO
3a3HayeHo y A0CbE Ha
nikapcbkuii 3aci6) 3a BiACYTHOCTI
cepTudikaTa BiZnNoBiAHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [OCbE, ab0
BMPOBHMKA HOBOI JOMOMIXHOT
PEYOBUHY (SIKLLO 3a3HAYEHO Y
pocbe) 3miHa Ha3BM Ta agpecu
NPOBaPKEHHSA AiSNIbHOCTI
BMpo6HUKa APl Ecuntanonpamy
okcanaT,6e3 3MiHM micus
BUPOGHMLTBA. 3aTBEPAKEHO:
(Bnpo6HuK- Shodhana
Laboratories Ltd., India) Agpeca:
Plot No. 24,25 & 26, Phase-1,
IDA, Jeedimetla, Hyderabad-
500 055, Telangana, INDIA.
3anponoHoBaHO: BUPOOHMK —
Shodhana Laboratories Private
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4osu ynakoska) a uka HS** 20
mosaHa HU nocsioYyeHHs1
Hassa*
Limited, India) Agpeca: Plot No.
24,25 & 26, Phase-1, IDA,
Jeedimetla, Quthbullapur
(Mandal), Medchal-Malkajgiri
District-500 055, Telangana
State, INDIA.
341. | LIAHOKOBA cyanocoba | ujaHOkO BO3BA | po3unH gns iH'ekuii, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 3a UA/3471/01/02
NAMIH- lamin 6anamiH | 01 0,5mr/mn,molmne | "®dapmaue "®apmaveBTUYHa peecTpauiiHnux matepianis: peyenmom
AAPHUUSA amnyni; no 5 amnyn BTUYHA hipma "OapHuus" 3MiHY | TMNY - 3MiHK 3 AKOCTI.
(BITAMIH Y KOHTYpHIiA thipma CeptudpikaT BignosigHocTi/l E-
B12- YapyHKOBIli "OapHuusa” cepTudikaT BignoBigHOCTI
AAPHNLSA) ynakosLi; no 2 €Bponeiicbkili

KOHTYPHi YapyHKOBI
ynakoBkn B nayLi

thapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HEOOXIiAHICTIO
npuBeAeHHs y BiANOBIAHICTb J0
MoHorpadii AdY abo
€Bponeiicbkoi hapmakonei, abo
iHLOT HavuioHanbHOI dhapmMakonel
Aepxasun €C (iHLWi 3MiHN)
npuBeeHHs cneuudikauii
[0NOMDKHOT pevyoBrHU HaTpito
auerar Tpurigpart y
BiANOBIAHICTb 40O BUMOT
MoHorpadii € «Sodium
acetate trihydrate», BignosigHo
BUJTYYEHO NOKa3HNKN «ApCeH»
Ta «Baxki metanu». 3MiHu |
MRy - 3MiHK 3 skocTi. FoToBMIA
nikapcbkuii 3aci6. KoHTponb
[LOMOMDKHUX PEYOBUH. 3MiHa
napameTpiB cneuudikauiii
Ta/abo foMyCTUMUX MeX 7S
[ONOMDKHOT PpeyoBUHU (iHLLI
3MiHW).CynyTHA 3MiHa- 3MiHW 3
AKOCTI. [0TOBWIA NikapCcbKuii
3aci6. KOHTpOsib A0NOMDKHMX
peyoBuH. 3mMiHa y meTogax
BMNPOGYBaHHSA LOMOMKHOI
peyoBUHU (HE3HAYHI 3MiHN Y
3aTBEPMKEHUX MeToAax
BMNPO6YBaHb) NpUBELAEHHS
HOPMyBaHHS NoKa3HMKa
«MikpobionoriyHa yncrota» y
cneuudikavii ONOMKHOT
peyoBMHW HaTpito aueTar
TpurigpaT y BiAgnoBigHICTb [0
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH
Hs**

Homep

peecmpayitiHo

20
nocsi0YeHHs1

Bumor €9, 2.6.12, 5.1.4 1Yy.

UA/3471/01/01

342.

LJAHOKOBA
NAMIH-
LAPHULA
(BITAMIH
B12-
LAPHULA)

cyanocoba
lamin

LjiaHOKO
6anamiH

BO3BA
01

PO34MH ANS iH'EKLN,
0,2 mr/mn, no 1 mn B
amnyni; no 5 amnyn
Y KOHTYpHIiA
YapyHKOBIl
ynakosLij; no 2
KOHTYPHi YapyHKOBI
yNakoBKW B nauLi

MpAT
"®apmaue
BTUYHA
thipma
"fapHuua"

YkpaiHa

MpAT
"GapmaueBTuyHa
ipma "JapHuus”

Ykpaina

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHu | TMRY - 3MiHK 3 SKOCTI.
CepTudpikaT BignosigHocTi/l E-
cepTudikar BianoBigHOCTI
€Bponecobkin
thapmakonei/MoHorpadii. 3miHu,
noB'A3aHi 3 HeO6XIiAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HaLjioHaNbHOI hapMakonei
aepxasu €C (iHWi 3MiHN)
npuBefeHHs cneuudikauii
[OMNOMDKHOT peyoBuHK HaTtpito
auerar Tpurigpar y
BiANOBIAHICTb 40O BUMOT
MoHorpadii E® «Sodium
acetate trihydrate», BignosigHo
BWTyYEHO NOKa3HWKN «ApCeH»
Ta «Baxki metanm». 3MiHu |
UMy - 3MiHK 3 sKocTi. FoToBWIA
nikapcbkuii 3aci6. KoHTponb
[0MOMDKHMX PEYOBUH. 3MiHa
napameTpiB cneuudikauiii
Ta/abo fonycTMMUX Mex Ans
[OMNOMDKHOT peyoBUHM (iHLLI
3MiHM).CynyTHS 3MiHa- 3MiHK 3
sIKOCTi. FOTOBWMIA NikapcbKuii
3aci6. KoHTposib fOMOMKHUX
peyoBuWH. 3miHa y meToAax
BUNPOGYBAHHSA LONOMIXHOT
PEeYOBUHMN (HE3HAYHI 3MiHW Y
3aTBEpMKEHNX MeToAax
BUNPO6YBaHb) NPUBEAEHHS
HOPMYBaHHS MOKa3HMKa
«MikpobionoriyHa yncrota» y
crneuugikaLii 4ONOMiXHOT
peyoBuHM HaTtpito auetat
TpUrigpaT y BignoBigHICTb f0
Bumor €9, 2.6.12, 5.1.4 AdY.

3a
peyenmom

343.

APNHA®
nnoc

drospireno
ne and
ethinylestr

adiol

1
Tabnetk
a

opaHxeB

GO3A
Al2

TabneTkn, BKPUTI
060/10HKO10; Ne 28:
no 21 tabnetu;j
OpaHXeBoro

Baiiep Al

Himeyun
Ha

MepBuHHa Ta
BTOPUHHA
ynakoBka, [,03Bif
Ha BUMYCK cepii:

Himeyun
Ha

BHECEHHS 3MiH 40
peecTpauiiHnx matepianis:
3MiHu | TUnNy - 3MiHK Woa0
6e3nekn/edPeKTNBHOCTI Ta

3a
peyerimom

UA/12155/01/01
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Ne Hassa MixxHapoo | Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asaBHUK BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4osu ynakoska) a uKa Hs** 20
mosaHa HU nocsioYyeHHs1
Hassa*
oro Konbopy i no 7 Baviep AT, hapmakoHarnagy. 3miHa
KONbopy TabneTok cBiT/10- HimeuunHa yacToTu Ta/abo TepMiHiB
MICTUTb OpaHXeBoro Bnpo6HuLTBO noAaHHA perynspHo
eTuHinec KONbopy B 6ricTepi; Hepo3dacoBaHol OHOB/OBaHMX 3BITiB 3 6e3neKku
Tpagion, no 1 6nictepy B NPOAYKLUIT: nikapcbkunx 3acobis - 3miHa
apocnip KapTOHHIN nauuy; Baviep Baiimap 4acToTu NoJaHHA perynsapHo
€HOH Ta Ne84: no 21 v6X i Ko. KT, OHOBJIIOBAHOrO 3BITY 3 6e3Mneku.
neBome Tabnetuyj HimeuunHa [itoua pepakuis: Yactota
chonat OpaHXeBoro nofAaHHA perynspHo
KanbLyjto; Konbopy i no 7 OHOB/IHOBAHOrO 3BITY 3 6e3nekn 3
1 TabneTok CBITN0- poku. KiHueBa pgara ans
Tabnetk opaHXeBoro BK/ItOYEHHA gaHux go PO3B -
a Konbopy B 6nicTepi; 06.09.2019 p. flata nogaHHs -
CBIT/10- no 3 6nictepu B 05.12.2019 p. MponoHoBaHa
opaHxeB KapTOHHI navui pepakuis: Yactota nogaHHs
oro perynsipHoO OHOBJ/IHOBAHOTO 3BIiTY
KONbopy 3 6e3neku 5 poki. KiHueBa gata
MIiCTUTb ONA BKNHOYEeHHS aaHux o PO3b
nesome - 06.09.2030 p. fata nogaHHsA -
donar 05.12.2030 p. PekomeHaoBaHO
KasibLito [0 3aTBepKEHHS BifgNOBIigHO A0

nepiogNYHOCTI NOAAHHS
perynspHoO OHOB/IHOBAHUX 3BITIB
3 6e3nekun Nikapcbkux 3acobis y
eC

* BionosidHo 0o iHghopmayii ogiyitiHozo calimy LieHmpy BOO3 rio criisnpayi 8 Memodosioaii cmamucmuyrux docnioxers (https://www.whocc.no/atc_ddd_index/)

**y pasi BHECEHHS 3MiH 00 IHCMPYKYii Npo MeduyHe 3acmocyBaHHSI

HauanbHuK

dapmaneBTUYHOr0 yNpaB/IiHHSA

Onexkcanap I'PINEHKO
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Jopatok 4

/0 Haka3zy MiHicTepcTBa 0X0poHH

30pPOB’SA Ykpainu «IIpo JiepXKaBHY
peecTpanjito (mepepeecTpariifo) JiKapCbKHX
3acobiB (MeguuHMX iMyHoGioToriuHNX
npenapariB) Ta  BHeceHHs 3MiH  fi0

peecTpaniifHuX MaTepiatiB»
Big_14 xoBTHs 2026 poKy Ne 1583

JIIKAPCBKHMX 3ACORIB, AKVIM BIJIMOBJIEHO B JIEP)KABHII PEECTPAIIIL, IIEPEPEECTPAIIIL ABO Y
BHECEHHI 3MIH /10 PEECTPAI[IMHNX MATEPIAJIIB

dapmalneBTUYHOr0 yNnpaB/IiHHSA

Ne Hassa dopma sunycky 3asssHUK KpaiHa Bupo6HuK Kpain lliocmasa lMpoyedypa
n/n JNliKapcbKo20 a
3acoby
1. AKHETPEKC 10, Kancysm m'ski no MElFA TainaHg Mera NaiidpcaiieHci3 Mabnik Taina 3acigaHHss HTP BigmoBUTM y 3aTBepMKeHHi - 3MiHM | Tuny - 3MiHM LWOAO
AKHETPEKC 20 10 wmr; no 20 wr; NIANGCAVE KomnaHi flimiteq HA Ne 38 Big 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy. BHeceHHs abo 3miHa(u) fo
no 10 kancyny HCI3 Mabnik 24.09.2026 30608B's13aHb Ta YMOB BuAaui peecTpauiliHoro nocBigYeHHsi, BK/OYaum
6nictepi, no 3 Komnawi MnaH ynpaBniHHA pusvkamy (iHwi 3miHKM) (B.1.11. (x) 1A), OCKinbku
6nictepn B Nimiteq marepianu He BiANoBigarTb 06paHOMY TUMY 3MiH
KapTOHHI KOpoOLj
2. ®PJIOKCAHEKCT Kpansi Ou4Hi, BIOCAMNHC Cnosaubka | CrepireHikc Itania C.MN.A., Itania | Itanisa 3acigaHHa HTP BigmoButn y 3arBepmKeHHi - 3MiHM | Tuny - 3MiHM WoOA0
po3unH, 3 Mr/mn; reyn Pecny6nika (micue cTepunisauii nepBUHHOI Ne 38 Big 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHsa abo 3MiHM Ao
no 10 mny NTABOPATO ynakoBKkM (3a 40noMorot 24.09.2026 y3araslbHeHVUX [aHux npo cuctemy dpapmakoHarnagy (BBefeHHN
dhnakoHi- PI3 c.p.o. raMma-BUMPOMIHEHHS)); y3araslbHeHWX  [aHux Npo  cucTemy  dhapmakoHarnsgy,  3miHa
KpanenbHuui; no 1 ®ANNIOPHI C.P.N., ITanis YMOBHOBaXEHOI 0c06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS hapMakoHarnsaay;
chnakoHy- (nopaTtkoBe BTOPUHHE KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asBHUKA [ANS1 34iINCHEHHS
KpanesibH1Li B nakyBaHHs ); ®apma MNapTHepc hapmakoHarnagy B YKpaiHi, SIKWO BOHa BiAMIHHA Bif YNOBHOBaXEHOT
nauui C.P.J1., Itania (anbTepHaTuBHE 0ocobu, BIAMOBIAaUIbHOI 3a 3AiCHEHHA hapMakoHarnsgy (Bkaoyarum
BTOPVIHHE NaKyBaHHS); KOHTaKTHi fgaHi) Ta/abo 3MiHM y PO3MIilWEHHI macTep-halina cuctemm
PAPMITEA C.IN.A,, ITanis papmakoHarnsgy) (B.1.8. (a) IAHM), ockinbku He Big6Gynocs 3MiH Yy
(BUPOBHMLTBO rOTOBOT cucTemi hapmakoHarnsLy HoBOro 3asiBHUKa, a po3ainu "Aiova pepaxuis”
NPOAYKLi, KOHTPO/Ib AKOCTI, Ta "lMponoHoBaHa pefakuin” peecTpauiiHoi hopMy MICTATb ifEHTUYHY
NnepBUHHE Ta BTOPUHHE iHchopmawito
nakyBaHHs, BUNYCK cepil)
HauanbHuK

Onekcanap I'PIHEHKO
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