MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

21 cepriag 2025 poky Ne 1326

IIpo jep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHHUX
iMyHo0Oio/T0riYHHX MpenapaTiB) Ta BHeCEHHs 3MiH [I0 peecTpaliiiHUX MaTepiajiB

BiamnosigHo o ctaTtTi 9 3akoHy YKpainu «IIpo mikapchbKi 3aco6m», MyHKTIB 3,
26, 30, 49 Ilopsiaky mepskaBHOI peectpariii (repepeecTpariii) iKapCcbKuX 3aco0iB,
3aTBep/pKeHOro 1mocTaHoBoio Kabinety MiuicTpiB Ykpaiau Big 26 TpaBHs 2005 poKy
Ne 376 (B pemakiii moctaHoBu Kabinety MiHicTpiB Ykpaiau Big 26 kBitHs 2024
poky Ne 529), ab3aily ABafusaTh I’ATOro MiANyHKTY 12 nyHKTY 4 [TosioykeHHS TIpo
MiHicTepcTBO 0XOpPOHHU 370pOB’sl YKpaiHU, 3aTBep)KeHOro MocTaHoBoo KabiHery
MinictpiB Ykpainu Big 25 6epe3ns 2015 poky Ne 267 (B pepakiiii 1moctaHOBU
KabGinety MinictpiB Ykpainu Big 24 ciuns 2020 poky Ne 90), Ha mizacraBi
pe3y/bTaTiB eKCIepTU3X peecTpalliiHUX MarepiaiiB JiKapCchbKUX 3aco0iB (MeauUHUX
iMyHoOionoriuHuxX  mpemapartiB), 1[0 TOJaHi Ha JepXXaBHy peecTpallito
(mepepeecTpallito) Ta BHeCEHHs 3MiH /10 peecTpalliiHUX MaTepiasiB, MpOBe/eHUX
Jlep)KaBHAM  MiANPUEMCTBOM  «/lep>KaBHUM e€KCIepTHUU LeHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’S YKpaiHW», BHCHOBKIB 11070 eheKTUBHOCTi, Oe3reuyHoCTi Ta
AKOCTI, WJOAO0 €KCIIepTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, IO TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpallii (mepepeecTpaiiii), 070
BHECEHHsI 3MiH [I0 PeecTpalliiHUX MarepialiB Ta peKOMeHZAIlil JiKapChbKoro 3acoby
70 ep>XaBHOI peectpailii (rmepepeectpailii) abo BHECEHHsSI 3MiH [0 peeCcTparliiHuX
MarepiasiB, IJ0 HAJIWILIK 10 MiHicTepCcTBa OXOPOHU 3[]0POB’S YKpaiHU JINCTOM BiJ|
12 ceprias 2025 poky Ne 2145/5.2-25,

HAKA3YIO:

1. 3apeecTtpyBaTH JiKapchKi 3acobu (MeguuHi iMyHOOiosOTiuHiI TIperapaTu) Ta
BHECTH /10 /]ep>KaBHOTO PeeCTpy JTiKapChbKUX 3ac00iB 3rifHO 3 AoAaTKoM 1.
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2. TlepepeectpyBatu  JiKapChKi 3acobu (MenuyHi iMmyHobionoriuni
rperiapaTv) Ta BHECTH [0 Jlep)KaBHOTO PpeECTPY JIiKapChbKHUX 3aco0iB 3riHO 3
JI01IaTKOM 2.

3. BHecTu 3miHU [0 peecTpaljifHUX MaTepiaiB Ha JiKapchKi 3acobu (MeauuHi
iMmyHobGiosioriuni mpemnapaTu) Ta Jlep>kaBHOTO peECTPY JiKapChKUX 3aco0iB 3rifHO 3
JI0JIaTKOM 3.

4. BigMoBUTH y [ep)KaBHill peecTpaliii/miepepeecTpariii TiKapchbKUX 3aco0iB
(MeguuHUX iMyHOOiONOTiYHMX TIperiapaTtiB) Ta BHECEHHiI 3MiH [0 peecTpaljiiHuX
MaTepiasiB Ta []ep>KaBHOTO pPe€eCTpy JTiKapChbKUX 3aC00iB 3TiIHO 3 10AATKOM 4.

5. ®apmanieBTuHoMy yripaBiiHHiO (OsekcaHgpy ['pirieHKy) 3abe3meunTi
OTIPW/TIO/IHEHHSI I[bOTO0 Haka3y Ha odiliiiHomy BeOcaiiTi MiHicTepcTBa OXOPOHHU

3[10pOB’s YKpaiHU.

6. KOHTpO/1b 3a BUKOHAaHHSAM L[bOT'0 HaKa3y IOK/JIaCTU Ha 3acTyIrHuKa MiHicTpa
Enema ApamaHoga.

MinicTp BikTop JIALIKO



ITEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEJNYHNX IMYHOBIOJ/IOTTYHUX ITPEITAPATIB), AKI
BHOCATBHCA 4O JEPXABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB

Aopartok 1

[o Hakasy MiHicTepcTBa OXOpPOHU
300poB’Aa YKpaiHu «po aepxaBHY
peecTpauito (nepepeecTpadito)
niKapcbKux 3aco6iB (MeanYHUX
iMyHOGionoriuHux npenapariB) Ta
BHECEHHA 3MiH A0 peecTpauiiiHux
marepianiB»

Bif 21 cepnHa 2025 poky Ne 1326

Ne Hassa dopma sunycky 3asasHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHsA peecmpayjitiHo2o
3acoby ynakoska) nocsioYyeHHs
1. | QEVAINOPT Kancynm TOB YkpaiHa nepBrHHE Ta BTOPUHHE CnoseHisa peecTpaduis Ha 5 pokiB 3a He UA/20954/01/01
NPONOHIoOBaHOI Aji No "CaHpo3 nakyBaHHs1, BUMYCK peyenmom nionsieae
0,5 mr, no 10 kancyn y YkpaiHa" cepii: Pestome nnaHy ynpas/iHHA
6nictepi; no 5 ek dapmaneBTUYHA pu3nkamu Bepcia 1.0 gogaeTbes.
6nictepiB y KoMnaHisa g.4., MepiognyHiCTb NOAAHHSA
atoMiHIEBOMY MakeTi; CnoseHis; perynsipHo OHOB/IHOBAHOrO 3BITY
no 1 anoMiHieBomy KOHTPO/b cepili (TiNbkun 3 6e3neku, BignoBigHO A0
nakeTy B KapTOHHii MiKpOBIOIOriYHMIA) Mopsaky 34iACHEeHHS
Kopoo6ui ek ®apmaveBTUUHa hapmakoHarnsgy,
KommnaHia 4.4., 3aTBEepP)KEHOr0 Hakasom
CnoBeHis; MiHicTepcTBa OXOpPOHU 340P0B’A
BMPOGHMLTBO «in bulk», Ykpainu Big 27 rpyaHa 2006
KOHTPO/b cepili (Kpim poky Ne 898, 3apeecTpoBaHoOro B
MiKpOG6iONOrivyHOro): MiHicTepcTBi tocTuuil Ykpainm 29
HosapTic ciyHs1 2007 poky 3a Ne 73/13340
PapmachbioTikas (y pepakuii Hakasy MiHicTepcTBa
MaHydaktypuHr JI/1C, OXOPOHW 30POB's YKpaiHu Bif
CnoBeHis; KOHTPO/b 26 BepecHsi 2016 poky Ne 996),
cepiii (anbTepHaTMBHA CTaHOBMWTb: 3rifHO 3i CTpoKamu,
AinsHka ans 3a3HavyeHVMK y NepiognYHOCTI
nposeeHHA X NOAAHHA perynsipHuX 3BiTiB 3
aHanisy): 6e3neku.
HosapTic
dapmacbtoTikan
MaHydakTypuHr JI/1C,
CnoseHist
2. | AEVNINOPT Kancynm TOB YkpaiHa nepBrHHE Ta BTOPUHHE CnoBeHis peecTpauist Ha 5 pokiB 3a He UA/20954/01/02
NPOMOHIoBaHOT Aji No "CaHpo3 nakyBaHHs1, BUMYyCK peyenmom niosnsieae
1 wmr, no 10 Kancyny YkpaiHa" cepiit: Pestome nnaHy ynpas/iHHA
6nictepi; no 5 Jlexk PapmaueBTUYHa pusmkamm Bepcis 1.0 gogaeTbes.




Ne Hassa dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamvys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakosKa) nocsioYyeHHs
6nictepiB y KoMnaHia a.4., MepioAnyHICTb NOAAHHSA
aItOMiHIEBOMY MakeTi; CnoseHis; perynsipHo OHOB/IHOBAHOIO 3BITY
no 1 anomiHieBomy 3 Gesneku, BiANoBiAHO A0
nakeTy B KApTOHHii KOHTPO/Ib cepili (TiNbku Mopsaky 34iACHEHHS
Kopoo6ui MiKpOOGIO/I0riYHNiA) hapmakoHarnsgy,
Nek dapmaueBTUyHa 3aTBEPKEHOr0 HaKa3oMm
KoMnaHia a.4., MiHicTepcTBa OXOpPOHU 340P0OB’A
CnoseHis; Ykpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoOro B
BMPOBHULTBO «in bulk», MiHicTepcTBi tocTuuil Ykpainm 29
KOHTPO/b cepilt (Kpim ciuHsa 2007 poky 3a Ne 73/13340
MiKpo6iosoriyHoro): (y pepakuii Hakasy MiHicTepcTBa
HosapTic OXOPOHW 30POB's YKpaiHu Bif
dapmacbtoTikan 26 BepecHsi 2016 poky Ne 996),
MaHydhakTypuHr JI1C, CTaHOBWTb: 3TiAHO 3i CTpOKamu,
CnoBeHis; 3a3HavyeHVMuK y NepioanyHOCTI
KOHTPOb cepili NOAAaHHA PerynspHuX 3BiTiB 3
(anbTepHaTuBHa 6e3neku.
AinsiHka ans
nposefeHHA X
aHanisy):
Hosapric
dapmacbtoTikan
MaHydhakTypuHr JI1C,
CrnoseHis
3. | AEUNINOPT Kancysnu TOB YkpaiHa nepBuHHE Ta BTOPYHHE CnoBeHis peecTpauist Ha 5 pokis 3a He UA/20954/01/03
NPOMOHIoBaHOT Aji No "CaHpo3 nakyBaHHsi, BUMYCK peyenmom niosisieae
3 mr; no 10 kancyny YkpaiHa" cepiii: Pestome nnaHy ynpasniHHS

6nictepi; no 5
6nictepiB y
/1IOMIHIEBOMY MakeTi;
no 1 anomiHiesomy
nakeTy B KapTOHHIi
KopobLi

ek dapmaueBTUyHa
KomnaHia a.4.,
CnoBeHis;

KOHTPO/Ib cepili (TiNbku
MiKpO6iO/I0riYHIiA)
ek dapmaneBTUYHA
KomnaHia a.4.,
CnoseHis;

BMPOGHMLTBO «in bulk»,
KOHTPO/b cepili (Kpim
MiKpo6ionoriyHoro):

pu3nkamm Bepcia 1.0 gogaeTbes.
MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IIOBAHOIO 3BITY
3 6e3nekw, BIANOBIAHO A0
Mopsaky 34iCHeHHS
hapmakoHarnsgy,
3aTBEP)KEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU 340P0B’A
Ykpaiuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainm 29
ciuHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa

Hosapric OXOPOHW 30PO0B'A YKpaiHu Bif,
dapmacbioTikan 26 BepecHst 2016 poky Ne 996),
MaHyhakTypuHr JI1C, CTaHOBWTb: 3ri4HO 3i CTpOKamu,
CnoBeHis; 3a3Ha4YeHNUMU y NepioanYHOCTI




Ne Hassa dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamvys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakosKa) nocsioYyeHHs
KOHTpO/b cepili nofaHHsA perynsipHux 3BiTiB 3
(abTepHaTnBHA 6e3neku.
AinsHka ans
nposegeHHa X
aHanisy):
HoBapric
dapmacbioTikan
MaHydakTypuHr JI1C,
CnoBeHis
4. | BEWMINOPT Kancynu TOB YkpaiHa nepBrHHE Ta BTOPUHHE CnoseHis peecTpadis Ha 5 pokis 3a He UA/20954/01/04
NPO/IOHroBaHoI Aji No "CaHpo3 nakyBaHHs, BUMYCK peyenmom nionsizae
5 mr; no 10 kancyny YkpaiHa" cepiii: Pestome nnaHy ynpasniHHA
6nictepi; no 5 Nexk dapmaneBTUYHA pusnkamm Bepcisa 1.0 gogaeTbes.
6nictepis y KOMMaHis 4.4., MepiognyHicTb NogaHHA
/1IOMIHIEBOMY NakeTi; CnoBeHis; perynisipHoO OHOBJ/IIOBAHOTO 3BIiTY
no 1 anomMiHieBomy 3 6esneku, BiANOBIAHO A0
nakeTy B KapTOHHIi KOHTPO/Ib cepili (TiNbku Mopsaky 34iACHeHHS
Kopoo6Ui MiKpOG6iO/IoriYHWiA) hapmakoHarnsgy,
ek ®apmaveBTUYHa 3aTBEPPKEHOr0 HaKas3oMm
KOMMaHis 4.4., MiHicTepcTBa 0OXOPOHW 340POB’A
CnoBeHis; Ykpaiuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
BMPOBGHULTBO «in bulks, MiHicTepcTBi tocTuLi YKpaiHun 29
KOHTPO/b cepili (Kpim ciuHs 2007 poky 3a Ne 73/13340
MiKpOG6iONOrivyHOro): (y pepakuii Haka3y MiHicTepcTBa
HosaprTic OXOPOHW 3[0POB'A YKpaiHu Bif
dapmachbioTikas 26 BepecHs 2016 poky Ne 996),
MaHydaktypuHr JI/1C, CTaHOBMWTb: 3riAHO 3i CTpOKamu,
CnoBseHis; 3a3HayYeHVMU Y NepiognNYHOCTI
KOHTpO~b cepili noJaHHA perynspHux 3siTiB 3
(anbTepHaTnBHA 6e3neku.
ainsHka ans
nposefgeHHa X
aHanisy):
HosaprTic
dapmachbioTikas
MaHydaktypuHr JI/1C,
CnoBeHis
5. | OEKATPEN TabneTku, BKPUTI $apmaueBT MonbLa dapmaneBTUYHNI 3aBOS, Monbwa peecTpaduis Ha 5 pokiB 3a He UA/20955/01/02
NNiBKOBOK 0B0/IOHKOK | WYHWIA 3aBOA «MNONIb®APMA» C.A. peyenmom nionsieae
no 90 mr; no 14 «MNONIb®AP Pestome MYP Bepcisa 0.2
Tabnetok y 6nictepi, MA» C.A.

no 4 6nictepu B
KapTOHHI KOpooLi

nopaetbes. MNMepioAnyHicTb
nofaHHsA perynsipHo
OHOB/THOBAHOrO 3BITYy 3 6e3neky,
BignoBigHo Ao MNopsaky




n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakosKa)

3asasHukK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep

peecmpayiliHo2o

nocsioYyeHHs

3piicHeHHs1 chapmakoHarnsgay,
3aTBEPKEHOI0 HaKa3oM
MiHicTepcTBa 0XOpPOHM 340POB’A
Ykpaiuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YkpaiHn 29
ciuHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MinicTepcTBa
OXOpOHW 300pPOB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHVMU Y NepioanNYHOCTI
nofaHHsA perynsipHux 3BiTiB 3
6e3neku.

LOEKATPEN

TabneTku, BKpUTI
NiBKOBOK 0B0/IOHKOIO
no 60 mr; no 14
Tabnetok y 6nictepi,
no 4 6nictepu B
KapTOHHI Kopoo6Li

dPapmaueBT

NYHWIA 3aBOf,

«MONb®PAP
MA» C.A.

Monba

dapmaueBTUYHMIA 3aBOf,

«MONTb®APMA» C.A.

MNonbLwa

peecTpaduis Ha 5 pokiB

Pestome MYP Bepcisa 0.2
popaetbes. MNMepioAnyHicTb
NoAaHHA perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neky,
BignosigHo A0 Mopaaky
3piicHeHHs1 chapmMakoHarnsgy,
3aTBEP)KEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU 340P0B’A
Ykpaiuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainm 29
ciuHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 3[0pPO0B'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HavyeHVMU y nNepiognyHoCTI
nofaHHsA perynsipHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/20955/01/01

LOEKCKETON
PO®EHY
TPOMETAMO
n

NOPOLLIOK (Cy6CTaHList)
y NoABiHNX
nonieTMNeHoBuUxX
nakeTtax gns
hapmaueBTUYHOro
3acToCyBaHHS

My6niyHe
akujioHepHe
TOBapuCTBO

"HaykoBo-
BUPOGHNUNIG

LeHTp
"BopLuariscb
KWiA Ximiko-
thapmaueBT
VNYHWIA

Ykpaina

CaypaB Kemikans
Nimiteq

IHais

peecTpaduis Ha 5 pokiB

He
nionsieae

UA/20956/01/01




Ne Hassa dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamvys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakosKa) nocsioYyeHHs
3asofg"
8. | ENNEPIK TabneTku, BKpUTI Mictpan AHrniA BMPOGHMLTBO, IcnaHis/ peecTpaduis Ha 5 pokiB 3a He UA/20957/01/01
NNiBKOBOIO Kenitan nepBrHHE, BTOPVHHE Yexis/ peyenmom nionsieae
060/10HKOI0, MO 25 Mr, MeHemxmeH nakyBaHHS, KOHTPO/1b HimeuunHa Pestome MYP Bepcisa 0.1
no 10 TabneTok y T NimiTepq, AKOCTI, BUNYCK cepil [0Ja€EThbCS.
6nicTtepi, no 3 CiHTOH XicnaHisi, C.J1., MepiognyHiCTb NOAAHHSA
6nicTepun y kapTOHHIl Icnanis; perynsipHo OHOB/IHOBAHOrO 3BITY
Kopoo6Ui KOHTPO/Ib AKOCTI ¢Pi3nKO- 3 6esneku, BiAnoBiaAHO A0
XiMiYHWiA: Mopsaky 34iACHEeHHS
KBiHTa-AHaniTvka c.p.o., hapmakoHarnsgy,
Yexis; 3aTBEPKEHOr0 HaKa3om
KOHTPO/Ib AKOCTI MiHicTepcTBa OXOpPOHU 340POB’A
MiKPOGIONOriYHNIA: Ykpainm Big 27 rpyaHsa 2006
Na6op IC CE 1a Ko. KT, poky Ne 898, 3apeecTpoBaHoOro B
HimeuuunHa; MiHicTepcTBi tocTuuil Ykpainm 29
KOHTPO/Ib SAKOCTi ciyHs 2007 poky 3a Ne 73/13340
MiKpOBIOOriYHWIA: (y pepakuii Haka3y MiHicTepcTBa
ITECT lNntoc c.p.o., OXOPOHW 30POB's YKpaiHu Bif
Yexist; 26 BepecHsi 2016 poky Ne 996),
CTAHOBWTL: 3ri4HO 3i CTpOKamu,
KOHTPO/b AKOCTI 3a3HavyeHVMK y NepiognyHOCTI
MiKpPOGIONOriYHNIA: NnofaHHs perynsipHux 3BiTiB 3
ITECT INntoc c.p.o., 6e3nekn
Yexis
9. | ENNEPIK TabneTkn, BKPUTI MicTpan AHrnis BUPOBHMLTBO, IcnaHisi/ peecTpauist Ha 5 pokiB 3a He UA/20957/01/02
NNiBKOBOO Kenitan nepBrHHE, BTOPVHHE Yexis/ peyenmom niosnsieae
060/10HKOI0, No 50 Mr MeHepxmeH nakyBaHHs, KOHTPO/1b HimeuyunHa Pestome MYP Bepcis 0.1
no 10 TabneTtok y T NimiTepq, SIKOCTi, BUNYCK cepil

6nictepi, no 3
6nicTepun y KapTOHHiIl
Kopobui

CiHTOH XicnaHig, C.J1.,
IcnaHis

KOHTPO/Ib AKOCTI ¢Pi3nKO-
XiMiYHWiA:
KBiHTa-AHasiTuKa c.p.o.,
Yexis

KOHTPO/Ib SIKOCTi
MiKpOBIO/OriYHWIA:
Nab6op NNC CE T1a Ko. KT,
HimeuunHa

KOHTPO/Ib SKOCTI
MiKpPOGIONOriYHNIA:
ITECT Tnoc c.p.o.,

[opaeTbes.
MepioAnyHICTb NOAAHHSA
perynspHo OHOB/IIOBAHOrO 3BITY
3 6esneku, BiANOBIAHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEP)KEHOr0 HaKa3oMm
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainm 29
ciyHa 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 30POB's YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpOKamu,
3a3Ha4YeHNUMK y NepioanYHOCTI




Ne Hassa dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamvys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakosKa) nocsioYyeHHs
Yexis nofaHHsA perynsipHux 3BiTiB 3
6e3nekn
KOHTPO/b AKOCTI
MiKpOBIO/IOriYHWIA:
ITECT MNntoc c.p.o.,
Yexis
10. | NIHO3UA pO34uH ANst iHQysild, 2 TOB YkpaiHa yopna MEANLINH TypeyunHa peecTpadis Ha 5 pokis 3a He UA/20958/01/01
mr/mn; no 300 mn «YOPN[, INAY CAH. BE TIXK. peyenmom nionsizae
PO34MHY B q0/1aKOHi; MEAOMLNH>» A.LL. Pestome MYP sepcis 2.0
no 1 cpnakoHy B nofaetbes. MepioAnyHiCTb
KapTOHHI KOpooL noAaHHA perynspHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,
BignosigHo A0 Mopaaky
3fiicHeHHs chapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3om
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuil Ykpainm 29
ciuHa 2007 poky 3a Ne 73/13340
(y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 3,0POB's YKpaiHu Bif
26 BepecHsi 2016 poky Ne 996),
CTAHOBWTL: 3ri4HO 3i CTpOKamu,
3a3HavyeHVMK y NepiognyHoCTI
NOAAHHA perynspHuX 3BiTiB 3
6e3neku.
11. | MECANTA3BNH | nopoLuok (cybcTaHLis) AT YkpaiHa WKEL3AH XEHKAH KnTaii peecTpadist Ha 5 pokis - He UA/20959/01/01
B MakeTax NoABiliHNX "papmak” ®APMACBHOTIKAN KO., nidnsieae
nosieTuneHoBux ons nTA.
hapmaueBTUYHOro
3aCTOCyBaHHSA
12. | TENMICTA® Tabnetkn, 40 KPKA, a.4., CnoseHis BiANOBiAAIbHMI 3a CnoseHis peecTpaduis Ha 5 pokis 3a He UA/20961/01/01
TPIO mr/5mr/12,5 mr, no 7 Hoso mecTo BMPOGHMLTBO "in bulk", peyenmom nionsi2ae

Tabnetok y 6nictepi;
no 4 a6o 12 6nictepis
y Kopoo6Lii

nepBrHHE Ta BTOPUHHE
nakyBaHHSs1, KOHTPO/1b
cepii Ta Bunyck cepii

KPKA, a.4a., HoBo mecTo

Pestome MYP Bepcis 0.1
nopaetbes. MepioAnyHiCTb
NoAaHHA perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku,
BignosigHo A0 Mopaaky
34ilicHeHHs hapMakoHarnsagy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuuil Ykpainm 29




n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakosKa)

3asasHukK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4YeHHs

ciuHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MinicTepcTBa
OXOPOHW 300pPOB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHVMU Y NepioanNYHOCTI
nofaHHsA perynsipHux 3BiTiB 3
6e3neku.

13.

TENMICTA®
TPIO

Tabnetku, 80 mr/5
mr/12,5 mr, no 7
TabneTtok y 6nicrepi;
no 4 a6o 12 6nictepis
y KOpoo6u;j

KPKA, a.4.,
HoBo mecTo

CnoseHis

BiANoBiAabHWIA 3a
BUPOGHMLTBO "in bulk",
nepBuHHE Ta BTOPYHHE

nakyBaHHS, KOHTPO b
cepii Ta Bunyck cepii
KPKA, a.4., HoBo mecto

CnoseHisa

peecTpaduis Ha 5 pokiB

Pestome MYP Bepcisa 0.1
popaetbes. MNMepioAnyHicTb
NoAaHHA perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neky,
BignosigHo A0 MNopaaky
3piicHeHHs1 chapmakoHarnsgy,
3aTBEPL)KEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU 340P0B’A
Ykpaiuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainm 29
ciuHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 3[0pPO0B'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HavyeHVMu1 y NepiognyHOCTI
nofaHHsA perynsipHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/20961/01/02

14.

TENMICTA®
TPIO

Tabnetkn, 80 mr/10
mr/12,5 mr, no 7
TabneTtok y bnictepi;
no 4 a6o 12 6nictepis
y Kopoo6Lii

KPKA, a.4.,
HoBso mecTo

CnoseHis

BiANOBiAaIbHMI 3a
BMPOGHMLTBO "in bulk",
NepBUHHE Ta BTOPUHHE

nakyBaHHS, KOHTPO b
cepii Ta Bunyck cepii
KPKA, a.4a., HoBo mecTo

CnoseHis

peecTpaduis Ha 5 pokiB

Pestome MYP Bepcisa 0.1
nopaetbes. MNMepioAnyHicTb
NoAaHHA perynspHo
OHOB/THOBAHOrO 3BITYy 3 6e3neku,
BignosigHo Ao Mopaaky
3ailicHeHHa hapMakoHarnsagy,
3aTBEPKEHOr0 HaKa3oM
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainm 29
ciyHa 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340PO0B's YKpaiHu Big

3a
peyenmom

He
nionsieae

UA/20961/01/03
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Ne Hassa dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamvys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakosKa) nocsioYyeHHs
26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHVMU Y NepioanNYHOCTI
nofaHHsA perynsipHux 3BiTiB 3
6e3neku.
15. | TEIMICTA® Tabnetku, 80 mr/10 KPKA, a.4a., CnoseHis BiANOBiAa/IbHWIA 32 CnoseHis peecTpaduis Ha 5 pokiB 3a He UA/20961/01/04
TPIO Mmr/25 mr; no 7 HoBo mecTo BUPOGHMLTBO "in bulk", peyenmom nionsieae
TabneTtok y 6nictepi; nepBrHHE Ta BTOPUHHE Pestome MYP Bepcisa 0.1
no 4 a6o 12 6nictepis nakyBaHHs!, KOHTPO/1b popaetbes. MNMepioAnyHicTb
y KOpoo6u;j cepii Ta BuNycK cepii nofaHHs perynsipHo
KPKA, a.4., HoBo mecto OHOB/IOBAHOrO 3BIiTY 3 6GE3NeKu,
BignosigHo A0 Mopaaky
3piicHeHHs1 chapmMakoHarnsgy,
3aTBEPL)KEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU 340P0B’A
Ykpaiuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainm 29
ciuHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 3[0pPO0B'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HavyeHVMU y NepiognyHOCTI
nofaHHsA perynsipHux 3BiTiB 3
6e3neku.
16. | TEO®INIH KpucTanivyHmi AT YkpaiHa AJNNEMBIK IHais peecTpaduis Ha 5 pokiB - He UA/20962/01/01
MOPOLLIOK (Cy6CTaHList) "®apmak” PAPMACBIOTIKANS nionsi2ae
y NoABIAHNX NIMITEL
nonieTMNeHoBux
naketax gns
chapmaLeBTUYHOro
3acTOCyBaHHSA

B.o. HauanbLHUKA
dapManeBTUYHOr0 yIIPaB/IiHHA

Onexkcanap I'PINEHKO




IIEPEJIIK

Aopatok 2

[o Hakasy MiHicTepcTBa OXOpPOHU
300poB’Aa YKpaiHu «po aepxaBHY
peecTpauito (nepepeecTpadito)
niKapcbKux 3aco6iB (MeanYHUX
iMyHOGionoriuHux npenapariB) Ta
BHECEHHA 3MiH A0 peecTpauiiiHux
marepianiB»
Bi 21 cepnns 2025 poky Ne 1326

BHOCATBHCA 4O JEPXABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB

INEPEPEECTPOBAHUX JITKAPCBKHX 3ACOBIB (MEJUUHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), AKI

Ne Hassa dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamysa Homep
n/n JNlikapcbKo20 | (n1ikapcbka ghopma, 3asiBHUKa BUPOGHUKA BionycKy HHS peecmpayitiHo2o
3acoby ynakoska) nocBi0YeHHs1

1. | AJIAHTOIH KpucTaniyHmi ToBapucTBO 3 Ykpaina MOHTAXX KEMIKAN3 IHais MepepeecTpavis Ha - He nionsizae UA/18780/01/01
NOPOLLOK 06MEXEHO0 NBT.NTA. (MpisaT HeobMeXeHut TEPMIH.
(cybeTaHuis) y BiANOBIAAbHI Nimiten)
NoABINHMX cTHo
nonieTnIeHoBux "®apmaueBTun
naketax ans YHa KoMnaHis
hapmaueBTUYHOTO "3n0poB’s"
3aCTOCYyBaHHSA

2. | BA®A30/N MOPOLLOK ToBapucTBo 3 Ykpaina ToBapucTBO 3 YkpaiHa nepepeecTpawis Ha - He nionsizae UA/18760/01/01
(cybeTaHuin) y [0[aTKOBOIO [0[aTKOBOKO HeoOMeXeHW TepMiH
nakeTax nogBiliHNX BiANOBIAaA/bHI BiANOBIAALHICTIO
i3 nniBKK CTI0 "IHTEPXIM"
nosnieTnneHoBol Ansa "IHTEPXIM"
hapmavLeBTU4HOro
3aCTOCYBaHHSA

3. | TOOACAN® Tabnetku no 100 wmr; [p. Ndonerep HimeuyunHa Op. Mcbnerep HimeyunHa nepepeecTpawis Ha bes He nionsizae UA/7763/01/01
no 10 Tabnetok y ApuHaiimiTTen ApuHaiimiTTenb M6X HeobMexeHuli TepMiH peyenma —
6nicTepi; no 2 abo 5, b 'M6X MepiognyHIiCTb NOAAHHSA Ne 20;
a6o 10 6nicTepi y perynisipHoO OHOBJ/IHOBAHOTO 3BIiTY 3a
KapTOHHIli KopooLi 3 6esneku, BiANOBIAHO A0 peyenmom —

Mopsaky 34jiRCHEeHHS Ne 50, Ne
thapmakoHarnagy, 100

3aTBEPKEHOTO Haka3oMm
MiHicTepcTBa 0OXOPOHM 340POB’SA
Ykpaiuu Big 27 rpyaHsa 2006

poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuji Ykpainn 29
ciuHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB'st YKpaiHu Bif




Ne Hassa Popma suUrnycky 3assHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexnamysa Homep
n/n JNliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakoska) nocsi0YeHHs1
26 BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3riJHO 3i CTpOKamu,
3a3Ha4YeHVMU Y NepioanNYHOCTI
nofaHHsA perynsipHux 3BiTiB 3
6e3neku.
4. | EKCTPAKT pignHa (cybeTaHuis) | TOB "Haykoso Ykpaina MpAT "Bionik" YkpaiHa MepepeecTpavis Ha - He nionsizae UA/18658/01/01
PIOKNIA y NASILWL CKNSHINA 3 - BUPO6GHMYA HeoOMEeXeHW TepMiH
KOPEHA TeMHOro cknia gns ipma
BOPLO hapmaueBTUYHOTO Akcomep 14"
3aCTOCYyBaHHSA
5. | EKCTPAKT eKCTpaKT Cyxui TOB Ykpaina MpAT "Bionik" YkpaiHa nepepeecTpawis Ha - He nionsizae UA/18771/01/01
CONMIOAKOBO | (cy6cTaHuis) y "YKpaiHcbka HeoOMeXeHW TepMiH
O KOPEHSA noABiliHMX NnakeTax 3 | hapmaueBTny
CyXumn nNiBKN Ha koMnaHia"
nosnieTnneHoBol Ansa
hapmaveBMyHoro
3aCTOCYBaHHSA
6. | ENIbNTAH TabneTku, BKpUTI MpAT Ykpaina Padhapm C.A. Ipeuis nepepeecTpawis Ha 3a He nionsizae UA/18414/01/01
nAiBKOBOO "®apmaueBTun HEe0BMEXeHWI TePMIH peyenmom
o6onoHkoto, no 20 yHa hipma Pe3stome nnaHy ynpasiiHHA
Mr; no 3 TabneTkn y "fNapHuua” pusnkamm Bepcisa 1.0 gogaeTbes.
6nicTepi; no 1 MepioanyHiCTb NOAAHHSA
6nicTepy B mauui perynsipHO OHOBJ/IHOBAHOIO 3BITY
3 6esneku, BiANOBIAHO A0
Mopsgky 3aiicHeHHs
thapmakoHarnsagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHY 340POB’SA
Ykpainu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLji Ykpainu 29
ciyHsa 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 300pPOB'A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTpOKamu,
3a3HavYeHVMU Y NepioanNYHOCTI
NOAAHHSA PerynsipHuX 3BiTiB 3
6e3neku.
7. | ENbNTAH TabneTku, BKPUTI MpAT YkpaiHa Padapm C.A. Ipeuis nepepeecTpavis Ha 3a He nionsizae UA/18414/01/02
MN/1iBKOBOIO "®dapmaueBTu HeoOMeXeHW TepMiH peyenmom
060/10HKO10, M0 40 yHa thipma Pestome nnaHy ynpasniHHS
Mr; no 3 TabneTkn y "fapHnus” pu3nkamm Bepcia 1.0 gogaeTbes.

6nicTepi; no 1
6nictepy B nayui

MepioanyHiCTb NOAAHHSA
perynsipHo OHOB/IIOBAHOTO 3BiTY
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Ne Hassa Popma suUrnycky 3assHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexnamysa Homep
n/n JNliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakoska) nocsi0YeHHs1
3 6esneku, BiANOBIAHO A0
Mopsigky 34iiCHEHHS
thapmakoHarnsagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHM 340POB’SA
Ykpainu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLji Ykpainu 29
ciyHsa 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB'A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3HavYeHVMU Y NepiognNYHOCTI
NOAAHHSA PerynsipHuX 3BiTiB 3
6esneku.

8. | IHOTYBAK® cycneHsis ans ABGOTT HigepnaHngu BMPO6HMLTBO «final HigepnaHgn MepepeecTpauis Ha 3a He nidnsizae UA/18498/01/01
TETPA iH'ekuili; no 0,5 mn Bionogxikan3 bulk»; koHTponb «final HeobMeXeHW TEPMIH. peuyenmom
BAKUVHA cycneHsii ans B.B. bulk» (kpim TecTy Ha OHoBeHo iHdhopMaLio B
ana IH'eKUin y CTEPUNBHICTD); IHCTPYKLii 4Nns MegnyHoro
MPO®INTAKT nonepegHbL0 KOHTpONb cepii M3 3acToCyBaHHSA Nikapcbkoro
WKW revny HanoBHEHOMY (ipeHTudpikauisa Ta 3acoby B po3sginax
YOTUPLOXB | oaHopa3oBOMYy KifIbKiCHe BU3HAYEHHS "GapmMakoTepanesTuyHa rpyna.

ANEHTHA, LUNPWL 3 TONKOO remarnioTuHiny (FA), Kog ATX" (pefaroBaHo TekCT
MOBEPXHEB | a6o 6e3 ronku; no 1 6akTepiasibHi po3ainy 6e3 hakTUYHOT 3MiHU
nin a6o 10 wnpwyis B €HA,0TOKCUHMN): Kogy ATX), "IMyHOMOriYHI i
AHTUTEH, KapTOHHIli KopoobLi A66OTT Bionogxikan3 6ionoriyHi BNactTneocTi"
IHAKTUBOBA B.B., Higepnanaun (peparyBaHHS TEKCTYy Ta
HA | YTOUHEHHS iHdhopmaLlii),
INFLUVAC® KOHTponb «final bulk» "MpoTunokasaHHA",
TETRA (cTepunbHicTb Ta "Oco6n1BOCTI 3aCTOCyBaHHA",
INFLUENZA 6akTepianbHi "Cnoci6 3acTocyBaHHS Ta go3un"
VACCINE €HO0TOKCUHN); (peparyBaHHA TEKCTy Ta
QUADRIVALE nepBuHHE Ta YTOUHEHHS iHhopmaulii),
NT, BTOPVHHE NakKyBaHHsA "Mo6iuHi peakw,i’,
SURFACE 'N3; KoHTpONb cepii "HecyMiCHICTb" Ta AONOBHEHO
ANTIGEN, N3 (kpim [0 TEKCTY po3ainun "3asaBHUK",
INACTIVATE iaeHTUdikauii Ta "Micue3HaxomKeHHs 3asaBHMKA"
D KiSTbKICHOrO BiANOBIAHO O MaTepianis
BM3HAYEHHS peecTpauiiHoro Aocbe.
remarioTuHiny (FA);
TECT Ha CTabiNbHICTb); Pestome nnaHy ynpasniHHA
Bunyck cepii MN3: pusnkamm Bepcis 5.0 gogaeTbes.
AG66OTT Bionomxikan3 MepioanyHiCTb NoAaHHSA
b.B., Higepnangm perynsipHo OHOB/IKOBAHOIO 3BITY
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma suUrnycky
(nikapcbka gpopma,
ynakoska)

3asaBHukK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHS

Homep
peecmpayjiliHo2o
nocsio4yeHHs

3 6esneku, BiANOBIAHO A0
Mopsigky 34iiCHEHHS
thapmakoHarnsagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOPOHM 340POB’SA
Ykpainu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLji Ykpainu 29
ciyHsa 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB'A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3HavYeHVMU Y NepiognNYHOCTI
NOAAHHSA PerynsipHuX 3BiTiB 3
6esneku.

nokcunaon

PO34MH ANS iH'eKUin
15 mr/1,5mnno 1,5
M/ B amnyni, no 3
amnynn B KapTOHHIi
KOpoo6Li

TOB «YOP/I]
MEAVLINH»

Ykpaina

dapmaBixH CaH. Be
Tigpk. A.LL.

TypeyunHa

MepepeecTpavis Ha
HeoOMeXeHW TepMiH
OHOB/EHO iHghopMmaLlito B
IHCTPYKLii 4Nns MegnyHoro
3aCcTOCyBaHHsA NikapCcbKoro
3acoby y posginax
"GapmMakoTepanesTuyHa rpyna.
Kog ATX " (wogno Ha3Bu 6e3
3MiHu kogy ATX)",
"®apmakonoriyHi BractneocTi”,
"MNokasaHHs", "B3aemogjs 3
iHLWMMK niKapcbknMy 3acobamm
Ta iHWi BUAW B3aemogijin",
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rogyBaHHs
rpyaato”, "Cnocib 3actocyBaHHs
Ta gosun", "Oitn" (yToYHeHHs
iHchopmawii), "Mo6iuHi peakwii”
BinoBigHO A0 iHchopmau;i
pediepeHTHOro Nikapcbkoro
3acoby (MOBAIC, po3unH ans
iH'ekyjin 15mr/1,5mn).
Pestome nnaHy ynpas/iHHA
pu3nkamm Bepcia 3.0 gogaeTbes.
MepioAnyHICTb NOAAHHSA
perynspHoO OHOB/IHOBAHOIO 3BITY
3 6e3nekw, BIANOBIAHO A0
MopsAky 34iCHEHHS

3a
peuerimom

He nionsieae

UA/18268/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma suUrnycky
(nikapcbka gpopma,
ynakoska)

3asaBHukK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHS

Homep
peecmpayjiliHo2o
nocsio4yeHHs

chapmakoHarnsgy,
3aTBEPKEHOIO Haka3oM
MiHicTepcTBa 0XOpPOHM 340POB’A
Ykpaiuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuuji Ykpainu 29
ciuHs 2007 poky 3a Ne 73/13340
(y pegakuii Hakasy MiHicTepcTBa
OXOpOHW 300pPOB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTpOKamu,
3a3Ha4YeHVMU Y NepioanNYHOCTI
nofaHHsA perynsipHux 3BiTiB 3
6e3neku.

10.

MAINXEN

TabneTku, BKpUTI
NAiBKOBOO
060/10HKOI0, N0 400
Mr; no 28 TabneTok
y thnakoHi, no 1
ch1akoHy B
KapTOHHI ynakoBLi

MavinaH
Nab6opaTtopi3
Nimiten

IHAjA

MAWIAH
NIABOPATOPI3
NIMITE],

IHAjA

nepepeecTpavjis Ha
HE0BMEeXeHW TepMIH.
OHoBEHO iHdhopMaLio B
IHCTPYKUIT AN MeguyHoro
3aCTOCYyBaHHSA NiKapcbkoro
3acoby B po3ginax
"PapmakoTepanesTUyHa rpyna.
Kog ATX " (wono Ha3sm 6e3
3MiHu Kogy ATX), "OcobnmBocTi
3acTocyBaHHA" BignoBigHO 40
iHchopmawii pechepeHTHOro
nikapcbKoro 3acoby
(SOVALDI™ (sofosbuvir) 400
mg film coated tablets), a Takox
OHOB/IEHO iHChOpMaLito B po3gini
"Mo6iuHi peakuyii" IHCTPYKUIT ANs
MeAMYHOr0o 3aCTOCYBaHHS
Nikapcbkoro 3acoby Loao
BaXX/IMBOCTI 3BiTYBaHHSA Npo
no6iyHi peakuji.
Pestome nnaHy ynpasiHHA
pu3nkamu Bepcisa 6.0 gogaeTbes.
MepioAnyHICTb NOAAHHSA
perynspHO OHOB/IKOBAHOrO 3BITY
3 6esneku, BiAnoBiaAHO A0
Mopsaky 34iicCHeHHA
hapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU 340P0B’A
YKkpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B

3a
peyenmom

He nionsieae

UA/18369/01/01
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Ne Hassa Popma suUrnycky 3assHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexnamysa Homep
n/n JNliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakoska) nocsi0YeHHs1
MiHicTepcTBi tocTuLil YkpaiHu 29
ciyHs1 2007 poky 3a Ne 73/13340
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 30POB's YKpaiHu Bif
26 BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKamu,
3a3HavyeHVMuK y NepiognyHOCTI
NOAAHHA PerynspHuX 3BiTiB 3
6e3neku.
11. | MAKCITPA TabneTku, BKPUTI $apmaueBTNY Monbwa dapmayleBTUYHNI Monbwa MepepeecTpavis Ha 3a He nionsizae UA/18415/01/04
OPAINB MN/1iBKOBOIO HW 3aBOf, 3aBog, «[onbthapma» HeobMeXeHW TEPMIH. peyenmom
o6onoHkoto no 20 mr | “NMOJIb®APM C.A. OHOBJIEHO iHghopMmaLito B
no 1 a6o no 2 A" C.A. IHCTPYKUIT AN MeguyuHoro

Tabnetkn y 6nictepi,
no 1 6nictepy B
KapTOHHI kopobuyj,
no 4 Tabnetkn y
6nicTepi, no 1 abo
no 2, abo no 3
6nictepu B
KapTOHHI Kopo6Lyi

3acTOCyBaHHS NikapCcbKoro
3acoby y posginax
"®apmakonoriyHi BnactnsocTi”,
"MpoTunokasaHHsa",
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Cnocib 3acTocyBaHHs Ta f03n"
BiANOBIAHO [0 iHGopMaLii Wwoao
MeAMYHOro 3acTOCYBaHHS
pedyepeHTHOro Nikapcbkoro
3acoby (CIAJIIC®, TabneTku,
BKPWTi MNiBKOBOK 060/IOHKOM), &
Takox y po3aini "Mo6iyHi
peakuii” Woa0 BaX/IMBOCTI
3BiTyBaHHS Npo Mo6iYHI peakw;i.

Pestome nnaHy ynpasiHHA
pu3nkamu Bepcisa 2.1 gogaeTbes.
MepioAnyHICTb NOAAHHSA
perynspHO OHOB/IKOBAHOrO 3BITY
3 6esneku, BiAnoBiaAHO A0
Mopsaky 34iicCHeHHA
hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHU 340P0B’A
YKkpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil YkpaiHm 29
ciyHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 30POB's YKpaiHu Bif
26 BepecHsi 2016 poky Ne 996),
CTaHOBWTL: 3ri4HO 3i CTpOKamu,
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma suUrnycky
(nikapcbka gpopma,
ynakoska)

3asaBHukK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHS

Homep

peecmpayjiliHo2o

nocsi0YeHHs1

3a3HavyeHVMK y NepiognyHOCTI
NOAAaHHA PerynsipHuX 3BiTiB 3
6e3neku.

12.

MAKCITPA
[PAIB

TabneTku, BKPUTI
N/1iBKOBOIO
060/10HKOI0 M0 2,5
Mr o 14 TabneTok y
6nictepi, no 2
6nictepu B
KapTOHHI kopobuy;

PapmaueBTny
HWIA 3aBOS,
“NOJSIb®APM
A’ C.A.

MonbLa

dapmaLleBTUYHNI
3aBof, «Monbthapmar»
C.A.

Monbla

MepepeecTpauis Ha
HeobMeXeHW TEPMIH.
OHOB/IEHO iHGhopMmaLito B
IHCTPYKUIT N8 MeguyuHoro
3acTOCyBaHHS NikapCbKoro
3acoby y posginax
"®apmakonoriyHi BnacTnsocTi”,
"MpoTunokasaHHsa",
"Ocob6nMBOCTI 3aCTOCYBaHHSA",
"Cnoci6b 3acTocyBaHHs Ta f03n"
BiANOBIAHO A0 iHGopMaLii Wwoao
MeAMYHOro 3acTOCYBaHHS
pediepeHTHOro Nikapcbkoro
3acoby (CIAJIIC®, TabneTku,
BKPWTi MNiBKOBOK 060/IOHKOM), &
Takox y po3aini "Mo6iyHi
peakuii” Wwoa0 BaXIMBOCTI
3BiTyBaHHS Npo MoGiYHI peakw;i.

Pestome nnaHy ynpasiHHA
pu3nkamu Bepcisa 2.1 gogaeTbes.
MepioAnyHICTb NOAAHHSA
perynspHO OHOB/IHOBAHOrO 3BITY
3 6esneku, BiAnoBiaAHO A0
Mopsaky 34iicCHeHHs
hapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU 340POB’A
Ykpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil YkpaiHm 29
ciyHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHictepcTBa
OXOPOHW 30POB's YKpaiHu Bif
26 BepecHsi 2016 poky Ne 996),
CTaHOBUTbL: 3rifHO 3i CTpoKamu,
3a3HavyeHVMK y NepiognyHoCTI
NOAAHHA perynsipHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He nionsieae

UA/18415/01/01

13.

MAKCITPA
[IPAIB

TabneTku, BKpUTI
NAiBKOBOIO
0060/10HKOI M0 5 Mr

PapmavneBTny
HWIA 3aBOf,
“NMOJIb®APM

Monbuya

dapmMaveBTUHHUIA
3aBof, «Monbthapmar»
C.A.

Monblya

nepepeecTpauis Ha
HEOOMEXEHWU TePMIiH.
OHOBEHO iHhopMaLiilo B

3a
peyenmom

He nionsieae

UA/18415/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma suUrnycky
(nikapcbka gpopma,
ynakoska)

3asaBHukK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHS

Homep
peecmpayjiliHo2o
nocsio4yeHHs

no 14 tabneTtok y
6nictepi, no 2
6nictepu B
KapTOHHI kopobuy;

A" C.A.

IHCTPYKUIT AN MeguyuHoro
3acTOCyBaHHS NikapCbKoro
3acoby y po3ginax
"®apmMakonoriyHi BnacTnsocTi”,
"MpoTunokasaHHsa",
"Oco6nMBOCTI 3aCTOCYBaHHS",
"Cnoci6b 3acTocyBaHHs Ta f031"
BiANOBIAHO A0 iHGopMaLii Wwoao
MeAMYHOro 3acTOCYBaHHS
pedyepeHTHOro Nikapcbkoro
3acoby (CIAJIIC®, TabneTku,
BKPWTi MMiBKOBOK 060/IOHKOM), &
Takox y po3aini "Mo6iyHi
peakuii” Woa0 BaXIMBOCTI
3BiTyBaHHS NPo MoGiYHI peakw;i.

Pestome nnaHy ynpas/iHHA
pv3nkamu Bepcia 2.1 goaaeTbes.
MepioAnyHICTb NOAAHHSA
perynspHO OHOB/IHOBAHOIO 3BITY
3 Gesneku, BiANoBiAHO A0
Mopsaky 34iiCHeHHA
hapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil YkpaiHu 29
ciyHs1 2007 poky 3a Ne 73/13340
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 30POB's YKpaiHu Bif
26 BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HavyeHVMuK y NepiognyHOCTI
NOAAHHA PerynspHuX 3BiTiB 3
6e3neku.

14.

MAKCITPA
[PAIB

TabneTku, BKPUTI
NAiBKOBOO
o6onoHkoto no 10
Mr, no 1 a6o no 2
Tabnetkn y 6nictepi;
no 1 6nictepy B
KapTOHHI kopobuy;

PapmaueBTny
HWIA 3aBOS,
“NOJSIb®APM
A’ C.A.

MonbLa

dapmayleBTUYHNI
3aBof, «Monbhapmar»
C.A.

Monbla

MepepeecTpauis Ha
HeobMeXeHW TEPMIH.
OHOBJIEHO iHghopMmaLito B
IHCTPYKUIT N8 MeguyuHoro
3aCcTOCyBaHHS NikapCcbKoro
3acoby y posginax
"®apmakonoriyHi BnactnsocTi”,
"MpoTunokasaHHsa",
"Oco61M1BOCTi 3aCTOCYBaHHA",

3a
peyenmom

He nionsieae

UA/18415/01/03
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma suUrnycky
(nikapcbka gpopma,
ynakoska)

3asaBHukK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHS

Homep
peecmpayjiliHo2o
nocsio4yeHHs

"Cnoci6 3acTocyBaHHs Ta f031"
BiANOBIAHO [0 iHGOpMaLii Wwoao
MeANYHOro 3aCTOCYBaHHS
pedyepeHTHOro Nikapcbkoro
3acoby (CIAJIIC®, TabneTku,
BKPWTi MMiBKOBOK 060/IOHKOM), &
Takox y po3aini "Mo6iyHi
peakuii” Woa0 BaX/IMBOCTI
3BiTyBaHHS NPo MOGiYHI peakw;i.

Pestome nnaHy ynpas/iHHA
pv3nkamu Bepcia 2.1 goAaeTbes.
MepioAnyHICTb NOAAHHSA
perynspHoO OHOB/IHOBAHOIO 3BITY
3 6esneku, BiANoBiAHO A0
Mopsaky 34iiCHeHHA
hapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuUil YkpaiHu 29
ciyHs1 2007 poky 3a Ne 73/13340
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 30POB's YKpaiHu Bif
26 BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HavyeHVMuK y NepiognyHOCTI
NOAAaHHA PerynsipHuX 3BiTiB 3
6e3neku.

15.

HEOCNACTUA
ne

PO3YMH ANS iH'EKL;iA;
no 2 mn B amnyni;
no 5 amnyny
KOHTYpHilA
YapyHKOBIl
ynakosLi; no 2
KOHTYPHI YapyHKOBI
yMnakoBKU B mauLli

MpAT
"®hapmauesTu
YyHa thipma
"fNapHuua”

YKpaiHa

MpAT
"®apmMaueBTNYHa
hipma "OapHuus”

YKpaiHa

nepepeecTpawis Ha 5 pokis
OHOBMEHO iHdhopMaLio B
IHCTPYKUIT AN MeguyHoro
3aCTOCYBaHHSA NiKapcbkoro
3acoby y posginax "Ckriag"
(BHECEHI pefakLiiiHi yTOYHEHHS
6e3 hakTU4YHOT 3MiHW cknagy),
"MpoTunokasaHHs", "B3aemogis
3 IHLWMMK NiKapCbKMK
3acobamu Ta iHWi Buan
B3aemogiin", "OcobamBocTi
3acTocyBaHHSA", "3acToCyBaHHSA
y nepiog BariTHOCTi a6o
rogyBaHHs rpyaar”, "Cnocié
3aCTOCyBaHHs Ta o3n" (BHECEeHiI

3a
peyenmom

He nionsieae

UA/18292/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma suUrnycky
(nikapcbka gpopma,
ynakoska)

3asaBHukK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHS

Homep

peecmpayjiliHo2o

nocsi0YeHHs1

YTOUHEHHS), "lMo6ivHi peakuii”
BiANOBIAHO A0 iHhopmavi
CTOCOBHO 6e3neku, sika
3a3HayeHa B Matepianax
peecTpauinHoro Joche.
PekomengoBaHa A0
3aTBEPMKEHHS KOPOTKA
XapaktepucTyKa NikapcbKoro
3aco0by.

Pestome MYP Bepcisa 1.2
[0fa€ETbCs.

MepioAnyHICTb NOAAHHSA
perynspHoO OHOB/IHOBAHOIO 3BITY
3 6esneku, BiANoBiAHO A0
Mopsaky 34iiCHeHHA
hapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Big 27 rpyaHa 2006

poky Ne 898, 3apeecTpoBaHoro B

MiHicTepcTBi tocTuUil YkpaiHu 29

ciyHs1 2007 poky 3a Ne 73/13340

(y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 30POB's YKpaiHu Bif

26 BepecHsi 2016 poky Ne 996),

CTaHOBUTb: 3riAHO 3i CTpOKamu,

3a3HavyeHVMuK y NepiognyHOCTI
NOAAaHHA PerynsipHuX 3BiTiB 3

6e3neku.

16.

CABIC

TabneTtku no 2 mr;
no 14 TabneTtok y
6nicTepi; no 2 abo 6
6nictepiB y
KapTOHHI Kopo6Lyi

BAT "TefeoH
Pixtep"

YropLmHa

BAT "lepeoH Pixtep"

YropLmHa

nepepeecTpaLis Ha
HeobMeXeHWn TepMiH

OHOB/EHO iHGhopMmaLito B
IHCTPYKUii 4Nns MegnyHoro
3aCTOCYyBaHHSA NiKapcbkoro
3acoby B po3sginax
"®apmakonoriyHi BractneocTi”,
"0iTn", "Mo6iuHi peakuyii"
Bi4NoBiAHO A0 iHhopmaui
pedyepPEHTHOro NiKapcbKoro
3acoby (BizaH, TabneTtkm no 2
Mr), & TakoX OHOB/IEHO
iHdhopmavito B po3gaini “Mo6ivHi
peakuii" iIHCTpyKLUiT Ans

3a
peyenmom

He nionsieae

UA/18485/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma suUrnycky
(nikapcbka gpopma,
ynakoska)

3asaBHukK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHS

Homep
peecmpayjiliHo2o
nocsio4yeHHs

MeAMYHOro 3acTOCYBaHHS
nNikapcbkoro 3acoby oo
BaX/IMBOCTI 3BiTyBaHHS Npo
no6iyHi peakuji.
Pestome nnaHy ynpas/iHHA
pu3ukamm Bepcia 2.0 fogaeTbes.
MepioAnyHICTb NOAAHHSA
perynspHoO OHOB/IHOBAHOIO 3BITY
3 Gesneku, BiANoBiAHO A0
Mopsaky 34iiCHeHHA
hapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU 340P0OB’A
Ykpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil YkpaiHu 29
ciyHs1 2007 poky 3a Ne 73/13340
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 30POB's YKpaiHu Bif
26 BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKamu,
3a3HavyeHVMuK y nNepiognyHOCTI
NOAAaHHA PerynsipHuX 3BiTiB 3
6e3neku.

17.

CUHTOMILUN
H

MOPOLLIOK
(cybeTaHuis) y
nakeTax
nonieTnaeHoBuUx
noAgiliHMX Ans
dhapmaL,eBTU4YHOro
3aCTOCYBaHHSA

TOB "E/NIC-
YKPAIHA"

YKpaiHa

BUNYCK cepil:
TOB "E/INIC", NaTBis
yci cTagji
BMPOOHULTBA, 3a
BUHATKOM BUMYCKY
cepi:
AHPDKOY XyaKCiHr
Kewmikan Ko., NT4,,
Kntaii

Narsis/
Kutaii

nepepeecTpaLis Ha
HeobMeXeHWn TepMiH

He nionsieae

UA/18766/01/01

18.

TPUNENTAN

TabneTku, BKpUTI
M/1iBKOBOIO
o60onoHkoto, no 300
mr; no 10 TabneTok
y 6nictepi; no 5
6nicTepiB y
KapTOHHI Kopobuj

Hosaprtic
dapma Al

LLBeliLapis

BMPOGHULITBO,
nepBuHHe Ta
BTOPWHHE MakKyBaHHS,
BUMNYCK cepil:
HoBapTic ®apma
C.n.A., ltanisa

nepBuHHE Ta
BTOPWHHE NaKyBaHHS
(anbTepHaTMBHUIA
3aBof):
Midapm C.n.A., Itanis

ITanis

nepepeecTpauis Ha
Heo6MeXeHU TepMiH
OHoOBEHO iHhopmaL,io 3
6e3nekn 3acTocyBaHHs
nNiKapcbKoro 3acoby y po3ginax
"apmMakosorivyHi BnactTuBocTi"
(nigposain "®apmakokiHeTuka"),
"B3aemogis 3 iHWMMKn
nikapcbknMun 3acobamu Ta iHLi
BMAMW B3aemogiii", "Oco6nmMBoCTi
3acTocyBaHHs", "3acTocyBaHHs
y nepiof BariTHoOcTi abo

3a
peyenmom

He nionsieae

UA/12884/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma suUrnycky
(nikapcbka gpopma,
ynakoska)

3asaBHukK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHS

Homep
peecmpayjiliHo2o
nocsio4yeHHs

BWMYCK Cepil:
HosapTic
dPapmacbioTrka, C.A.
, lcnanis

rofyBaHHs rpyaar”, "3aatHicTb
BMAVBATY Ha LWBWAKICTb peakLil
npu KepyBaHHi
aBTOTPaHCNOPTOM ab0 iHWKMMK
mexaHismamu'" Ta "Mob6iuHi
peakuii”.

MepioAnYHICTb NOAAHHS
perynsipHo OHOB/IIOBAHOTO 3BITY
3 6esneku, BiANOBIAHO A0
Mopsigky 34iiCHEHHS
thapmakoHarnsagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOPOHM 340POB’SA
Ykpainu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLji Ykpainu 29
ciyHsa 2007 poky 3a Ne 73/13340
(y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 300POB'A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3HavYeHVMU Y NepiognMYHOCTI
NOAAHHSA PerynspHuX 3BiTiB 3
6esneku.

19.

TPUNENTAN

TabneTkn, BKPUTI
nAiBKOBOKO
060/10HKO0, No 600
mr; no 10 TabneTok
y bnicTepi; no 5
6nictepiB y
KapTOHHI Kopo6Lyi

HoBaprtic
dapma Al

LLiseiiuapis

BMPOGHMLITBO,
nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
BWMYCK Cepil:
HosapTic ®apma
C.n.A, ltania

nepBuHHe Ta
BTOPWHHE NMakKyBaHHS
(anbTepHaTMBHWIA
3aBof):
Micbapm C.n.A., ITanis

BUNYCK cepil:
HosaprTic
dapmacbioTuka, C.A.,
Icnanis

ITanis/
IcnaHisa

nepepeecTpauis Ha
HeoOMeXeHW TepMiH
OHoBNEHO iHhopmaLio 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby y po3ginax
"papmakonorivyHi BnactuBocTi"
(nigposain "®apmakokiHeTuka"),
"B3aemMogis 3 iHWu1mMun
nikapcbknMmuy 3acobamu Ta iHLWi
BMAW B3aemogiin”, "OcobnmsocTi
3acTocyBaHHSA", "3acToCyBaHHSA
y nepiog BariTHOCTi a6o
rogyBaHHs rpyaar”, "3aatHicTb
BM/IMBaTW Ha WWBWAKICTb peakLii
npu KepyBaHHi
aBTOTPaAHCMOPTOM a60 iHWKMK
mexaHizmamun” Ta "To6iuHi
peaxuii”.

MepioanyHICTb NOAAaHHS

3a
peuerimom

He nionsieae

UA/12884/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma suUrnycky
(nikapcbka gpopma,
ynakoska)

3asaBHukK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHS

Homep
peecmpayjiliHo2o
nocsio4yeHHs

perynsipHo OHOB/IIOBAHOTO 3BITY
3 6e3nekw, BIANOBIAHO A0
Mopsaky 34jiACHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOIO Haka3oM
MiHicTepcTBa 0XOpPOHM 340POB’A
Ykpaiuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuuji Ykpainu 29
ciuHs 2007 poky 3a Ne 73/13340
(y pegakuii Hakasy MiHicTepcTBa
OXOpPOHW 300POB'A YKpaiHu Bif
26 BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTpoKamu,
3a3Ha4YeHVMU Y NepioanNYHOCTI
nofaHHsA perynsipHux 3BiTiB 3
6e3neku.

20.

TPILE®-T3

MOPOLLIOK ANA
PO3UMHY ANs1 iH'EKLiN
no 1 a6o 10
hNakoHiB 3
MOPOLLKOM Y
KapTOHHI Kopo6Lyi

AAP ®APMA
®3-111C

O6'eHaHi
Apabcbki
Emipatu

3elicc
dapmac’toTikenc IMBeT.
nra.

IHAjA

nepepeecTpavjis Ha
Heo0OMEeXEeHWI TepMiH
OHoBEHO iHdhopMaLio B
IHCTPYKUIT AN MeguyHoro
3aCTOCYyBaHHSA NiKapcbkoro
3acoby y posginax "lMokasaHHsA"
(peparoBaHo TEKCT i3
3aCTOCYBaHHSAM Cy4YacHUX
TEepMiHiB 6e3 hakTUYHOI 3MiHK
nokasaHb), "®apmakonoriyHi
BnacTuBocCTi", "B3aemogis 3
IHLIMMKM NikapcbkMKn 3acobamm
Ta iHWi B1AKM B3aemMogiit",
"Oco6n1BOCTI 3aCTOCyBaHHA",
"Cnoci6b 3acTocyBaHHs Ta fo3n"
(BHeCEeHi yTOUYHeHHs), "aiTn"
(BHeCeHi yTOUYHeHHS), "Moo6i4Hi
peakuii”, "HecymicHicTb"
BinoBigHO A0 iHchopmau;i
CTOCOBHO 6e3neku, sika
3a3HayeHa B MaTepianax
peecTpaLiiHoro 4oCbeE.

Pestome nnaHy ynpasiHHA
pu3nkamu Bepcia 1.1 gogaeTbes.
MepioAnyHICTb NOAAHHSA
perynspHO OHOB/IKOBAHOrO 3BITY
3 6esneku, BiANoBiaAHO A0

3a
peyenmom

He nionsieae

UA/17525/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma suUrnycky
(nikapcbka gpopma,
ynakoska)

3asaBHukK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexnamysa
HHS

Homep
peecmpayjiliHo2o
nocsio4yeHHs

Mopsaky 34iiCHeHHA
hapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil YkpaiHu 29
ciyHs1 2007 poky 3a Ne 73/13340
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 30POB's YKpaiHu Bif
26 BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HavyeHVMK y NepiognyHOCTI
NOAAaHHA PerynspHuX 3BiTiB 3
6e3neku.

21.

TYNIKCOH-T3
1125 MI

NOPOLLIOK ANA
PO34KHyY Ans
iH'eKUji; no 1125 mr
NMOPOLLKY Y (dN1aKOHiI,
no 1 dpnakony y
KapTOHHI Kopo6Lyi

Tynin a6
MpansiT
Nimiteq

IHais

3elicc
dapmac toTikenc MNert.
nra., Haisa

Csicc MNapeHTepans
nra., Haisa

IHais

nepepeecTpavjis Ha
HeobMeXeHWn TepMiH
OHOBJIEHO iHghopMmaLito B
IHCTPYKUIT N8 MeguyuHoro
3aCcTOCyBaHHS NikapCcbKoro
3acoby y po3ginax "lNokasaHHsa"
(yTouHeHa TepMiHoOriA Ta
[0faHi 3aCTepeXxeHHs 3 6esneku
3aCTOCYyBaHHSA NiKapcbkoro
3aco0by), a TakoX [0 po3zinis
"®apmakonoriyHi BractneocTi”,
"B3aemMogis 3 iHWunMun
nikapcbkrMmu 3acobamu Ta iHLWi
BMAW B3aemogiin”, "OcobnmsocTi
3actocyBaHHs", "Cnocio
3aCcTOCyBaHHA Ta 031" (BHECEHI
YTOUHeHHS), "[iTn" (BHeceHi
YTOUYHEHHS W00 6e3neyHoro
3acTocyBaHHs), "Mo6iuHi
peakuii”, "HecymicHicTb"
BinoBigHO A0 iHchopmau;i
CTOCOBHO 6e3neku, sika
3a3HayeHa B MaTepianax
peecTpaLiiHoro 4oCbeE.

Pestome nnaHy ynpasiHHA
pu3nkamu Bepcia 1.1 gogaeTbes.
MepioAnyHICTb NOAAHHSA
perynspHO OHOB/IKOBAHOrO 3BITY
3 6esneku, BiANoBiaAHO A0

3a
peyenmom

He nionsieae

UA/17569/01/01




25

Ne Hassa Popma suUrnycky 3assHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexnamysa Homep
n/n JNliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy HHS peecmpayjiliHo2o
3acoby ynakoska) nocsi0YeHHs1

Mopsaky 34iiCHeHHA
hapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil YkpaiHu 29
ciyHs1 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 30POB's YKpaiHu Bif
26 BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HavyeHVMK y NepiognyHOCTI
NOAAaHHA PerynspHuX 3BiTiB 3
6e3neku.

B.o. Haua/IbLHUKAa
dapmMaiieBTUHOr0 yrpaB/IiHHA

Onekcanap I'PINEHKO




HopaTok 3

[o Hakasy MiHicTepcTBa OXOpPOHU
300poB’Aa YKpaiHu «po aepxaBHY
peecTpauito (nepepeecTpadito)
niKapcbKux 3aco6iB (MeanYHUX
iMyHOGionoriuHux npenapariB) Ta
BHECEHHA 3MiH A0 peecTpauiiiHux
marepianiB»

Bi 21 cepnns 2025 poky Ne 1326

ITEPEJIIK
JIIKAPCBKHMX 3ACOBIB (MEJUUYHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), IIOA0 AKX BYJ/IN BHECEHI
3MIHMU 10 PEECTPAIIIMHIX MATEPIAJIIB, AKI BHOCATHCSA 1O JTEPKABHOI'O PEECTPY JIIKAPCEKHNX
3ACOBIB

Ne HasBa 3asaBsHUK

dopma sUMyCKy KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo20
3acoby yrnakoska) nocBi0O4YeHHs1
1. | 5- KOHUeHTpaT ans EBEBE ABCTpis MoBHWIA LMK AscTpis/ BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a peyernmom He UA/6058/01/01
DTOPYPALUMN PO34unHy ans Papma BUpo6HMLTBa: PAPEBA HimeuunHa matepianis: 3MiHu | TUNYy - 3MiHK nionsieae
"EBEBE" iHdpysiiA, 50 mr/mn; Fec.m.6.X. YHTepax 'M6X , wozo 6e3nekn/edhekTMBHOCTI Ta
no 5 mn (250 mr) Hdor. KT. ABCTpif; thapmakoHarnsgy. 3miHa y KopoTkili

a6o no 10 mn (500
Mr) B amnyni; no 5
amnyn y KapTOHHIl
KopobLi; no 5 mn
(250 wr), abo no 10
mn (500 mr), abo no
20 mn (1000 wmr),
abo no 100 mn
(5000 wmr) y donakoHi;
no 1 dpnakoHy B
Kopobu,i

Bunyck cepii: EBEBE
dapma Nec.m.6.X. Hdpr.
KI', ABCTpis;
KoHTponb/sunpobysaHH
51 cepii: MM/
Mikpob6ionoriwec
Mptochnabop M6X,
ABCTpISt;
KOHTPO/b/BUNPOBYBaHHSA
cepii: la6op IC CE &
Ko. KI', HimeuyunHa

XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
ME/ZMYHOrO 3aCTOCYBaHHS Ha
nifcTaBi perynspHo OHOB/IOBAHOIO
3BiTY 3 6€3MeKn ikapcbKoro 3acooby,
abo gocnigxeHb 3 6e3nekn
3acTocyBaHHs Nikapcbkoro 3acoby B
nicnspeecTpaviinnii nepiog, abo sk
pesyrnbTaTt OLiHKM 3BITY 3
JocnigpkeHb, NpoBeAeHnX
BiAMOBIAHO 40 NNaHy negiaTpuyHnX
pocnipkeHb (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXXEHUM
OopraHom).
3MiHM BHECEHO B IHCTPYKLit0 AN
MeAMYHOro 3acTOCyBaHHSA
niKkapcbKoro 3acoby Ao po3ginis
"Oco6NMBOCTI 3aCTOCYBaHHA" Ta
"Mo6iuHi peakwii" BiANOBIAHO A0
OHOBJ1EHOT iH(hopMaLii Woao
6e3nekn 3acTocyBaHHs fitouol
PEYOoBMHM 3rifHO 3 pekoMeHAaLlien
PRAC. TepmiH BBeAEHHS 3MiH
npoTarom 6 micsuis nicas
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
3aTBEPKEHHS.
2. | ATPINNA Kancynwv Teepgi, no TOB «TeBa YkpaiHa BankaHndapma-AynHuus Bonrapis BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a peyenmom UA/19985/01/01
75 wr, no 10 kancyn YkpaiHa» AT mMarepianis: 3MiHu | Tuny - 3MiHK
TBEpPAMUX y 6nicTepi; wopo 6e3sneku/edpekTMBHOCTI Ta
no 1 6nictepy B thapmakoHarnagy (iHwi 3MiHu) -
KapTOHHI Kopo6Lyi 3MiHV BHECEHO Y TEKCT MapKyBaHHSA
nepsBuHHOI (N. 5, 6) Ta BTOPUHHOI (M.
11, 12, 17) ynakoBKmM NiKapCbKoro
3aco6y Ta 3p061eHO HE3HAYHI
pefaKuiiiHi NpaBKK B iHLIMX MYHKTax
TEKCTYy MapKyBaHHs. BBeeHHs 3MiH
NPOTArom 6-Tv MicALiB nicns
3aTBEPAKEHHS
3. | ADBOKAPO® Tabnetku; no 10 TOB Ykpaina TOB "dapmaueBTUyHa YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHNX 3a peyenmom UA/6421/01/01
Tabnetok y 6nictepi; | "®apmaueBT KomMnaHis "®apKoC", mMartepianis: 3miHu | Tuny -
no 3 a6o 4 6nictepu nyHa YkpaiHa (BUpo6HuK, ALMIHICTpaTMBHI 3MiHWU. 3MiHa
y mauyui 3 KapTOHYy; KOMMaHis BigNoBiAa/IbHMIA 32 HaliMeHyBaHHs Ta/abo agpecu micus
no 10 Tabnetok y "®apKoC" BUNYCK cepii KiHLEeBOro NPOBaKeHHS AiS/IbHOCTI
6nicTepi NpPOAYKTY Ta BTOPUHHE BMPOGHMKa (BKIOYaoUM, 3a
nakyBaHHsi); TOB HEeOobXigHOCTI, MicLie NPOBEeAEHHS
"ACTPAGAPM", KOHTPOJIH0 SIKOCTI), @60 BnacHuKa
YkpaiHa (BUpo6HuK macTep-haiina Ha A®l, abo
[030BaHol chopmu, noctavanibHuka Adl/BnxigHoro
nepBuHHE Ta BTOPUHHE mMaTtepiany/peareHTy/npoMiKHOro
nakyBaHHs); TOB NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
"hapmauleBTUYHa BUPO6HMUTBI A®I (SIKLLLO 3a3HAYEHO
KoMmnaHis "®apKoC", y [OCbE Ha nikapcbkuii 3aci6) 3a
Ykpaina ( MoBHWIA LyKn BifICYTHOCTI cepTudikara
BMpo6HULUTBA /13, BiAMNOBIAHOCTI €BpONeNiChbKili
nepBUHHe Ta BTOPVHHE chapmakonei y 3aTBepKeHoOMy
nakyBaHHs!, KOHTPO/1b [ocbe, abo BUPOOHUKA HOBOI
SIKOCTI, BMNYCK cepi) [LOMOMDKHOI PEYOBUHM (SIKLLO
3a3HayeHo y 0CbE). 3MiHa
MPOMNOHYETLCSA B 3B’A3KY i3 3MiHOO
Ha3BM Ta agpecyu BUpobHuKa Ad|
MoncugomiH 3aTtBepKeHo:
Przedsiebiorstwo Innowacyjno-
Wdrozeniowe IPOCHEM Sp. z o.0.
6, Annopol Street, 03-236 Warsaw;
Poland 3anponoHosaHo: Zaklady
Farmaceutyczne POLPHARMA S.A.
ul. Pelplinska 19 City, State, Zip: 83-
200 Starogard Gdanski, Pomorskie,
Poland
4. | ADBOKAPO® Tabnetku; no 10 TOB Ykpaina MoBHWIA LMK YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHuX 3a peyenmom UA/6421/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
Tabnetok y 6nictepi; | "®apmauesT BMpo6HUUTBa /13, MaTepianis: 3miHu | TUny - 3MiHK
no 3 abo 4 6nictepn NyHa nepBMHHE Ta BTOPVHHE wozo 6e3snekn/ehekTMBHOCTI Ta
y nauuii 3 KapToHy; KOMMNaHis nakyBaHHS, KOHTPO b chapmakoHarnsgy. BeefeHHsa abo
no 10 TabneTtok y "®apKoC" SAKOCTI, BUMYCK cepii: 3MiHN [0 y3araslbHEHUX AaHuX Npo
6nictepi TOB "dapmaueBTuyHa cuctemy chapmakoHarnsgy
KomnaHis "®apKoC", (BBEAEHHS Y3araslbHEHUX AaHWX Npo
YkpaiHa; BUpo6HuK, cuctemy chapmakoHarnagy, amiHa
BiANOBIAa/IbHUI 3a YMOBHOBaXeHOT 0cobw,
BWMYCK Cepii KiHLeBOro BiANOBiAA/IbHOT 32 3AiCHEHHS
NPOAYKTY Ta BTOPUHHE chapmakoHarnsgy; KOHTaKkTHoi 0cobm
nakysaHHs: MpAT 3 hapmakoHarnsgy 3asBHuKa 4
"®apmaueBTuyHa ipma 3fificHeHHs chapmakoHarnsay B
"®apKoC", YkpaiHa,; YKpaiHi, AKL0 BOHA BiAMIHHA Bif
Brpo6HvK fo30BaHoOl yMOBHOBaXeHOT 0cobw,
chopmMu, NepBMHHE Ta BiANOBIAA/IbHOI 32 34iiCHEHHSA
BTOPWHHE MakKyBaHHS: thapmakoHarnsgy (Bkiovaoum
TOB KOHTaKTHi faHi) Ta/abo 3MiHn y
"ACTPA®APM",YkpaiHa pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsagy). 3miHa
YMOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiAMNOBIAa/IbHOI 3a hapMakoHarnsag.
[Litoua pepakuin: Tep-CapkicoBa
Onbra barpartiBHa. MNponoHoBaHa
pepakuisi: KyTHsik Biktop MaBnoBuy.
3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiAMNOBIAa/IbHOI 3a hapMakoHarnsg.
3MiHa MicLle3HaxoMKeHHsA MacTep-
tharina cuctemmn thapmakoHarnsgy
Ta iioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsay.
5. | ABUMAKC TabneTku, BKpUTI AypobiHao IHais Aypo6iHgo ®apma IHais BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a peyernmom UA/18430/01/02
NAiBKOBOO dapwma /114 Nimiten - FOHIT VII mMartepianis: 3miHu | TUNYy - 3MiHK 3
060n10HkKot0, No 500 AKocTi. [0TOBWIA Nikapcbknii 3aci6.
Mr; o 3 Tabnetkm y KOHTpPO/b roTOBOrO MiKapCbKoro
6nictepi; no 1 3acoby. 3miHa y meTofax
6nictepy y BMNPOGYBaHHA roTOBOrO /iKapCbKOro
KapTOHHI Kopo6Lyi 3aco0y (iHWi 3MiHM y meTofax
BUNPOO6YBaHb (BK/OHAKOUM 3aMiHy
ab0 [JONOBHEHHST)) 3aMiHa iCHYHYO0ro
MeTtoay BEPX 3a nokasHukom
«CynpoBiaHi AOMILLKM» Ha HOBWIA
meTog BEPX.
6. | ASMUMAKC TabNeTkn, BKPUTI Aypo6iHa0 IHAjs Aypob6iHao Papma IHAiA BHECEHHS 3MiH 0 peecTpaLiiHNX 3a peyenmom UA/18430/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
NAiBKOBOO dapwma /114 Nimiten - FOHIT VII mMartepianis: 3miHu | TUNY - 3MiHK 3
06010HKO0, N0 250 AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
Mr; o 3 Tabnetkn y KOHTpO/b rOTOBOrO MiKapCbKoro
6nictepi; no 2 3acoby. 3miHa y meTofax
6nictepn y BMNPOGYBaHHSI FOTOBOTO NiKAPCbKOro
KapTOHHI Kopo6Lyi 3aco0y (iHWi 3MiHN y meTogax
BUNPO6YBaHb (BK/OHAKOUM 3aMiHy
ab0 AONOBHEHHST)) 3aMiHa iCHYHYO0ro
meTtoay BEPX 3a nokasHukom
«CynpoBiAHi AOMILLKN» Ha HOBWIA
meTog BEPX.
7. | AIMA®IKC NMOPOLLOK Ta KEAPIOH ITanisa KEAPIOH C.M.A. ITanisa BHECEHHS 3MiH [JO peecTpaLiiiHnX 3a peyernmom UA/17426/01/01
PO3YMHHVIK ONs C.MN.A. mMartepianis: 3miHu | TUNYy - 3MiHK 3
pPO34unHy ans AKOCTi. A®l. BUpo6HMLTBO. 3MiHN B
iHdpysii, 500 MO/10 npoteci BUpo6HuuTea AdI
M/1; chiakoH Ne 1 3 (He3HayHa 3MiHa y npolieci
nopotukom no 500 BMpo6HUMLTBa ADI) - HesHauHi 3MiHM
MO y koMnnekTi 3 Ha cTagii o4nCcTKM nicns
PO34MHHKKOM (BOAA BUKOPWCTaHHSA cucTemu
4ns in'exuin) no 10 ynbTpadinbTpavii y npoueci
My dprakoHi Ne 1 BMPOGHMLTBA AiH040I PeYOBUHM
Ta Habopom A/1s niKkapcbKoro 3acoby
PO3UYNHEHHS i
BBEJEHHA Y
KapTOHHII KopobLyi
8. | AIMA®IKC MOPOLLOK Ta KEAPIOH ITanis KEAPIOH C.M.A. ITanis BHECEHHS 3MiH A0 peecTpaLiiHNX 3a peyenmom UA/17426/01/02
PO3YMHHVK NS C.N.A. mMartepianis: 3miHu | TUNY - 3MiHK 3
PO34unHy ans AKOCTi. A®l. BUpo6HMLTBO. 3MiHN B
iHgpy3in, 1000 npoueci BupobHuuTea AdI
MO/10 mn; donakoH (He3HayHa 3MiHa y npoleci
Ne 1 3 nopoLukom no BMpo6HUMLTBa API) - HesHauHi 3MiHK
1000 MOy Ha cTagii o4nCTKM nicns
KOMNeKTi 3 BUKOPVCTaHHA cucTemu
PO34MHHMKOM (BOAA ynbTpadinbTpawii y npoueci
ANs iH'exuin) no 10 BMPOOHMLTBA Ait040i pEHOBUHMN
My cpnakoHi Ne 1 nikapcbKoro 3acoby
Ta Habopom Ans
PO3UYMHEHHS i
BBEJEHHA Y
KapTOHHI Kopobui
9. | AKBAAETPUM PO34YunH BOAHWIA ANS dapmauesT Monbuwa Brpo6HMLTBO, Monba BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a peyenmom He UA/9205/01/01
® BITAMIH D3 nepopanbHoro WNYHWIA 3aBOf nepBuHHE Ta BTOPUHHE MaTepianis: 3miHu | TUNy - 3MiHK nionsieae
3acTocyBaHHs, «MOJIb®AP nakyBaHHs1, KOHTPO/1b wono 6e3nekn/epekTnBHOCTI Ta
15000 MO/mn no 10 MA» C.A. cepii: ®apmaueBTUYHWIA thapmakoHarnagy (iHwi 3MiHu) -

M a6o no 15 mn,

3aBof «MNOJIb®APMA»

3MiHV BHeceHo A0 [HCTpykKuii ans
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
a6ono 30 mny C.A., NonbLa; Bunyck Me[MYHOro 3acTocyBaHHs
pnakoHi 3 cepii: PapmayeBTUYHNIA nNiKapcbKoro 3acoby Ao posainy
KpanesibHUM 3aBog, «MNOJIb®APMA» "Cnoci6 3acTocyBaHHS Ta fo3u",
Josaropom; no 1 C.A., MonbLa YTOYHEHHS LOA0 NpUiioMy AiTAM.
haKkoHy B BBefeHHs 3MiH NpoTArom 6-Tu
KapPTOHHIN nayyj MicsILiB Micnsi 3aTBEPAKEHHSI
10. | AJIKCOIp, cycneHsia gns IHMYHOTE IcnaHis IHMYHOTEK, C.J1. IcnaHis BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a peyenmom UA/17905/01/01
(CyMiILW nigLWKipHOro K, C.J. MaTepianis: 3miHu | Tuny - 3MiHK

NMnoniMEPN30B
AHNX
EKCTPAKTIB
ANEPTEHIB)

BBeAeHHs 2000 Ta
10 000 TO/mn; no
2,5 Mn y do1akoHi;
dhnakoH 3 Npo3oporo
cknal Tuny 3
npo6koio 3
ByTUNKaYyYyKY,
3aKyrnopeHuit
KOBMa4KOM CPiGHOro
(cpnakoHn A 2000
TO Ans noyaTkoBOro
nikyBaHHs) abo
61aKUTHOTO KONbOpy
(cpnakoHn B 10000
TO ans
nigTPUMYB&aJIbHOTO
NiKyBaHHS); no 2
dhnakoHun (yKynopeHi
KOBMa4yKkoM CpPibHOro
(chnakoHn A 2000
TO Ans noyaTkoBOro
NiKyBaHHA) Ta
61aKUTHOTO KONbopy
(cbnakoHn B 10000
TO ansa
nigTPUMYBasIbHOTO
nikyBaHHs1)) abo no
1 chnakoHy
3aKynopeHomy
KOBMa4YKoOM
61aKUTHOTO KONbOopy
(chnakoHn B 10000
TO ans
nigTPUMYBasIbHOTO
niKyBaHHS) y 6inili
Kopobui 3
YAAPOCTINKOro

woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHn) 3MiHK
BHECEHO Y TEKCT MapKyBaHHs
NepBUHHOT (N. 6) ynaxkoBku
NiKapcbKoro 3acooy.
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
nNacTvky, Wo
3anoBHeHa
CniHEHNM
mMarepiasiom
11. | ANNYHA TabneTkun, BKpUTI Amakca Jltq, Benvka BMPOGHMULITBO 3a MOBHUM LLiBeiuapis BHECEHHS 3MiH [0 peecTpaLjiiiHnX 6e3 peyenma UA/11711/01/01
NAiBKOBOO BpuTaHis LMKIOM: MaTtepianis: 3miHu Il Tuny - 3MiHu 3
060/10HKO10; Mo 10 Makc Lennep 3b0He AT, AKoCTi. A®I. KoHTponb A®L. 3miHa y
TabneTtok y 6nictepi; LLIseliyapis napameTpax cneuucpikauin Ta/abo
no 1 a6o 3 6nicTepu KOHTPO/b AKOCTI: [OMYyCTUMUX MEX, BU3HAYEHUX Y
B KapTOHHIi Kopo6Lyi Nab6op LonniHrep A, cneuundikauisnx Ha Adl, abo
LLisefiuapis BVXiAHWIA/NPOMIKHWIA
KOHTPO/Tb AKOCTI: npoAyKT/pearexT, Wwo
IHTepnabop benn Arl, BMKOPUCTOBYIOTLCH Y NPOLECI
LLiBeiuapis BMpO6HMUTBA ADI (3MiHa no3a
MeXxamu 3aTBepAKeHOro Jjiana3oHy
y cneuudpikauii Ha Adl)
Po3wurpeHHa gonyctuMmx mex Ans
Bu3HaYeHHa TYMC 3a nokasHuKom
«Microbiological quality» y
cneumaikavii Ha pOCANHHY
CUPOBUWHY KOPIHHA BasilepnaHu
(Valeriana officinalis L., radix)
12. | A/IMATE/Ib® M | Tabnetku ans TOB «TeBa YkpaiHa M/IBA XpBaTcka 4.0.0. Xopgaris BHECEHHS 3MiH A0 peecTpaLiiHNX 6e3 peyenma UA/3991/01/01
CMOKTaHHS 3i YkpaiHa» MaTepianis: 3miHu | TUNy - 3MiHK
CMakoMm M'aTu, no 6 wopo 6e3sneku/epekTMBHOCTI Ta
TabneTtok y 6nictepi; hapmakoHarnsgy (iHwi 3MiHn) -
no 4 a6o no 8 3MiHV BHECEHO B TeKCT MapKyBaHHSs
6nicTepis y KopooLi nepBuHHOI (N. 5) Ta BTOPUHHOI (M. 2,
11, 16, 17) ynakoBOK NiKapCbKoro
3acoby. BBegeHHs 3MiH NpPOTSAromM 6-
TN MicALiB NicNs 3aTBepAXEHHSA
13. | ANIONYPUHON- | TtabneTtku no 300 wmr, AT YkpaiHa AT "KMIBCbKIN YkpaiHa BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a peyenmom He UA/12636/01/02
KB no 10 TabneTtok y "KUIBCbKN BITAMIHHUIA 3ABOS" MaTepianis: 3miHu | TUNy - 3MiHK nionsieae
6nictepi; no 3 n wopo 6e3snekn/edpekTMBHOCTI Ta
6nicTepu y nauui 3 BITAMIHHN chapmakoHarnsgy. 3miHa y KopoTkili
KapToHYy " 3ABOA" XapaKTepucTuLli Nikapcbkoro 3acoby,

TEKCTi MapKyBaHHS Ta IHCTPYKLii Ans
MeAMNYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHo OHOB/IHOBAHOTO
3BiTY 3 6€3neKkun NikapcbKoro 3acoby,
abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHS /ikapcbkoro 3acoby B
nicnapeecTpaviiiHnii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BIiTy 3
JocnifpKeHb, NPoBefeHNX
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1

BIAMNOBIAHO [0 NNaHy negiaTpuyHmX
pocnigxeHb (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXXEHUM
opraHom) - 3MiHW BHECEHO A0
IHCTPYKLUii ANs MeguyuHoro
3aCTOCyBaHHSA NiKapcbkoro 3acoby y
po3ainu "B3aemopis 3 iHWMMKN
nikapcbkMun 3acobamu Ta iHLWi BUan
B3aemMogiii", "OcobnnBocCTi
3acTocyBaHHs", "Mob6ivHi peakuii”
BiANOBIAHO [0 OHOBMEHOT
iHchopmawii 3 6e3neku gjtoyoi
peyoBMHW. BBEAEHHSA 3MiH NPOTAroM
6-TV MicALIIB NiCNS 3aTBEPKEHHS

14. | ANONYPUHON- | Ttabnetku no 100 wmr, AT Ykpaina AT "KNIBCbKUI YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a peyernmom He UA/12636/01/01
KB no 10 TabneTtok y "KUIBCbKW BITAMIHHUIA 3ABO/" MaTepianis: 3miHu | TMny - 3MiHK nionsieae
6nictepi; no 5 n wozo 6esnekn/ethekTMBHOCTI Ta
6nicTepiB y navui 3 BITAMIHHW thapmakoHarnsgy. 3miHa y KopoTkili
KapTOHY " 3ABOA" XapakTepucTuLi NnikapcbKoro 3acooby,

TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMYHOro 3acTOCYBaHHA Ha
nifcTaBi perynsipHo OHOB/IHOBAHOTO
3BiTY 3 6€3neKkun NiKapcbKoro 3acooby,
abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiinnii nepiog, abo sk
pesynbTaTt OLiHKM 3BITY 3
[ocnifpKeHb, NpoBefeHNX
BIANOBIAHO A0 MNaHy negiatpuyHmnX
pocnigkeHb (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXXEHUM
opraHom) - 3MiHM BHECEHO A0
IHCTPYKLiT A1 Me4n4HOoro
3aCTOCyBaHHS NiKapcbkoro 3acoby y
po3ginu "B3aemogis 3 iHW1Mmn
nikapcbkMKn 3acobamu Ta iHLWi BUau
B3aemogiit", "OcobmMBOCTi
3actocyBaHHs", "Mob6iuHi peakwii"
BifNOBIAHO A0 OHOBNEHOT
iHdbopmawii 3 6e3neku gjroyoi
peyoBuHW. BBEAEHHSA 3MiH MPOTArOM
6-TV MicAUiB NiCNA 3aTBEPAKEHHSA

15. | AMBPOKCOnN cupon, 15 mr/5 mn, TOB Ykpaina TOB "TepHodapm" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHnx be3 peyenma UA/1587/01/01
no 100 mny "TepHochap mMartepianis: 3miHu | TUny - 3MiHK 3
onakoHi abo 6aHL; M" sKocTi. CepTudpikat
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
no 1 chnakoHy a6o 1 BignosigHocTi/lE-cepTudikar
6aHLji 3 /TOXKKOH BiANOBIAHOCTI EBpPONENCHKI
MipHOI B nauuj 3 thapmakonei/mMoHorpadii. 3miHu,
KapTOHY noB'A3aHi 3 HeO6XIiAHICTIO
npuBeaeHHs y BIANOBIAHICTb A0
MoHorpadii 4®Y abo EBponeiicbkoi
thapmakonei, abo iHLWoT
HaLjoHauTbHOI (hapmakonei Aepxasu
€C (3miHa y cneuundikauisx,
nos'aAsaHa 3i 3miHamun B ®Y, a60o
€Bponelicbkiin hapmakonei, abo
iHLLIN HauioHanbHI dhapmakonel
nepxasun €C) - OHOBMEHHSA
cneumdikauii 4OMOMDKHOI peYoBUHN
NpoNiNEeHrNiKoso BiANOBIAHO A0
NOTOYHOI pefakuii MoHorpadii €E®
16. | AMIOOAPOHY KpucTaniyHmi TosapucTeo YkpaiHa ANIBYC NAN® IHAiA BHECEHHS 3MiH [0 peecTpavLiiiHnX - UA/18726/01/01
rAPOXNOPUA | nopoLuok 3 CAMEHCE3 NIIMITE/, mMartepianis: 3miHu | TUNY - 3MiHK 3
(cybeTaHuin) y 06MEXEHOI saKocTi. CepTudpikat
nakeTax noABiNHUX Bignosigaib BignosigHocTi/lE-cepTudikart
nonieTnneHoBnx HiCTIO BiANOBIAHOCTI EBpoONeliChKii
ans "®apmaveBT thapmakonei/moHorpadii. NMogaHHs
thapmavLeBTUYHOro nyHa HOBOro a0 OHOBMIEHOrO
3acTocyBaHHsA KOMnaHis cepTudikaTa BigNoBigHOCTI abo
"3popos’a" BUTyYEHHS cepTudikaTa

BiANOBIAHOCTI EBpPONENChKIi
thapmakonei: gna A®l; ans
BUXIAHOTO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI API; ANns [ONOMDKHOT
peyoBuHM (cepTudiikat
BiANOBIAHOCTI EBpONENiChKi
thapmakonei) - OHOB/IEHWIA
cepTudikaT Bif y)Xe 3aTBepAXeHOro
BUPOGHMKA - NOJAaHHA OHOB/IEHOTO
cepTudgikaTa BiZnNoOBIAHOCTI
€sponelicbkin hapmakonei Ne CEP
2003-216-Rev 10 (3aTBepOXeHo:
R1-CEP 2003-216-Rev 08 ) ans
Lit040i pevoBUHY amiogapoHy
rigpoxnopuay Bif BXe
3aTBEPIKEHOrO BUPOGHMKA, SKNIA
3MiHMB Ha3By 3 [NIEHMAPK NIAN®
CAVIEHCE3 NIIMITEZ, IHgjs
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

IGLENMARK LIFE SCIENCES
LIMITED., Iugjs Ha AJIIBYC NIA®
CAVEHCES3 NMIMITE/, IHgis/
ALIVUS LIFE SCIENCES LIMITED,
IHAis.

17.

AMIUNTPOH®

MOPOLLIOK AN15
OpasIbHOro PO3UUHY,
no 23 ry cawle; no
23 ry cauwe; no 10
calle B nauui 3
KapTOHY

ToBapucteo
3
[04aTKOBOO
Bignosiganb
HiCTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBO 3
[04,aTKOBOO
BiANOBIAA/IbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK
oo 6e3nekn/epekTnBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMYHOro 3acTOCYBaHHA Ha
nifcTaBi perynsipHo OHOB/IHOBAHOTO
3BiTY 3 6e3neKkun NikapcbKoro 3acooby,
abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pesynbTaTt OLiHKM 3BITY 3
focnifpKeHb, NpoBefeHNX
BIANOBIAHO A0 MNaHy negiatpuyHmnX
pocnigkeHb (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXXEHUM
opraHom)
3MiHV BHeceHo A0 [HCTpyKUii ans
MeAMYHOro 3acTOCYBaHHSA
niKkapcbKoro 3acoby [o po3ginis
"B3aemogis 3 iHWMU NiKapCbKUMM
3aco6amMu Ta iHWi BUAW B3aemMogiii",
"Oco61MBOCTI 3aCTOCYyBaHHA",
"Mo6iyHi peakwji" BigNoBigHO A0
iHdbopMmaii 3 6e3neku gjroyoi
peyoBUHM NapaueTamos. TepmiH
BBEEHHS 3MiH NPOTAroM 6 MicALiB
nicnsa 3aTBepKeHHs

6e3 peyenma

nionsiea
€

UA/13911/01/01

18.

AMIUNTPOH®
BE3 LYKPY

MOPOLLIOK A71A
OpasIbHOTO PO34UHY,
no 13 ry cawe; no
13 ry cawe; no 10
calle B nauuj 3
KapTOHY

ToBapuctso
3
[04aTKOBOO
BiANOBiAa/Ib
HiCTIO
"IHTEPXIM"

YkpaiHa

ToBapucTtso 3
[04,aTKOBO
BiAANOBIAA/IBHICTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH A0 peecTpaLiiHNX

MaTepianis: 3miHu | TUNy - 3MiHK

wono 6e3nekn/epekT1BHOCTI Ta
hapMakoHarnisgy. 3miHa y KopoTkil
XapaKTepucTuLli Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta IHCTpYKLi Ans

MeJMYHOro 3aCTOCYBaHHS Ha
nifcTaBi perynsipHo OHOBJ/1HOBAHOIO
3BiTY 3 6e3neku NikapcbKoro 3acoby,
abo JocnigxeHb 3 6e3nekn

3acTocyBaHHS Nikapcbkoro 3acoby B

6e3 peyenma

nionsieae

UA/14116/01/01




35

n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTar OLUiHK/ 3BTy 3
JocnifpKeHb, NPoBefeHNX
BIAMNOBIAHO [0 NNaHy negiaTpuyHmX
pocnigxeHb (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXKEHUM
opraHom)
3MiHN BHECEHO A0 IHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby [0 po3zinis
"B3aemogis 3 iHWVMU NikapcbKuMm
3aco6amu Ta iHLWi BUAW B3aEMogiii",
"Oco611BOCTI 3aCTOCyBaHHA",
"Mo6iuHI peakwii" BiANOBIAHO A0
iHchopmawii 3 6e3neku gjtoyoi
peyoBMHM NapaueTamon. TepmiH
BBEJEHHS 3MiH NPOTArom 6 micsuis
nicnsa 3aTBepKeHHs

19.

AMILUTPOH®
EKCTPATAB

TabneTkun, BKpUTI
NAiBKOBOO
o6onoHkoto no 10
Tabnetok y 6nictepi;
no 1 6nictepy B
nauui

ToBapucTeo
3
[04aTKOBOO
BignoBigab
HicTio
"IHTEPXIM"

YkpaiHa

ToBapucTso 3
[0aTKOBOKO
Bi4NOBIfANbLHICTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHnx
mMarepianis: 3MiHu | TRy - 3MiHK
woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHa y KopoTkili
XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT AN
MeAMYHOro 3acTOCYBaHHSA Ha
nigcTaBi peryaspHo OHOB/TIOBAHOIO
3BiTy 3 6e3neku nikapcbkoro 3acoby,
a60o pocnifxeHb 3 6e3nekn
3aCTOCYBaHHS ikapCbKoro 3acoby B
nicnsipeecTpauiiiuii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3
JocnigpkeHb, NpoBeAeHnX
BiAMOBIAHO [0 NNaHy negiatpuyHmX
pocnipkeHs (PIP) (3MiHy y3rogkeHo
3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiHW BHECEHO [0
IHCTPYKLUIT ANs MeANYHOro
3acTOCyBaHHS MikapCcbKoro 3acoby
[0 po3gainis "B3aemogis 3 iHWMMU
nikapcbknmuy 3acobamu Ta iHLWi BUAN
B3aemMogiii", "OcobnnBocTi
3actocyBaHHs", "Mob6iuHi peakuyii”
BifnoBigHO A0 iHhopmauii 3 6e3neku
Ail040i peyoBrHY NapaueTamon.
TepMmiH BBeAlEeHHS 3MiH - NPOTArom 6

6e3 peyenma

nionsiea
€

UA/15430/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

MiCAILiB Nicns 3aTBepPAKEHHS

20.

AMIUNTPOH®
nnoc

MopoLLOK AN
OpasIbHOT0 PO3UMHY,
no 5ry cauwe; no 10
cawe y nauui 3
KapToHY

ToBapucTBO
3
[04aTKOBOKO
Bignosigaib
HiCTIO
"IHTEPXIM"

Ykpaina

ToBapucTBO 3
[04aTKOBO
Bi4NoBiAA/IbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLiiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK
wopo 6e3sneku/edpekTMBHOCTI Ta
thapMakoHarnagy. 3miHa y KopoTkil
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHS Ha
nifcTasi perynsipHo OHOB/THOBAHOTO
3BiTY 3 6e3neku NikapcbKoro 3acoby,
abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHS ikapcbkoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BIiTYy 3
JocnifpKeHb, NPOBEAEHNX
BiANOBIAHO [0 NNaHy nefiatpuyHmx
pocnigxeHb (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXXEHUM
opraHom)
3MiHN BHECEHO A0 IHCTPYKLii Ans
MeAMYHOro 3acTOoCyBaHHA
nikapcbKoro 3acoby [0 po3zinis
"B3aemogis 3 iHWVMU NikapcbKuMu
3aco6amMu Ta iHLWi BUAy B3aeEMogiii”,
"Oco6n1BOCTI 3aCTOCyBaHHA",
"Mo6iuHi peakwii" BigNOBIAHO A0
iHchopmawii 3 6e3neku gjtoyoi
peuyoBMHM NapaveTamon. TepmiH
BBEJEHHS 3MiH NPOTArom 6 micsuis
nicnsa 3aTBepKeHHs

6e3 peyenma

nionsieae

UA/16181/01/01

21.

AMILMTPOH®
nnoc 6E3
LYKPY

NMopoLUoK AN
OpasIbHOTO PO3UMHY,
no 5ry cauwe; no 10
calue y nayui 3
KapToHY

ToBapucTeo
3
[0aTKOBOKO
Bignosigaib
HiCTIO
"IHTEPXIM"

Ykpaina

ToBapucTBO 3
[04,aTKOBO
BiNoBiAa/IbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLinHnx
MaTepianis: 3miHu | TMny - 3MiHK
uono 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3neku nikapcbkoro 3acoby,
a6o pocnigxeHb 3 6e3nekn
3aCTOCYBaHHS /likapcbKoro 3acoby B
nicnsipeecTpaduiiHuii nepiog, abo sk
pesynbTaTt OLiHK/ 3BTy 3
JocnipKeHb, NpoBeeHNX
BifNOBIAHO A0 NNaHy negiatpuyHnxX

6e3 peyenma

nionsieae

UA/16182/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

pocnipkeHs (PIP) (3MiHy y3roakeHo
3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHV BHeceHo A0 [HCTpyKUii ans
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHLWIMMU NiKapCbKUMM
3acobamu Ta iHWi BUAN B3aemogiii",
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Mo6iuHI peakuii BigNOBIAHO A0
iHchopmawuii 3 6e3neku gjtoyoi
peyoBMHM NapaueTamon. TepmiH
BBEEHHS 3MiH NPOTAroM 6 MicALiB
nicns 3aTBepakeHHs

22,

AMIUNTPOH®
DOPTE

MOPOLLIOK AN15
OpasIbHOr0 PO3UUHY,
no 23 ry cawle; no
23 ry cauwe; no 10
calue y nayui 3
KapTOHY

ToBapucteo
3
[04aTKOBOO
Bignosiganb
HiCTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBO 3
[04,aTKOBOO
BiANOBIAA/IbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
MaTepianis: 3miHu | TMny - 3MiHK
woAo 6e3nekn/epekTnBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NnikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMYHOro 3acTOCYBaHHA Ha
nifcTaBi perynsipHo OHOB/IHOBAHOTO
3BiTY 3 6€3neKkun NiKapcbKoro 3acooby,
abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiinnii nepiog, abo sk
pesynbTaTt OLiHKM 3BITY 3
[ocnifpKeHb, NpoBefeHNX
BIANOBIAHO A0 MNaHy negiatpuyHmnX
pocnigkeHb (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXXEHUM
opraHom)
3MiHV BHeceHo A0 IHCTpyKUji ans
MeAMYHOro 3acTOCyBaHHSA
niKkapcbKoro 3acoby [o po3ginis
"B3aemogis 3 iHWMU NiKapCbKUMM
3aco6amMu Ta iHWi BUAW B3aemMogiii",
"Oco61MBOCTI 3aCTOCYyBaHHA",
"Mo6iyHi peakwyii" BigNoBigHO A0
iHdbopmawii 3 6e3neku gjroyoi
peyoBUHM NapaueTamos. TepmiH
BBEEHHS 3MiH NPOTAroM 6 MicALiB
nicnsa 3aTBepKeHHs

6e3 peyenma

niosnsiecae

UA/13912/01/01

23.

AMIUNTPOH®
DPOPTE BE3

MOPOLUOK A5t
0pasibHOTO PO3UMHY,

ToBapuctso
3

YkpaiHa

ToBapucTtso 3
[01aTKOBOKO

YKpaiHa

BHECEHHS 3MiH A0 peecTpaLiiHNX
marepianis: 3MiHu | Tuny - 3miHn

6e3 peyenma

nionsieae

UA/14117/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

LYKPY

no 13 r y cawle; no
13 ry cawe; no 10
calle y nauuj 3
KapTOHY

[04aTKOBO
Bignosigaib
HicTio
"IHTEPXIM"

BignoBigaIbHICTIO
"IHTEPXIM"

wopo 6e3sneku/edpekTMBHOCTI Ta
hapMakoHarnagy. 3miHa y KopoTkil
XapaKTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMNYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo OHOB/THOBAHOTO
3BiTY 3 6e3neku NikapcbKoro 3acoby,
ab0o JocnigxeHb 3 6e3nekn
3aCTOCYBaHHS /ikapcbKkoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTar OLUiHK/ 3BIiTy 3
JocnifpKeHb, NPOBeAeHNX
BIAMNOBIAHO [0 NNaHy negiaTpuyHmX
pocnigxeHb (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXKEHUM
opraHom)
3MiHN BHECEHO A0 IHCTPYKLii ANns
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby [0 po3zinis
"B3aemogis 3 iHWVMU NikapcbKumMm
3aco6amu Ta iHLWi BUAW B3aEMogiii",
"Oco611BOCTI 3aCTOCyBaHHA",
"Mo6iuHI peakwii" BiANOBIAHO A0
iHchopmawii 3 6e3neku gjtoyoi
peyoBMHM NapaueTamon. TepmiH
BBEJEHHS 3MiH NPOTArom 6 micsuis
nicnsa 3aTBepKeHHs

24,

AHANbIIH

PO3YMH ANS iH'EKLiA,
500 mr/mn; no 2 mn
B amnyni; no 5
amnysn y KOHTYPHiiA
YapyHKOBIl
ynakosLi; no 2
KOHTYPHI YapyHKOBI
yMnakoBKU B mauLi

TOB "tOpisi-
Papm"

YkpaiHa

TOB "HOpia-®apm”

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHnx
mMarepianis: 3MiHu | TRy - 3MiHK
woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili
XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT AN
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTaBi peryaspHo OHOB/TIOBAHOIO
3BiTy 3 6e3neku nikapcbkoro 3acoby,
a60o pocnifxeHb 3 6e3nekn
3aCTOCYBaHHS ikapCbKoro 3acoby B
nicnspeecTpauiiiuii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3
JocnigpkeHb, NpoBeAeHnX
BiAMOBIAHO [0 NNaHy negiatpuyHmX
pocnipkeHs (PIP) (3MiHy y3rogkeHo
3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiHM BHECEHO 10

3a peyenmom

He
nionseae

UA/14166/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

IHCTPYKLUiT AN1a Mefu4HOoro
3aCcTOCyBaHHS NMikapCcbKoro 3acoby
[0 po3gainis "lMpoTunokasaHHs",
"Oco6nmBOCTI 3acTOCyBaHHA" Ta [0
KOPOTKOI XapakTepucTuKn
nikapcbKoro 3acoby A0 po3ainis
"MpoTmnokasaHHsa", "OcobnuBi
3acTepexeHHs Ta 3anobixHi 3axoam
npu 3acTocyBaHHI" BiAMoOBIgHO A0
OHOB/EHOT iHhopMaLii 3 6e3neku
Aito40T peyoBrHN (MeTamisony
HaTpito).

TepMiH BBEEHHS 3MiH - NPOTAroM 6
MiCALIB MiC/1A 3aTBEPKEHHS

25.

AHAMIPOH

PO34uH ANs iHQy3il,
10 mr/mn; no 100 mn
npenapary y
hnakoHi; no 1
thnakoHy B nniBLi B
KapTOHHI Kopo6Lyi

AHaHTa
Megpikeap
nrg.

Benuka
BpuTaHis

€ponalii XenTkeap
MeT. NiTA.

IHAja

BHECEHHS 3MiH [0 peecTpaLiiiHnX
MaTepianis: 3miHu | TMny - 3MiHK
woAo 6e3nekn/epekTnBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NnikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMYHOro 3acTOCYBaHHA Ha
nifcTaBi perynsipHo OHOB/IHOBAHOTO
3BiTY 3 6€3neKkun NiKapcbKoro 3acooby,
abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiinnii nepiog, abo sk
pesynbTaTt OLiHKM 3BITY 3
[ocnifpKeHb, NpoBefeHNX
BIANOBIAHO A0 MNaHy negiatpuyHmnX
pocnigkeHb (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXXEHUM
opraHom)
3MiHV BHECEHO [0 IHCTPYKLUIT A1
MeAMYHOro 3acTOCyBaHHSA
niKkapcbKoro 3acoby [o po3ginis
"B3aemogis 3 iHWMU NiKapCbKUMM
3aco6amMu Ta iHWi BUAW B3aemMogiii",
"Oco6nMBOCTI 3aCTOCYBaHHA" Ta
"Mo6iyHi peakwyii" BigNoBigHO A0
pekomeHpauili PRAC.
TepMmiH BBEEHHS 3MiH NpoTArom 3
MiCALiB Micna 3aTBepKEHHS. 3MiHU
| TMny - 3MiHK Woao
6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnagy (iHwi 3miHuM) 3MiHn

3a peyernmom

He
nionsieae

UA/14971/01/01




n/n

Hassa

Popma surnycky

3asaBHuUK

Kpaina

Bupo6HuK

40

NiKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

26.

AHIE/NOH®

Tabnetkun no 20 wr;

TOB

Ykpaina

TOB "®apmaueBTnyHa

BHECEHO [0 IHCTPYKLUIT Ans
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3gainy
"Mo6iuHI peakuii" Wwoao
HeobXiAHOCTi NOBIAOMAATY NPO YCi
BMMNAAKMN Nif03pOBaHMX NOBGIYHMX
peakLiii Ta BiACyTHOCTI
eheKTMBHOCTI NiKapCbKoro 3acooby.
TepMmiH BBeZeHHS 3MiH NpoTArom 3
MiCsILiB Nicns 3aTBePAKEHHS

27.

AHIE/NOH®

no 10 Tabnetok y
6nictepi; no 3 abo 4
6nicTepy B KOPOOL

Tabnetku no 10 wmr;

"®apmauesT
nyHa

KOMMaHis

"®apKoC"

TOB

YkpaiHa

TOB "®apmaueBTuyHa

KomMnaHis "®apKoC"

YkpaiHa

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK
wopo 6e3snekv/edpekTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3ara/lbHEHUX JaHuX npo
cucTtemy thapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHUX AaHUX NPo
cuctemy chapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0Ccobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KOHTakTHOi 0cobm
3 (hapmakoHarnsgy 3assHuKa Ans
3fificHeHHs chapmakoHarnsgy B
YKpaiHi, AKWOo BOHA BiAMIHHA Bif,
YNOBHOBaXEHOI 0Ccoby,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
thapmakoHarnagy (Bkitovaroum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsagy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
[litoua pepakuin: Tep-CapkicoBa
Onbra barparisHa. MNMponoHoBaHa
pepakuis: KyTHsik Biktop MasnoBuy.
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
3MiHa MicLle3HaxoMKeHHSA MacTep-
(paiina cuctemu chapmakoHarnsgy
Ta lioro Homepa. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsagy

be3 peyenma

UA/18594/01/01

no 10 TabneTok y

"®apmauesT

KomnaHis "®apKoC"

BHECEHHS 3MiH A0 peecTpaLiiHNX

bes3 peyenma

marepianis: 3MiHu | Tuny - 3miHn

UA/18594/01/02
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep

peecmpayjiliHo2o

nocBi04Y€eHHs1

6nictepi; no 3 abo 4
6nicTepy B KOPOOL

NYHa
KOMMaHis
"®apKoC"

wopo 6e3sneku/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHNX AaHuX Npo
cuctemMy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO
cuctemy dhapmakoHarnsgy, smiHa
YNOBHOBaXEHOI 0Ccobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KOHTakTHoi 0cobm
3 (hapmakoHarnagy 3asBHuKa ans
3fificHeHHs chapmakoHarnsgy B
YkpaiHi, SKLL0 BOHA BiAMIHHA BiJ
YNOBHOBAaXEHOI 0CcobY,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsgy (Bkaovaoum
KOHTaKTHi flaHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-ghaiina cnctemm
hapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0COOU 3aABHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
[itoua pepakuis: Tep-CapkicoBa
Onbra barpariBHa. MNMponoHoBaHa
pepakuis: KyTHsik Biktop Masnosuy.
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0COOU 3aABHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
3MiHa MicLe3HaxoMKeHHs MacTep-
(paiina cuctemn chapmakoHarnsay
Ta lioro Homepa. 3miHa micus
3[iiCHEHHS] OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy

28.

AHAVNAN-B

Tabnetku, no 10
TabneTok y cTpunax;
no 10 TabneTtok y
cTpuni; no 1 ctpuny
y naneposomy
KOHBepTi; no 10
Tabnetok y cTpuni;
no 2 a6o no 10
CTpUNiB y Navui 3
KapToHy; no 10
Tabnetok y 6nictepi;
no 1, a6o no 2, a6o
no 10 6nicTepiB y
nauduj 3 KapToHy

NAT
"MoHdapm”

Ykpaina

MAT "MoHdapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK
wopo 6e3nekv/edpekTMBHOCTI Ta
hapMakoHarniagy. 3miHa y KopoTkil
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo OHOB/THOBAHOTO
3BiTY 3 6e3neku NikapcbKoro 3acoby,
abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHS /ikapcbkoro 3acoby B
nicnsipeecTpadiiiuii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BIiTYy 3
JocnifpKeHb, NPOBEAEHNX

6e3 peyenma
— Nel0; 3a

peyenmom —

Ne20, Ne100

He
niosnsiecae

UA/6175/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1

BIAMNOBIAHO [0 NNaHy negiaTpuyHmX
pocnigxeHb (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXXEHUM
opraHom) - 3MiHW BHECEHO A0
IHCTPYKUiT 4Ns MeanyHoro
3acTOCyBaHHS Nikapcbkoro 3acoby
0o posginis "MpoTunokasaHHA",
"Oco6nMBOCTI 3aCTOCYBaHHA" Ta
"Mo6iuHi peakyji" wWoo 6esnekn
3aCTOCYBaHHSA Ail040l peYOBUHN
MeTami3osn BigNoBIAHO A0
pekomeHpauii PRAC. CynyTHs
3MiHa - 3MiHK Woa0
6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo
3MiHa(1) [0 30608B'A3aHb Ta YMOB
BMAAYi peecTpaviiHoro
nocBiAgYeHHs, Bkovatoun Mnax
ynpaBniHHA pUsnKamu
(3acTocyBaHHA TEKCTY, SKUIA
NOrOKEHNI 3 KOMMETEHTHNUM
opraHom) - 3asiBHVKOM HagaHo
OHOB/IEHUIA MnaH ynpasniHHA
pv3vikamu Bepcis 3.1 - 3MiHn
BHECEHO A0 YacTuH: Il
«Cneuundikauis 3 6esnekn» , |l
«MnaH 3 dhapmakoHarnagy», V"
3axoam 3 MiHimizauii pusukis”, VII
«JjoaaTkn» Ha OCHOBI OHOBJ/IEHO|
iHchopmawii 3 6e3neku gjtoyoi
peyoBuHU. Pe3tome lMnaHy
ynpasniHHA pu3nkamu Bepcis 3.1
Aopaetbesa. 3miHu | Trny - 3MiHKn
wopo 6e3sneku/edpekTMBHOCTI Ta
hapmakoHarnagy. 3miHa y KopoTkil
XapaKTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMNYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo OHOB/THOBAHOTO
3BiTY 3 6e3neku NikapcbKoro 3acoby,
abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHS /ikapcbkoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTar OLUiHK/ 3BTy 3
JocnifpKeHb, NPOBEAEHNX
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

BIAMNOBIAHO [0 NNaHy negiaTpuyHmX
pocnigxeHb (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXXEHUM
opraHom) - 3MiHW BHECEHO A0
IHCTPYKUiT 4Ns MeanyHoro
3acTOCyBaHHS Nikapcbkoro 3acoby
[0 po3ainy "B3aemogia 3 iHWuMu
nikapcbkMun 3acobamu Ta iHLWi BUan
B3aEMOAj" WoA0 6e3nekn
3aCTOCYBaHHSA Ail040l peYOBUHN
MeTami3osn BigNoBIAHO A0
pekomeHgauii PRAC. 3Minn | Tuny -
3MiHY Woao 6e3nekun/edeKTUBHOCTI
Ta thapmakoHarnsagy (iHwi 3miHu) -
3MiHU BHECEHO [0 IHCTpYKLii ANns
MeAMYHOro 3acToCyBaHHA
nNiKapcbKoro 3acoby Ao posainy
"Mo6iuHI peakyji" Wo40 BaXINBOCTI
3BiTyBaHHSA Npo No6iYHI peakwii

29.

AHAPOXE/b

renb gns
30BHILUHLOTO
3acTocyBaHHs, 16,2
mr/1r; no 88 r rento
y thnakoHi 3
[03yl04nm
NpUCTPoEM, no 1

nakoHy y
KapTOHHI Kopo6Lyi

BeseH
Xenckea CA

Benbris

BMPOGHMLITBO 3a MOBHUM
Luukiom: beseH
MeHblohekuypiHr
Bengxiym, benbrisi;

BMPOGHULITBO 3a NMOBHUM
uuknom: Slabopatopii
Bes3eH IHTepHeLuHn,
dpaHuis;

BMNpPOGYBaHHSA
KOHTPO/IO AKOCTI
(mikpobionoriyHni
KOHTpOnb): Kyani
KoHTpon, ®paHuis

Benbris

BHECEHHS 3MiH [0 peecTpavLiiiHnX
mMartepianis: 3miHu | TUNY - 3MiHK 3
siKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbkoro
3aco06y (iHwWi 3MiHN) - He3HauHa
3MiHa y 3aTBEpPIKEHOMY MeTOogj
BMNPOGYBaHHA roTOBOrO /iKapCbKOro
3aco6y 3a nokasHukoMm “KinbkicHe
BM3HayeHHA. ETaHon 96% 06/06.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/b roTOBOrO MikapcbKoro
3aco6y (iHwi 3MiHN) - HesHayHa
3MiHa y 3aTBEpIKEHOMY MeTOogj
BMNPOOYBaHHA rOTOBOTO NiKapCbKOro
3ac06y 3a nokasHukom “CynpoBigHi
LOMILLKW”. 3MiHW | TUNY - 3MiHK 3
sIKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbKoro
3aco6y (iHwWi 3mMiHN) - OHOBNEHHSA
BXe 3aTBepAKeHNX MeTofiB
KOHTPO/IHO SIKOCTI NliKapCbKoro
3acoby, a came BUK/IaAEHHS TeKCTY
[ep>XXaBHOK MOBOIO 3rijHO Cy4acHUX
BUMOT.

3a peyenmom

UA/5301/01/02

30.

AHY30N

cynosuTopii

MAT

YkpaiHa

MAT «MoHdapm»

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHNX

6e3 peyenma

UA/7303/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
pekTasibHi No 5 «MoHapm» mMartepianis: 3miHu | TUNY - 3MiHK 3
cynosuTopiiB y SKOCTi. [0TOBWMIA Nikapcbknii 3aci6.
CTpuni; No 2 CTpunu KOHTpO/b rOTOBOrO MiKapCbKoro
B NauLi 3 KAPTOHY; 3acoby. 3miHa napameTpis
no 3 cynosuTopii y cneundikauin Ta/abo AonycTUMmx
cTpuni; no 2 abo 3 MEX roTOBOrO JliKapcbKoro 3acoby
CcTpuUnu B Navi (iHWi 3miHW) BBEAEHHSA
nepiogMYHOCTI KOHTPOSIO 3a
nokasHukom «MikpobionoriyHa
yucToTa», a came «KOHTPO/Ib AAHOr0
TECTy NPOBOAATL [/1A NepLuloi Ta
KOXHOI HaCTYMHOI AecATol cepil, ane
He pigLie HiX 1 cepisi B pik».
31. | APUPAM® 1,5 TabneTtkn 3 e dpaHuis B1po6HMLTBO, KOHTPO/Tb DdpaHuia/ BHECEHHS 3MiH A0 peecTpaLiiHnX 3a peyenmom He UA/13798/01/01
Mr/1o0 mMr MoAandpiKkoBaHUM Na6opatyap AKOCTI, NaKyBaHHA Ta Ipnangis MaTepianis: 3miHu | TUNy - 3MiHK niosisieae
BMBINIbHEHHSIM, NO Ceps'e BUMYCK cepil: wopo 6e3snekv/edpekTMBHOCTI Ta

1,5 mr/10 mr; no 15

Tabnetok y 6nictepi;
no 2 abo 6 6nictepis
Y KOPOO6L,ji 3 KApTOHY

Na6opaTtopii Ceps'e
IHoacTpi, PpaHLis;

MakyBaHHA Ta BUMYCK
cepii:
Ceps'e (IpnaHgis)
IHpacTpic T4, IpnaHgis

thapmakoHarnagy (iHwi 3MiHu) -
3MiHV BHECeHO [0 NyHkTiB 8, 17
TEKCTY MapKyBaHHSA BTOPUHHOT
yMakoBKM NikapCbKoro 3acoby.
BBefeHHA 3MiH NpoTArom 9-tn
MiCAILiB Micnsa 3aTBepAKEHHS. 3MiHU
| TMny - 3MiHK Woao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -
3MiHN BHECEHO A0 IHCTPYKUIii Ans
Me[MYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby [0 po3zinis
"Mo6iuHi peakwyji" Ta
"Micue3Haxo4KeHHS 3asBHMKA", a
came BHeCeHHs1 iHchopmaLii npo
HeoOXiAHICTb MOBIAOMAATM MPO
6yab-AKi BUNaAKM Nifo3poBaHmX
NoGiYHNX peakLiit Ta BigCyTHOCTI
edheKTMBHOCTI NiKapCbKoro 3acoby
[0 HauioHa/lbHOI ABTOMAaTU30BaHOI
iHchopmauiiHoi cuctemm 3
thapmakoHarnisgy Ta go
npefcTaBHULTBA 3asBHMKA B
YKpaiHi. BBefeHHS 3MiH NpoTsrom 9-
TN MiCALiB NicNs 3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK Woao0
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
3MiHM BHECEHO 10 TEKCTY




Hassa
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n/n

NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

32.

Tabnetkn 3

MapKyBaHHS YNakoBKW NikapcbKoro
3acoby, a came BUJasieHo TekcT
MapKyBaHHS 6e3 3a3HayYeHHs
OMHULb BUMIPIOBAHHSA Sl.
BBefeHHs 3MiH NpoTArom 9-Tu
MicALIB MiCNA 3aTBEPKEHHS. 3MiHM
| TMNy - AAMIHICTPaTVBHI 3MiHW.
3miHa HalimeHyBaHHs Ta/abo
afipecy MicLs NPoBapKeHHS
AisNbHOCTI BUpoBOHUKa/imnopTepa
roTOBOro MikapcbKoro 3acoby,
BK/10YAI0UY AiNbHULi BUNYCKY cepil
ab0o Mmicue NnpoBefileHHA KOHTPOSI0
AKOCTI. (AIANbHICTb, 3a AKy
BiANoOBiAae BMPOGHMK/iMNopTep,
BK/1OHAK0UM BUMYCK cepild) - 3MiHa
agpecu BupobHuka N3 Ceps’e
(Ipnangis) IHgacTpic /114, y 3B'A3Ky
i3 NpuBeleHHAM A0 cepTudikaTy
GMP, BugaHoro Jepxikcyx60to
Ykpainu 6e3 hakTU4yHoi 3MiHM Micus
BUPOGHMLTBA. BBEAEHHS 3MiH
npoTArom 9-Tm MicAUiB micns
3aTBEPAKEHHS.

APNDAM® 1,5
Mr/s Mr

MoAandgikoBaHUM
BUBINIbHEHHAM, MO
1,5 mr/5 mr no 15
TabneTtok y 6nictepi;
no 2 a6o 6 6nictepis
Y KOPO6Lj 3 KapTOHY

Ne
Nab6opatyap
Ceps'e

PpaHuis

BMpPOGHMLTBO, KOHTPO/b
AKOCTI, NaKyBaHHA Ta
BUNYCK cepii:
Na6opaTtopii Ceps'e
IHaacTpi, PpaHuis;
MakyBaHHsA Ta BUMYCK
cepii:

Ceps'e (IpnaHgis)
IHpacTpic /114, IpnaHgis

dpaHuia/
IpnaHgjs

BHECEHHS 3MiH [JO peecTpaLiiiHnx
marepianis: 3miHu | Tuny -
AMiHICTpaTVBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro
niKapcbKoro 3acoby, BKIoYatoum
AinbHULUI BUNYCKy cepii abo micue
NPOBeEeHHA KOHTPOJIIO SKOCTI.
(gisnbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMNOpTep, BKIOYaYM
BUMYCK cepiid) - 3miHa agpecu
BUPOGHMKA Bigbynach y 3BA3Ky 3
npusegeHHAM Ao GMP BugaHoro
[Lepxnikcnyx6oto YkpaiHn 6e3
(haKTUYHOT 3MiHM MicLA
BMPOGHMLTBA. BBEAEHHS 3MiH
nNpoTArom 9-Tv MicALiB nicns
3aTBEPAXKEHHSA. 3MiHY | TNy - 3MiHK
oo 6e3nekn/epekTnBHOCTI Ta

thapmakoHarnsaay (iHwi 3mim) -

3a peyenmom

He
nionseae

UA/13799/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

3MiHN BHECEHO [10 TEKCTY
MapKyBaHHS! yMakoBKU /iKapcbKoro
3aco0y, a came BUAJIEHO TEKCT
MapkKyBaHHS 6e3 3a3HayYeHHs
OAMHWLb BUMIpIOBaHHS Sl.
BBegeHHs 3MiH npoTsArom 9-tv
MicALiB Nicnsa 3aTBepAKEHHS. 3MiHU
| TMny - 3MiHK Woao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -
3MiHU BHECEeHO [0 NyHKTIB 8, 17
TEKCTY MapKyBaHHA BTOPUHHOT
ynakoBKM NiKapcbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 9-Tu
MiCALIB MiCNA 3aTBEPKEHHS. 3MiHM
| TMny - 3MiHK Woao
6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
3MiHM BHECEHO [0 IHCTPYKLUIT Ansa
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKkoro 3acoby A0 po3ainis
"Mo6iuHI peakuii" Ta
"Micue3HaxomKeHHs 3asaBHMKA", a
came BHeCeHHs iHdhopmadii npo
HeOo6XifHICTb NOBIAOMNATY PO
6yAb-AKi BUNaAKM Nigo3poBaHnX
NoGiYHNX peakwiin Ta BigCyTHOCTI
eeKTMBHOCTI NiKapcbKoro 3acoby
[0 HauioHaNbHOI ABTOMaTM30BaHO1
iHchopmaviiiHoT cnuctemm 3
thapmakoHarnsgy Ta o
npeacTaBHULTBA 3asiBHMKA B
YkpaiHi. BBegeHHS 3MiH npoTarom 9-
TW MiCALIB NicAs 3aTBePAKEHHS.

33.

ACAKON®

TabneTkn, BKPUTI
060/10HKOI0,
KMLLIKOBOPO34UHHI MO
800 mr; no 10
Tabnetoky

6nictepi; no 5 a6o
no 6 6nictepis y
KOpOOGLii 3 KApTOHY

Tinotc
dapma Al

LLiBeiuapis

Brpo6HMLUTBO
Hepo3acoBaHol
NPOAYKLIT, NepBNHHA Ta
BTOPUHHA YNaKoBKa:
Xaynt ®apma BronbgiHr
M6X, HimeuuunHa;
BUPOGHKK,
BignoBiganbHWi1 3a
BUNYCK cepiii: Tinotc
dapma Arl, Lseiiyapis

Himeuunna/
LLiBeiuapis

BHECEHHS 3MiH [0 peecTpaLiiHnX

mMartepianis: 3miHu | TUNY - 3MiHK 3

sIKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa po3mipy
cepii (Bk1oYaoun gianazoH po3mipy
cepil) roToBOro nikapcbKoro 3acoby
(36inbLueHHs Ao 10 pasiB NopiBHAHO

i3 3aTBEPKEHUM PO3MIPOM)
BBE/IeHHS 104aTKOBOro po3mipy
cepii 'N3 500 000 TabneTok B

[OMOBHEHHSA [0 BXE 3aTBepAKEHOro

3a peyenmom

UA/4770/01/02




Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
po3Mipy cepii 250 000 TabneTok
34. | ACK-TEBA TabneTtkn TOB «TeBa Ykpaina BankaHdapma-AynHuus Bonrapis BHECEHHS 3MiH 40 pPeecTpaLiiHnX 6e3 peyenma UA/14167/01/02
KMLLKOBOPO3YMHHI M0 YkpaiHa» AT mMarepianis: 3MiHu | Tuny - 3MiHK
100 wmr; no 10 wopo 6e3sneku/edpekTMBHOCTI Ta
Tabnetok B 6nicTepi; thapmakoHarnsgy (iHwi 3MiHn).
no 3 6nictepu B OHOBJ1EHHSA TEKCTY MapKyBaHHs
KapTOHHI Kopo6Lyi NEepPBUHHOI Ta BTOPUHHOI YNaKoBOK
nikapcbKoro 3acoby. TepMiH
BBEEHHS 3MiH NPOTAroM 6 MicALiB
nicns 3aTBepAKEeHHs.
35. | ACK-TEBA TabneTtkn TOB «TeBa Ykpaina BankaHdapma-AynHuuys Bonrapis BHECEHHS 3MiH A0 peecTpaLiiHNX 6e3 peyenma UA/14167/01/01
KMLLKOBOPO3YMHHI M0 YkpaiHa» AT marepianis: 3MiHu | Tuny - 3miHK
75 wr; no 10 wopo 6e3sneku/epekTMBHOCTI Ta
TabneTok B 6icTepi; thapmakoHarnagy (iHwi 3miHu).
no 3 6nictepu B OHOBJIEHHSA TEKCTY MapKyBaHHS
KapTOHHI Kopobuj NnepBMHHOT Ta BTOPUHHOI YNakoBOK
nikapcbKkoro 3acoby. TepMiH
BBEEHHS 3MiH NPOTAroM 6 MicALiB
nicns 3aTBepAkeHHs.
36. | ACTATOP 10 Tabnetku, no 10 wr, TOPPEHT IHgis TOPPEHT IHais BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a peyenmom He UA/14663/01/01
no 10 TabneTtok y PAPMACH PAPMACBLIOTIKANC MaTepianis: 3miHu | TUny - 3MiHK niosnsieae
6nictepi; no 3 IOTIKANC nTAa. wopo 6e3snekn/edpekTMBHOCTI Ta
6nictepu y nTa. thapmakoHarnagy. 3MiHU y KOpPOTKili
KapTOHHI ynakoBLi XapaKTepucTuLli Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyHnX/ribpuaHnx/6ionodibHmx
NiKapcbKnx 3acobiB Nic/1s BHECEHHS
Tiel camoi 3MiHV Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HaaHH$ XOAHWX HOBUX A0AATKOBUX
OaHunXx) - 3MiHM BHECEHO [0
IHCTPYKLiT ANna Mean4Horo
3acTOCyBaHHS MikapCbKoro 3acoby y
po3gin "Oco6nmnBoCTi 3aCTOCYBaHHA"
3rigHo 3 iHhopmaLieto Woao
Me[MYHOro 3aCTOCyBaHHS
pedhepeHTHOro NikapCcbKoro 3acoby
(CUHI'YNAP®). BBeaeHHs 3MiH
npoTArom 6-Tn MicALIB nicns
3aTBEPAKEHHS.
37. | ACTATOP 4 TabneTku XyBasibHi TOPPEHT IHais TOPPEHT IHais BHECEHHS 3MiH [J0 peecTpaLiiiHnx 3a peyernmom He UA/14663/01/02
no 4 mr no 10 PAPMACH ®APMACBIOTIKAIC marepianis: 3MiHu | Tuny - 3miHn nionsizae
Tabnetok y 6nictepi; IOTIKANC nTa woao 6e3nekn/edpekTBHOCTI Ta
no 3 6nictepu y nTa chapmakoHarnsay. 3MiHu y KOpoTkili
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

KapTOHHI ynakoBLi

XapakTepucTuLi nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLi Ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyHUX/ribpuaHnx/6ionodibHmx
NiKapcbKnx 3acobiB Nic/1s1 BHECEHHS
Tiel camoi 3MiHV Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HaaHH$ XOAHVX HOBKX A0AATKOBUX
OaHuXx) - 3MiHM BHECEHO [0
IHCTPYKLUiT A8 Mefu4HOoro
3acTOCyBaHHS MikapCcbKoro 3acoby y
po3gin "Oco6nmnBoCTi 3aCTOCyBaHHA"
3rigHo 3 iHhopmaLieto LWwoao
MeJMNYHOro 3aCTOCyBaHHS
pedhepeHTHOro nikapcbKoro 3acoby
(CUHI'YNAP®). BBeaeHHS 3MiH
npoTArom 6-Tm MicAUiB micns
3aTBEPMAKEHHS

38.

ACTATOP 5

TabneTku XyBasibHi
no 5 mr no 10
Tabnetok y 6nictepi;
no 3 6nictepu y
KapTOHHI ynakoBLi

TOPPEHT

®APMACb

tOTIKANC
nTA

IHais

TOPPEHT
®APMACBIOTIKANC
nTy

IHais

BHECEHHS 3MiH [JO peecTpaLiiiHnx
mMarepianis: 3MiHu | TRy - 3MiHK
woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpOTKili
XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT AN
MeAMYHOro 3acTOCYBaHHSA
reHepuyHUX/ribpuaHMXx/6ionoai6HMX
nNiKapcbKUx 3aco6iB Nicasi BHECEHHS
Tiel camoi 3MiHM Ha pedhepeHTHW
npenapar (3miHa He noTpebye
HaflaHHS XOAHVX HOBWX AOAATKOBUX
LaHnX) - 3MiHM BHECEHO A0
IHCTPYKLUii ANs MeguyHoro
3aCTOCyBaHHSA NiKapcbKoro 3acoby y
po3zin "OcobnmBocCTi 3acToCyBaHHA"
3rigHO 3 iHhopMmaLjieto Wwoao
MeAMYHOro 3acTOoCyBaHHA
pedhepeHTHOro /likapcbKoro 3acoby
(CUHTYNAP®). BBeaeHHS 3MiH
NPOTArom 6-Tv MicALiB nicns
3aTBEPAXKEHHS

3a peyenmom

He
nionseae

UA/14663/01/03

39.

ATOH3UN®

PO34nH
OpOMyKO3HWiA, 0,1
mr/mn no 20 mn abo
50 mn y donakoHi
noniMepHomy 3

KHBMI
"ICHA"

YkpaiHa

TOB "Cnasis 2000"

YKpaiHa

BHECEHHS 3MiH A0 peecTpaLiiHNX
MaTepianis: 3miHu | TUNy - 3MiHK
wono 6e3nekn/epekTnBHOCTI Ta

thapmakoHarnsgy. BeegeHnHs abo

3MiHM [0 y3ara/lbHEHNX laHnX Npo

6e3 peyenma

UA/18639/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

posnunioBayem, no
100 mn y chnakoHi
noniMepHomy; no 1
hNakoHy B
KapTOHHIN nauui

cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO
cuctemy dhapmakoHarnsgy, smiHa
YNOBHOBaXEHOI 0Ccoby,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KOHTaKTHoi 0cobm
3 (hapmakoHarnagy 3asBHvKa ans
3fificHeHHs hapmakoHarnsgy B
YkpaiHi, SKLL0 BOHA BigMIHHA BiJ
YNOBHOBaXEHOI 0CcobY,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsgy (Bkaovaoum
KOHTaKTHi flaHi) Ta/abo 3MiHN y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) 3miHa
YNOBHOB&XXEHOT 0COOU 3aABHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
[itoua pepakuis: TkayeHko TeTsHa
MeTpiBHa. MponoHoBaHa pefakuis:
CaBueHko Hatanis BitaniisHa.
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0COOU 3aABHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
3MiHa HoMepa macTep-ghaiina
cucTeMu dpapmakoHarnsgy.

40.

AT®-JIOHI®

Tabnetkun no 10 wr;
no 10 Tabnetok y
6nictepi; no 3 abo 4
6nicTepy B KOpOO6L;
no 1 6nictepy 6e3
BKMaJaHHA Y
BTOPWHHY YNaKoBKy

TOB
"®apmauesT
nyHa
KOMMaHis
"®apKoC"

Ykpaina

TOB "®apmaueBTnyHa
KomMnaHis “"®apKoC"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK
wopo 6e3snekv/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3ara/lbHeHUX JaHux npo
cucTtemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX Npo
cuctemy chapmakoHarnagy, amiHa
YNOBHOBAaXEHOI 0Ccobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KOHTakTHOi 0cobm
3 (hapmakoHarnsgy 3asBHuKa Ans
3fjificHeHHs chapmakoHarnsgy B
YKpaiHi, AKWO BOHA BiAMIHHA Bif,
YNOBHOBaXEHOI 0Ccoby,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
thapmakoHarnagy (Bkiodaroum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MilLEeHHI MacTep-ghaiina cuctemm
(hapmakoHarnsay) 3miHa

6e3 peyenma

UA/3121/01/03
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
YNOBHOB&XXEHOT 0COOU 3aABHUKA,
BiANOBIAaUIbHOI 3a hapmakoHarnag.
[itoua pepakuis: Tep-CapkicoBa
Onbra BarpariBHa. MNMponoHoBaHa
pepakuis: KyTHsik Biktop Masnosuy.
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U 3aABHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
3MiHa MicLe3HaxoMKeHHs MacTep-
(paiina cuctemn chapmakoHarnsay
Ta lioro Homepa. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy.
41. | ATD-JIOHI® Tabnetku no 20 wmr; TOB Ykpaina TOB "dapmaueBTUYHa YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHnX 6e3 peyenma UA/3121/01/02
no 10 Tabnetok y "PapmaueBT KomMnaHis “"®apKoC" MaTepianis: 3miHu | TUNy - 3MiHK
6nictepi; no 3 abo 4 N4Ha wopo 6e3snekv/edpekTMBHOCTI Ta
6nicTepy B KOpOOL; KOMNaHis thapmakoHarnsay. BeegeHHs abo
no 1 6nictepy 6e3 "®apKoC"

BKMNafaHHSA Y
BTOPUHHY YNaKoBKy

3MiHM [0 y3ara/lbHEHUX JaHux npo
cucTemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO
cuctemy chapmakoHarnagy, amiHa
YNOBHOBAaXEHOI 0Ccoby,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KOHTakTHoi 0cobm
3 thapmakoHarnsgy 3asBHuKa Ans
3fificHeHHs chapmakoHarnsgy B
YKpaiHi, AKWO BOHA BiAMIHHA Bif,
YNOBHOBaXEHOI 0Ccoby,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
thapmakoHarnagy (Bkiovaroum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnaga.
[litoua pepakuin: Tep-CapkicoBa
Onbra barparisHa. MponoHoBaHa
pepakuis: KyTHsik Biktop Masnosuy.
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
3MiHa MicLle3HaxoMKeHHSA MacTep-
(paiina cuctemun chapmakoHarnsgy
Ta lioro Homepa. 3miHa micus

3/iiCHEHHS1 OCHOBHOI AiANIbHOCTI 3
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
dhapmakoHarnsgy.
42. | BATEJA TabneTkun, BKpUTI TOB YkpaiHa yorPna MEAVLINH TypeuunHa BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a peyenmom He UA/17613/01/02
nAiBKOBOKO «YOPN[, INAY CAH. BE TI0XK. Martepianis: 3miHa 3asBHuUka 13 niossieae
060/10HKO10, M0 20 MEAMLNH> A.LL. (MIBIM) (BnacHuka peecTpaLiiiHoro

mr; no 10 TabneTtok
y 6nicTepi; no 3
6nictepn y
KapTOHHI Kopo6Lyi

noceigueHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460). BunyyeHo
iHbopMmaLito o0 3asBHUKa 3
IHCTPYKLUii ANs MeguyHoro
3aCTOCyBaHHA Ta MapKyBaHHS
nikapcbkoro 3aco6y. BeegeHHA 3MiH
nNpoTArom 6-T1 MicALIB micns
3aTBepXeHHA. 3MiHu | Tuny - 3MiHn
wopo 6e3snekv/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3ara/lbHEHUX JaHuX npo
cucTtemy thapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHUX AaHUX NPo
cuctemy chapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0Ccobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KOHTakTHOi 0cobm
3 (hapmakoHarnsgy 3assHuKa Ans
3fificHeHHs chapmakoHarnsgy B
YKpaiHi, AKWOo BOHA BiAMIHHA Bif,
YNOBHOBaXEHOI 0Ccoby,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
thapmakoHarnagy (Bkitovaroum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy)
3MiHa yNnoBHOBaXXeHOi 0cobu
3asBHWVKa, BiANOBIAA/IbHOI 3a
hapmakoHarnag. ditoya pefakuis:
Mescim Inbkbaxap LiHyens / Mrs.
Mevsim llkbahar Dincel.
MponoHoBaHa pepakuyis: Myano
aHHa CtaHicnasisHa. 3MiHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHO!
0co6u 3asiBHMKA, BiANoBiAa/bHOT 3a
hapmakoHarnsag. 3miHa micusa
3[iACHEHHSI OCHOBHOI AiSNbHOCTI 3
hapmakoHarnsgy. 3miHa
MiCLLe3HaXOKEHHST MacTep-haiina
cuctemu chapmakoHarnagy. 3minu |
Tvny - 3MiHM Woao0
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

6e3nekun/edekTBHOCTI Ta
hapMakoHarnagy. 3miHa y KopoTkil
XapaKTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMNYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo OHOB/THOBAHOTO
3BiTY 3 6e3neku NikapcbKoro 3acoby,
ab0o JocnigxeHb 3 6e3nekn
3aCTOCYBaHHS /ikapcbKkoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTar OLUiHK/ 3BIiTy 3
JocnifpKeHb, NPOBeAeHNX
BIAMNOBIAHO [0 NNaHy negiaTpuyHmX
pocnigxeHb (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXKEHUM
opraHom). 3MiHU BHECEHO A0
IHCTPYKLUii ANs MeguyHoro
3aCTOCyBaHHS NiKapcbkoro 3acoby y
po3zin "OcobnmBocCTi 3acToCyBaHHA"
BiANOBIAHO [0 OHOBMEHOT
iHchopmawii 3 6e3neku gjtoyoi
peyoBMHW. BBEAEHHS 3MiH NPOTAroM
6-T MiCALIB MiCNA 3aTBEPIAKEHHS.
3MiHu | TMRY - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn).
3MiHN BHECEHO Y TEKCT MapKyBaHHS
NepBUHHOI YNakoBKN Y NYyHKTK 1, 2,
4, y TEKCT MapKyBaHHSA BTOPUHHOT
ynakoBku - y nyHktn 1, 2, 3, 11, 16,
17.
BBefeHHs 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBEPAKEHHSI

BATELA

TabneTtku, BKPUTI
NAiBKOBOO
o6onoHkoto, no 10
Mmr; no 10 TabneTok
y 6nictepi; no 3
6nictepu y
KapTOHHI Kopo6Lyi

TOB
«YOPN[,
MEANLH>»

YkpaiHa

YOPNL, MEAVNLMH
IMIAY CAH. BE TIX.
AL

TypeyunHa

BHECEHHS 3MiH [JO peecTpaLiiiHnx
marepianis: 3miHa 3asBHuka /13
(MIBIM) (BnacHuka peecTpauiiHoro
nocsigueHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460). BunyyeHo
iHbopMmaLito WoJo 3asBHUKA 3
IHCTPYKLiT ANna MeguyHoro
3aCTOCYBaHHSA Ta MapKyBaHHS
nikapcbkoro 3acoby. BBefeHHs 3MiH
NpoTArom 6-Tv MicALiB nicns
3aTBEPMKEHHS. 3MiHKM | TUny - 3MiHK
woao 6e3nekn/edpeKTMBHOCTI Ta

3a peyenmom

He
nionseae

UA/17613/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1

hapmakoHarnsgy. BeefeHHs abo
3MiHM [0 y3ara/ibHEHNX JaHuX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3ara/lbHEHVX AaHUX NPO
cuctemy chapmakoHarnsgy, amiHa
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobm
3 (hapmakoHarnagy 3asBHvKa gns
3[iliCHEeHHs1 hapmakoHarnagy B
YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnagy (Bkavarun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy)
3MiHa yNnoBHOBaXKeHOT 0cobm
3asBHVKa, BignoBigabHOI 3a
thapmakoHarnag. [ivoua pegakuis:
MeBcim Inbk6axap fiHuens / Mrs.
Mevsim llkbahar Dincel.
MponoHoBaHa pegakuis: Myano
laHHa CTaHicnasiBHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
0co6u 3asBHMKa, BiANOBIA&IbHOT 3a
thapmakoHarnsg. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsagy. 3miHa
MiCLie3HaxXOMKEHHS MacTep-chaina
cuctemu chapmMakoHarniagy. 3miHn |
TMny - 3MiHKU Woa0
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTaBi perynspHo OHOB/TIOBAHOIO
3BITYy 3 6e3neku NikapcbKoro 3acoby,
a60o pocnigxeHb 3 6e3nekn
3aCcTOCYyBaHHSA MikapCbkoro 3acoby B
nicnspeecTpauiiiuii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3
JocnigpkeHb, NpoBeAeHnX
BiNOBIAHO A0 NNaHy negiaTpuyHKX




54

n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

pocnipkeHs (PIP) (3MiHy y3roakeHo
3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom). 3MiHM BHECEHO A0
IHCTPYKLUiT AN1a Mefu4HOoro
3acTOCyBaHHS MikapCcbKoro 3acoby y
po3gin "Oco6nmnBoCTi 3aCTOCyBaHHA"
BiANOBIAHO 0 OHOBNEHOT
iHchopmawuii 3 6e3neku gjtoyoi
peyoBMHW. BBEAEHHSA 3MiH NPOTAroM
6-TW MiCALB Nic/a 3aTBEPAXKEHHS.
3Minu | TMRY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHLwi 3MiHK).
3MiHN BHECEHO Y TEKCT MapKyBaHHS
NEePBUHHOI YNakKoBKW Y NYHKTU 1, 2,
4,y TEKCT MapKyBaHHA BTOPUHHOI
ynakoBku - y nyHktn 1, 2, 3, 11, 16,
17.
BBefeHHSA 3MiH NPOTAroM 6-Tn
MiCALIB MiC/1A 3aTBEPKEHHS

BEH3UBEPAE

cnpeii Ans poToBoi
NOPOXHUHN 1,5
mr/mn; no 30 mny
dhnakoHi 3i cnpeii-
Hacocom Ta
Haca/Kolo
NoBOPOTHOIO, MO 1
hnakoHy y nauui

MPAT
"XIMOAPM3
ABO/,
"YEPBOHA

3IPKA"

YkpaiHa

MPAT
"XIMOGAPM3ABO/,
"UEPBOHA 3IPKA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
mMartepianis: 3miHu | Tuny -
AfMiHICTpaTMBHI 3MiHU. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
3as1BHUKaA (BnacHuka
peecTpauinHoro NoceigYeHHs) 3miHa
HaliMeHyBaHHS 3asiBHVKa Ta 3MiHW Y
HanucaHHi agpecu 3asBHUKa
(BnacHvika peecTpauiiHoro
nocBigYeHHs). TepMiH BBeAEeHHA
3MiH NpOTAroM 6 MicauiB nicns
3aTBEPMAXEHHS. 3MiHu | Tuny -
AMiHICTpaTVBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro
niKapcbKoro 3acoby, BKIoYatoum
AinbHULI BUNYCKy cepii abo micue
NPOBeEeHHA KOHTPOJIIO SKOCTI.
(gisnbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMNOpTEp, BKIOYaYM
BMNYCK cepiil) 3MiHa HaliMeHyBaHHs
BMpo6HUKa M3 Ta 3MiHn y
HanvcaHHi agpecu BupobHunka MN3.
3MiHM BHECEHO B IHCTPYKLitO ANs

6e3 peyenma

nionsiea
€

UA/20815/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

MeAMYHOro 3acTOoCyBaHHA
nikapcbKoro 3acoby y po3ginu
"Brpo6HMK" Ta "Micue3HaxomKeHHs
BMpo6HUKa Ta agpeca Micus
NpOBaKEHHS MNOro AisnbHOCTI" Ta
SIK HAC/MJOK - Y BiANOBIAHI po3ainu
TEKCTY MapKyBaHHA NepBUHHOI Ta
BTOPWHHOT YNakoBKMN MiKapCbKOro
3aco0by.

TepMmiH BBEEHHS 3MiH NPOTAroM 6
MiCALIB MiC/1A 3aTBEPKEHHS

BEH®OTIAMIH

MOPOLLIOK
(cy6eTpaHuis) y
noslieTuIeHoBUN
nakeT BKIaAeHWiA
HLLIWIA
noslieTUIeHOBUN
naket ans
thapmaueBTUYHOro
3acTocyBaHHs

AT
"®apmak”

YkpaiHa

XAMAPI MEdECTI, NTa,.

AnoHis

BHECEHHS 3MiH [JO peecTpaLiiiHnX
maTepianiB: yTOYHEHHSI HanncaHHsA
ynakoBku B Hakasi MO3 Ykpainu Ne

1151 Big 18.07.2025 B npoueci
BHECEeHHS 3MiH (3MiHu Il Tvny -
3MiHu 3 sKocTi. API. (IHLWi 3MiHK).
OHoBrieHHs Bepcii DMF Ha AdI
6eHdoTiaMiH BUpO6GHMLTBA

«HAMARI PFST, Ltd.», AnoHis 3
AP/6/2013-09-09 go AP/7E/2021. Ak
Hacnigok BHECEHO 3MiH 0 po34inis

3.2.5.4.171a3.2.5.4.2, acave
«laeHTudikauis», «CynpoBigHi
OOMILLKN», «Baxkki MeTasin»,
«TiamiH», «BTpaTa B Maci npu
BUCYLLYBaHHi». TakoX OHOB/IEHO
po3gin «YnakoBka». fjtoya
pegakuis: AP/6/2013-09-09. Bug,

PO3Mip Ta KOMM/IEKTHICTb YNaKOBKW:

y nakeTax noApiiHMX
nonietuneHosux. MNponoHoBaHa
pepakuisf: AP/7E/2021. Bug, po3mip
Ta KOMMNJIEKTHICTb YNakoBKK: y
nonieTMIeHoBW NakeT BKIaAeHWi
iHLWWIA nonieTuNeHoBUIA NakeT,

BKNazeHi y hibpoBuii 6apabaH. Mix

BHYTPILLHIM i 30BHiLLHIM nakeTamm
PO3MiLLEHO OocyLUyBaY. BHYTPILLHIMA i

30BHILLHI/ NONIETUIEHOBI NakeTu
ckpinnexi rymkamu. Ha cpibposuii
6apabaH 04AraeTbCA KPULLKA i
repMeTUYHO 3aKprBa€EThbCS.
Pepakuist B Hakasi - y naketax
noABIHMX NonieTuneHoBmx. BipHa

UA/10784/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

pefakuis - y nonieTuneHoBuii nakeT
BK/IAAEHUI IHWWIA NOMiETUAIEHOBUIA
naker.

46.

BETAK

TabneTku, BKPUTI
NAiBKOBOO
o6onoHkoto, no 10
Mmr, no 10 TabneTok
y 6nictepi; no 3
6nictepu y
KapTOHHI Kopo6Lyi

Mepokemi
nTh

Kinp

BYPOGHULITBO 32 NOBHUM

LMKIOM:
Mepokemi JlimiTep,

Kinp

BHECEHHS 3MiH [J0 peecTpaviliHnx
marepianis: 3MiHu | TURY -
AAMiHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKIYaum
AinbHULI BUNYCKy cepii abo micue
NPOBeJEHHA KOHTPOJIIO SKOCTI.
(BisnbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMNOPTEP, BKIOYaUY
BWMYCK Cepiii) yTOYHEHHS Ha3BM Ta
afpecy BUPOOHMYOT AiNbHULL Y
BiAgnosigHoCTI Ao cepTudpikaty GMP.
3MiHM BHECEHO B IHCTPYKLiO AN1A
MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"Brpo6HMK", "MicLe3HaxomKeHHs
BMpO6HUKa Ta agpeca Micus
NPOBaKEHHS Oro AisNbHOCTI" 3
Bi4NOBIAHUMW 3MiHAMW B TEKCTI
MapKyBaHHS yNakoBOK. BBefeHHs
3MiH NpoTArom 6-Tu MicALUiB nicns
3aTBEPMAKEHHS

3a peyenmom

He
nionsieae

UA/7563/01/02

47.

BETAK

TabneTku, BKPUTI
M/1iBKOBOIO
o6onoHkoto, no 20
mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepn y
KapTOHHI Kopobuj

Megpokemi
nTa

Kinp

BYPOGHULITBO 32 NMOBHUM

LIMK/TOM:
Megokemi flimites, Kinp

BMPOGHULTBO, NEPBUHHE

nakyBaHHsl, BTOPUHHE
nakyBaHHs:
Megokemi (®a IcT) /174,
B’eTHam

Kinp/
B’eTHam

BHECEHHS 3MiH 0 peecTpavLiiiHnx
MaTepianis: 3miHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
niKkapcbKoro 3acoby, BK/IYaum
OiNbHAULI BUNYCKY cepii abo micue
NPOBEeEHHA KOHTPOJIIO SKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BUPOGHMK/IMNOPTEP, BKIOYAKUMN
BUWMYCK Cepiii) yTOYHEHHS Ha3BM Ta
afipecyt BUPOBGHWYOT AiNbHULL Y
BiANOBIAHOCTI Ao cepTuddikaty GMP.
3MiHM BHECEHO B IHCTPYKLi0 AN1s
Me[MYHOro 3aCTOCyBaHHS
NiKapcbKoro 3acoby y po3ginm
"BUpPO6HMK", "MicLie3HaX0MKEHHS

3a peyenmom

He
nionsieae

UA/7563/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
BMpo6HUKa Ta agpeca Micus
NPOBaKEHHS Or0 AisNbHOCTI" 3
BigMNoBigHMMMN 3MiHAMMN B TEKCTI
MapKyBaHHS yNakoBOK. BBefeHHs
3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS
48. | BET®EP 1A nopoLUoK AN TOB "®3 Ykpaina TOB "$3 "CTALA" YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a peyenmom He UA/15462/01/01
nnoc PO3UMHY A5 iH'eKLil "CTALA" martepianis: 3miHu | Tuny - nionseae

no 6000000 MO (30
MKr), 1 piakoH 3
MOPOLLKOM Y
KOMMeKTi 3 1
amnynoo 3
PO34YMHHMKOM Nno 1
M (Boda ons
iH'eKUili cTepunbHa)
y 6nictepi; no 1
6nicTepy y navui 3
KapTOHY; 4 (h/1lakoHM
3 MOPOLLKOM Y
KOMMNEKTi 3 4
amnynamm 3
PO34YMHHMKOM Nno 1
M (Boda ons
iH'eKUili cTepunbHa)
y 6nictepi; no 1
6nicTepy y navui 3
KapTOHY

AJMiHICTpaTVBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
3asBHVKa (BNacHvka
peecTpauiiHoro NocBigYeHHs) -
3MiHa HaliMeHyBaHHA 3asaBHUKa
BlaCHMKa peecTpawiinHoro
noceigyeHHs. 3MiHM BHECEHO B
KOPOTKY XapaKTepuCTuKy
NiKapcbKoro 3acoby y po3ain
"BnacHuK peecTpadiiiHoro
noceigueHHs". TepMiH BBeAEHHSA
3MiH - NpOTAroM 6 MicAuiB micns
3aTBepKEHHSA. 3MiHu | Tuny -
AAMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaKeHHA AiS/IbHOCTI
BMpo6HUKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKoYaoum
AinbHUUI BUNYyCKy cepii abo micue
NPoBeEHHA KOHTPOJIO SKOCTI.
(@isinbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMNOpTep, BK/OYaUn
BUMYCK cepiid) - 3miHa
HalilMeHyBaHHS BUPO6HUKA rOTOBOrO
nikapcbkoro 3acoby. BupobHuya
OinbHULSA Ta BCi BUPOGHUYI onepadii
3a/IMLWATbCA HE3MIHHUMU. 3MiHU
BHECEHO B IHCTPYKLil0 Ans
MeAMYHOro 3aCTOCYBaHHA Ta
KOPOTKY XapakTepucTuky
nikapcbKoro 3acoby y po3ain
"Brpo6HMK" 3 BiANOBIZHUMW 3MiHAMU
B TEKCTi MapKyBaHHS yNaKkoBOK.
TepMiH BBEAEHHS 3MiH - NPOTAroM 6
MiCAILiB Micnsa 3aTBepAKEHHS. 3MiHU
| TMny - 3MiHK Woao
6e3nekn/edeKTNBHOCTI Ta
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

hapmakoHarnsgy. BeefeHHs abo
3MiHM [0 y3ara/ibHEHNX JaHuX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3ara/lbHEHVX AaHUX NPO
cuctemy chapmakoHarnsgy, amiHa
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobm
3 (hapmakoHarnagy 3asBHvKa gns
3aiicHeHHs1 hapmakoHarnsay B
YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnagy (Bkavarun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
0cobu 3asiBHUKA, BIANOBIAALHOT 38
hapmakoHarnsg.
3MiHa HoMepa macTep-ghaiina
cuctemu chapmakoHarnagy. 3miHn |
TMny - 3MiHKU Woa0
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -
3MiHN BHECEHO Y TEKCT MapKyBaHHS
BTOPUHHOI (n. 11, 17) ynakoBku
nikapcbKoro 3acoby. TepMiH
BBEEHHS 3MiH - NPOTArom 6 micsuis
nicns 3aTBepKeHHs.

49.

BINACTUH-
TEBA

Tabnetku no 20 mr;
no 10 TabneTtok y
6nicTepi; no 1 a6o 3
6nictepu B
KapTOHHI Kopo6Lyi

TOB «TeBa
YkpaiHa»

YkpaiHa

BUPOBHULTBO
Hepo3dacoBaHol
NPoAYyKLUiT, NepBnHHa Ta
BTOPUHHA YNaKoBKa:
AET Jlabopatopi3
MpaiigeT /174, IHAis;
BMPOGHULITBO 3a MOBHUM
umknom: CaHeka
dapmacbioTukans AT,
CnoBaubka Pecny6nika

IHais/
CnoBaubka
Pecny6nika

BHECEHHS 3MiH [JO peecTpaLiiiHnx
mMarepianis: 3MiHu | TRy - 3miHK
Loao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili
XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT AN
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTaBi perynspHo OHOB/TIOBAHOMO
3BiTy 3 6e3neku Nikapcbkoro 3acoby,
a60o pocnifxeHb 3 6e3nekn
3aCTOCYBaHHSA ikapCbKoro 3acoby B
nicnspeecTpauiiiuii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3
JocnigpkeHb, NpoBeAeHnX
BifNOBIAHO A0 NnaHy negiatpuyHmux

3a peyenmom

He
nionseae

UA/20366/01/01




Hassa

n/n

NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

pocnipxeHs (PIP) (iHWi 3MiHN) -
3MiHV BHECEHO A0 IHCTPYKLii ANns
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby [0 po3zinis
"Oco6nMBOCTI 3aCTOCYBaHHA" Ta
"Mo6iuHi peakwii" BigNoBigHO A0
OHOBJIEHOT iH(hopmaLii Wwoao
6e3nekn 3acTocyBaHHSA fitouol
peyoBuHN. TepMiH BBELEHHS 3MiH -
npoTarom 6 Micauis nicns
3aTBEPKEHHS

50.

BICAKOAUN

cynosuTopii
pekTanbHi no 0,01 r;
no 5 cynosuTopiis y
cTpuni; No 2 cTpunu
B MayLi 3 KapTOHY

NAT
"MoHdpapm"

YkpaiHa

MAT "MoHchapm”

YkpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHnX
mMartepianis: 3miHu | TUNYy - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOro NikapcbKoro
3acoby. 3miHa napameTpis
cneumdikauii Ta/abo gonycTuMmx
MeX roTOBOrO NikapCbKoro 3acoby
(iHWi 3miHW) BBEAEHHSA
nepiogMYHOCTI KOHTPOSIO 3a
nokasHukomM «MikpobionoriyHa
yucToTa», a came «KOHTPO/Ib AAHOr0
TEeCTy NPOBOAATL A1 NepLuor Ta
KOXHOI HACTYNHOI AecAToi cepii, ane
He pigLie HiX 1 cepisi B pik».

6e3 peyenma

UA/3236/01/01

51.

BIPOK® IC

Tabnetkv no 10
Tabnetok y 6nictepi;
no 1 6nictepy B
nauui 3 KapToHy

ToBapuctso
3
[04aTKOBOO
BiANOBiAa/Ib
HiCTIO
"IHTEPXIM"

YkpaiHa

ToBapucTtso 3
[04,aTKOBO
BiAANOBIAA/IBHICTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH A0 peecTpaLiiHNX
MaTepianis: 3miHu | TUNy - 3MiHK
wono 6e3nekn/epekT1BHOCTI Ta
thapMakoHarnsgy (iHwi 3MiHwn)
OHOB/IEHO TEKCT MapKyBaHHS
NepBMHHOT Ta BTOPUHHOIT YNakoBKK
nikapcbkoro 3acoby, a came
BW/Iy4YEeHO iHhopMaLito, BUKIaLEHY
POCIiCbKOH0 MOBOIO, Ta BHECEHO
3MiHM Yy M. 3 Ta n. 17 TekcTy
MapKyBaHHS BTOPMHHOI YNakKoBKM
nikapcbkoro 3acoby. BeefeHHs 3MiH
nNpoTsArom 6-Tv MicsiLiB nicns
3aTBEepPKEHHS

3a peyenmom

UA/14315/01/01

52.

BO3YNid

TabneTku, BKPUTI
NAiBKOBOIO
06010HKOH0, No 500
Mr, no 14 TabneTok
y bnictepi, 2

6nictepu y

Mdpaiizep
Eiu.Ci.Mi.
Kopnopeiiw
H

CLWA

BVMPOGHMLTBO,
nakyBaHHS, KOHTPO b

AKOCTI Ta BUMYCK cepii:

Mdpaiizep
MeHodekuypuHr
[Joiunens MméX,

Himeuunna/
Yexis

BHECEHHS 3MiH 10 peecTpavLinHnx

matepianis: 3miHu Il Trny - 3MiHK

wopo 6e3sneku/edpekTMBHOCTI Ta
chapmakoHarnsgy. 3MiHN y KOpoTKili
XapaKkTepucTuLi NikapcbKoro 3acoby,

TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns

3a peyenmom

He
nionsieae

UA/17245/01/02
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
KapTOHHIA KopobL; HimeuuunHa; MeAMYHOro 3aCTOCYBaHHSA Y 3B’A3KY
no 30 TabneTok y BVMPOGHMLTBO, KOHTPO/b i3 HOBUMM A@HNMK 3 AKOCTI,
chnakoHi, 1 donakoH akocTi: Ekcenna N'M6X & LOKMIHIYHUMU, KNIHIYHAMWU JaHUMK
Y KapTOHHili kopobLi Ko. KI, HimeuunHa; Ta faHumu 3 dhapmakoHarnsagy -
TeCTyBaHHA npu 3MiHN BHECEHO [0 IHCTPYKLUii Ans
[oChimMKeHHi MeAMYHOro 3acTOCyBaHHSA
cTabinbHocTi: KBiHTa- nikapcbKoro 3acoby [0 po3zinis
AHanitTuka c.p.o., Yexis "Oco61MBOCTI 3aCTOCYyBaHHA",
"Mob6iyHi peakwyji" Woao0 cepueBo-
CYAVMHHOI TOKCUMYHOCTI. BBEEHHS
3MiH NpoTArom 9 micAuiB micns
3aTBEPAKEHHS
53. | BO3YNI® TabneTkun, BKpUTI Mdpaiizep CLWA BMPOGHMLTBO, Himeuunna/ BHECEHHS 3MiH 10 peecTpavLinHnx 3a peyenmom He UA/17245/01/01
MN/1iBKOBOIO Eiy.Ci.Mi. nakyBaHHs1, KOHTPO/1b Yexis matepianis: 3miHu Il Tuny - 3miHn nionsizae
o60n0oHkoto, no 100 Kopnopeiiw AKOCTI Ta BUMYCK cepii: Loao 6e3nekn/edpekTMBHOCTI Ta
Mmr, no 14 TabneTok H Mdpaiizep thapmakoHarnagy. 3MiHU y KOpOTKili
y 6nictepi, 2 MeHohekUypuHr XapakTepucTuLi Nikapcbkoro 3acooby,
6nictepu y Hoiunena MmoéX, TEKCTi MapKyBaHHS Ta iHCTPYKUiT AN
KapTOHHIA KopobL; HimeuuunHa; MeAMYHOro 3aCTOCYBaHHS Y 3B’A3KY
no 120 TabneTtok y BVMPOGHMLTBO, KOHTPO/b i3 HOBUMM A@HNMK 3 AKOCTI,
hnakoHi; 1 dpnakoH akocTi: Ekcenna M'M6X & OOKNIHIYHUMUA, KNIHIYHUMY JaHUMKN
Y KapTOHHili kopobui Ko. KI, HimeuunHa; Ta gaHumu 3 dhapmakoHarnsgy -
TeCTyBaHHA npu 3MiHN BHECEHO A0 IHCTPYKUIii Ans
[oChiMKeHHi MeAMYHOro 3acTOCyBaHHA
cTabinbHocTi: KBiHTa- nikapcbKoro 3acoby [0 po3zinis
AHanitTuka c.p.o., Yexis "Oco61MBOCTI 3aCTOCYyBaHHA",
"Mo6iyHi peakwyji" Woao cepueBo-
CYAMHHOI TOKCUMYHOCTI. BBEAEHHS
3MiH NpoTArom 9 MicAuiB micns
3aTBEPMAKEHHS
54. | BOTOKC® NopoLUoK ANs E66BI IpnaHgis AnnepraH Ipnangis BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a peyernmom He UA/16656/01/01
KOMMJIEKC PO3UMHY A/15 iH'EKLil Nimiteq dapmacboTikan3 MaTepianis: 3miHu | TMny - 3MiHK nionsieae
BOTYNIHIYHOI | no 100 oguHuLpe- IpnaHgis uono 6e3nekn/edpekTBHOCTI Ta
O TOKCUHY AnnepraH; 1 thapmakoHarnsgy. 3MiHa y KopoTkili
TUNYy A (BI4 (p1aKkoH 3 MOPOLLKOM XapaKTepucTuLi Nikapcbkoro 3acooby,
CLOSTRIDIUM B KapTOHHI Kopo6Lyi TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
BOTULINUM) Me[MYHOro 3acTocyBaHHA Ha
nigcTasi perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3neku nikapcbkoro 3acoby,
a6o pocnigxeHb 3 6e3nekn
3aCTOCYBaHHS /likapcbKoro 3acoby B
nicnsipeecTpaduiiHuii nepiog, abo sk
pesynbTaTt OLiHK/ 3BTy 3
JocnipKeHb, NpoBeeHNX
BifNOBIAHO A0 NNaHy negiatpuyHnxX
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

pocnipkeHs (PIP) (3MiHy y3roakeHo
3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3mMiHV BHECEHO A0
IHCTPYKLUIT ANs MeaUYHOro
3aCcTOCyBaHHS MikapCcbKoro 3acoby
[0 po3ginis "®apmakonoriyHi
BnactmsocTi", "Mo6iuHI peakuii”
BiANOBIAHO A0 iHhopmau,i 3 6esnekn
Ha nigcTasi ouiHkM MHRA
negiaTpiyHoro AoCNigKeHHs
191622-137, i HAcnigokK,
peparyBaHHa Hymepauii Tabnuub B
po3ainax "®apmMakonorivHi
BnactmsocTi", "Croci6
3acTocyBaHHs Ta go3u", "[itn",
"Mo6iuHI peakui”.
TepMmiH BBELEHHS 3MiH - NPOTArom 6
MicsILiB Micnsi 3aTBEPAKEHHS

55.

BOTOKC®
KOMMNEKC
BOTYNIHIYHOI
O TOKCUHY
TNy A (BI4,
CLOSTRIDIUM
BOTULINUM)

NOPOLLIOK ANA
PO34MHY ANS iH'EKLi
no 200 oguHULb-
AnnepraHx; 1
h1akoH 3 NOPOLLKOM
B KapTOHHIi kopo6Lyi

E66BI
Nimiten

IpnaHgis

AnnepraH
dapmacbloTikans
IpnaHgis

Ipnangis

BHECEHHS 3MiH [JO peecTpaLiiiHnx
mMarepianis: 3MiHu | TRy - 3MiHK
woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHa y KopoTkili
XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT AN
MeAMYHOro 3acTOCYBaHHSA Ha
nigcTaBi peryaspHo OHOB/TIOBAHOIO
3BiTy 3 6e3neku nikapcbkoro 3acoby,
a60o pocnifxeHb 3 6e3nekn
3aCTOCYBaHHS ikapCbKoro 3acoby B
nicnsipeecTpauiiiuii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3
JocnigpkeHb, NpoBeAeHnX
BiAMOBIAHO [0 NNaHy negiatpuyHmX
pocnipkeHs (PIP) (3MiHy y3rogkeHo
3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiHW BHECEHO [0
IHCTPYKLUIT ANs MeANYHOro
3acTOCyBaHHS MikapCcbKoro 3acoby
[0 po3ainis "®apmakonoriyHi
BnactmsocTi", "Mo6iuHI peakuii”
BiANOBIAHO A0 iHhopmau,i 3 6esnekn
Ha nigcTasi ouiHkM MHRA
negiarpiyHoro AoCNigKEHHS
191622-137, i HAcnNigokK,
pefaryBaHHa Hymepauii Tabnvub B

3a peyenmom

He
nionseae

UA/16656/01/02
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1

po3ainax "®apmakonorivHi
BnactmsocTi", "Cnoci6
3acTocyBaHHs Ta go3u", "[itn",
"Mo6iyHI peakuji”.
TepMmiH BBELlEHHS 3MiH - NPOTArom 6
MicsILiB Micnsi 3aTBEPAKEHHSI

56. | BPOMKPUMNTU Tabnetku no 2,5 mr; AT Ykpaina AT "KMUIBCbKUI YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a peyenmom He UA/1211/01/01
H-KB no 10 Tabnetok y "KNIBCbKW BITAMIHHWIA 3ABOL" mMarepianis: 3MiHu | TRy - 3miHK nionsizae
6nicTepi; no 3 n woao 6e3nekn/edpekTMBHOCTI Ta
6nictepu y nauui BITAMIHHW thapmakoHarnagy. 3MiHU y KOpOTkili
" 3ABOA" XapakTepucTuLi Nikapcbkoro 3acooby,

TEKCTi MapKyBaHHS Ta iHCTPYKUiT AN
Me[MYHOro 3aCTOCyBaHHS
reHepuyHUX/ribpuaHMx/6ionoaibHMX
nNiKapcbKUx 3aco6iB Nicasi BHECEHHS
Tiel camoi 3MiHW Ha pedhepeHTHW
npenapar (3miHa He noTpebye
HaZlaHHA XOAHMX HOBUX [0AATKOBUX
LaHnX) - 3MiHU BHECEHO A0
IHCTPYKUiT 4Ns MeanyHoro
3acToCyBaHHS Nikapcbkoro 3acoby
00 po3ginis "®apmakoTepaneBTMyHa
rpyna", "®apmakonoriyHi
BnactmsocTi", "TokaszaHHs",
"MpoTmnokasaHHs", "B3aemopis 3
IHLIMMK NikapcbkMK 3acobamu Ta
iHWIi BMAM B3aemopiit”, "OcobanBoCTi
3acTocyBaHHS", "3acTocyBaHHA Y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaar”, "3aaTHicTb BNAMBaTK Ha
LIBUAKICTb peakLii npu kepyBaHHi
aBTOTPaAHCMOPTOM a60 iHWKMK
mexaHizmamu”, "Cnocio
3acTocyBaHHA Ta gosun”, "ditn",
"Mepepo3yBaHHA", "M0GIYHI peakuii”
BifNOBIAHO A0 OHOBNEHOT
iHbopmawii pechepeHTHOro
nikapcbkoro 3acoby BpomMokpunTuH-
PixTep, TabneTkn. BBeAeHHS 3MiH
NpOTArom 6-Tv MicALiB nicns

3aTBEPKEHHS.
57. | BPOHXOTOH cupon, 30 mr/5 mn; OAHCOH- Pecny6nika BETIMPOM AL, Pecny6nika BHECEHHS 3MiH 10 peecTpaLiiiHnX 6e3 peyenma UA/20085/01/02
AMBPO no 120 mny BIr 0o/ Bonrapis BMPOGHUYA [iNbHULA Bonrapis mMarepianis: 3MiHu | Tuny - 3miHK
donakoHi; no 1 Bichapma wopo 6e3nekn/edhekTMBHOCTI Ta

dhnakoHy pasom 3 dhapmakoHarnaay. BeefieHHst a6o
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

MipHUM
CTakaH4MKOM B
KapTOHHI nayui

3MiHW [0 y3arasibHeHWX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX Npo
cuctemy hapmakoHarnagy, amiHa
YMOBHOBaXEHOI 0CO6Y,
BiANOBiAA/IbHOI 32 3AiCHEHHS
chapmakoHarnsgy; KOHTaKkTHoi 0cobm
3 thapmakoHarnsgy 3asiBHVKa Ans
3gificHeHHs chapmakoHarnsay B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0CO6Y,
BiANOBiAA/IbHOI 32 3AiCHEHHS
thapmakoHarnagy (Bkitovaouu
KOHTaKTHi fjaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) - 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiAMNOBIAa/IbHOI 3a hapMakoHariag.
[Oitova pepakuisa: Topalova Vili /
Tonanosa Bini. NponoHoBaHa
pepakuis: Bozhidara Stoyanova /
CrosiHoBa Boxupgapa. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
0co6u 3asiBHMKA, BiANOBiAa/bHOT 3a
hapmMakoHarnag. 3miHa KOHTakTHOT
0co6u 3asBHMKa, BiANOBIA&IbHOT 3a
thapmakoHarnsg B Ykpaini. fitoua
pefakuis: BonowmvHa AHacTtacis
AHaToniiBHa. MponoHoBaHa
pepakuis: XoniHa OneHa BacuniBHa.

3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI
0co6u 3asiBHMKA, BiANoBiAa/IbHOT 3a
hapmakoHarnsg B YkpaiHi. 3miHa
MiCLie3HaxXoMKEHHS MmacTep-thainna
cmcTeMu dhapmakoHarnsgy Ta oro
HoMepa. 3MiHa MicLs 3LiACHEHHS
OCHOBHOI AjsifIbHOCTI 3
dhapmakoHarnsgy.

58.

BPOHXOTOH
AMBPO

cupon, 15 mr/5 mn;
no 120 mny
hnakoHi; no 1
hnakoHy pasom 3
MipHUM
CTakaH4MKOM B

JNAHCOH-
Br 004,

Pecny6nika
Bonrapis

BETMNPOM AJ,
BMPOGHUYA AinbHULA
Bidhapma

Pecny6nika
Bonrapis

BHECEHHS 3MiH [JO peecTpaLiiiHnx
mMarepianis: 3MiHu | TRy - 3miHK
Loao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo
3MiHM [0 y3ara/ibHEHNX JaHuX Npo
cuctemMy hapmakoHarnagy

6e3 peyenma

UA/20085/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

KapTOHHIN nayui

(BBEEHHSA Y3araslbHEHUX AaHuX Npo
cuctemy chapmakoHarnsgy, amiHa
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobm
3 (hapMakoHarnagy 3asBHvKa gns
3aificHeHHs1 chapmakoHarnsay B
YkpaiHi, AKLL0 BOHA BiAMIHHA Bif
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnagy (Bkavarun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLEHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOI 0CO6M 3asBHIIKA,
BifnoBiganbHOI 3a hapMakoHarniag,.
[litoua pepgakuisn: Topalova Vili /
Tonanosa Bini. NponoHoBaHa
pepakuis: Bozhidara Stoyanova /
CrosHoBa Boxungapa. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOI
0cobu 3asiBHUKA, BIANOBIAA/ILHOT 38
hapmakoHarniag. 3miHa KOHTakTHOT
0co6u 3asiBHMKA, BiANOBiAa/bHOT 3a
hapmakoHarnag B Ykpaini. [irova
pefakuisi: BonowuvHa AHacTtacis
AHartoniiBHa. MNponoHoBaHa
pefakuis: XoniHa OneHa BacuniBHa.

3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT
0cobu 3asiBHUKA, BIANOBIAA/LHOT 38
hapmakoHarnsg B YkpaiHi. 3miHa
MiCLie3HaxXOMKEHHS MacTep-haina
cucteMun hapmakoHarnsgy Ta noro
HoMepa. 3MiHa MicLs 34iCHEHHS
OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy.

59.

BAJIEPIAHU
KOMMNEKC
NINO®IBLHNIA

ryCTUIA eKCTpaKT
(cybeTaHuis) y
noABiliHMX NakeTax
ans
dhapmaL,eBTU4YHOro
3aCTOCYyBaHHSA

My6niuHe
akuioHepHe
TOBapuCTBO

"HaykoBo-
BMPOGHNYUIA

LieHTp
"Bopuiariscb
KWW XiMiko-

Ykpaina

My6niuHe akuioHepHe
TOBapuUcTBO "HaykoBo-
BUPOGHNYNIA LLEEHTP
"BopLyariBCbkunii XiMiko-
hapmaLeBTUYHNIA
3asof”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLiiiHnX
marepianis: yTOYHEHHSI HanMcaHHs
ynakoBku B Hakasi MO3 YkpaiHu Ne

1078 Big 08.07.2025 B npoueci
BHECEHHS 3MiH (3MiHuW | TNy - 3MiHK
3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikart
BiANoBiAHOCTI €BponelicbkKili

UA/13618/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
hapmaueBT hapmakonei/moHorpadii. 3miHu,
NYHUIA noB'si3aHi 3 HEOOXIiAHICTIO
3aBog" npuBeAeHHs y BiANOBIAHICTb A0

MoHorpadii 4dY abo EBponeiicbkoi
thapmakonei, abo iHLOoi
HaLjioHa/IbHOI (hapmakonei Aepxasu
€C (3MmiHa y crneuundikaLisx,
nos'si3aHa 3i 3miHamun B J®Y, abo
€Bponelicbkii hapmakonei, abo
iHLWIN HauioHanbHiI chapmakonei
Aepxasun €C) npuBefeHHss BUMOT
cneuudikawii 4515 KOHTPOsO
BUXIZAHOT CMPOBUHN «BanepiaHu
KopeHiN» 3a NoKa3HWKOM
«MikpobionoriyHa yncrora» y
BiANOBIAHICTb A0 3ara/bHOI CTaTTi
€o/0dY, 5.1.8, kaTeropis A Woao
MiKpO6ioIoriYHOT YNCTOTH
POCNUHHKX cybCTaHLili ans
hapmaLeBTUYHOIO 3aCTOCYBaHHS,
6e3 3MiH MeTOAUKN BUNPOOYBaHHS.
3arBepmpxeHo: Cneuudikadis -
Mikpob6ionoriyHa unctoTa -
3arasibHe uncno aepobHUX
MikpoopraHi3mis — TAMC: 104 KYO/
r. MakcumanbHo fonycTUMe YMco:
50 000 KYO/r. 3aranbHe 4ncno
LPDKIKOBUX Ta M/liceHeBUX rpubis —
TYMC: 102 KYO/ r. MakcumanbHO
ponyctume uncno: 500 KYO/r.
TonepaHTHUX [0 XOBYi
rpamHeraTMBHux bakTepiin: 102 KYO/
r. BigcyTHicTb Escherichia coliB 1.
BigcyTHicTb Salmonella B 25 .
3anponoHoBaHo: Cnevyudikayis -
Mikpob6ionoriyHa unctoTa -
3arasibHe uncno aepobHUX
MikpoopraHiamis — TAMC — He
6inbwe 107 KYO/r. MakcumasibHO
ponyctume yucno: 50 000 000
KYO/r. 3arasibHe uncno ApikapKoBux
Ta nniceHeBux rpmois — TYMC — He
6inbLlue 105 KYO/ r. MakcumanbHO
gonyctume yucno: 500 000 KYO!r.
Escherichia coli — He 6inbwe 103
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

KYO/ r. BigcyTHicTb Salmonella B 25
r). Pegakuis B Hakasi - y nakeTtax
noAgifiHMX nonieTuneHosmx. BipHa
peakLis - y noABiliHMX nakeTax.

60.

BAJICAPTAH
H-TEBA

TabneTkn, BKPUTI
nNiBKOBOKO
060/10HKO10, N0 160
mr/12,5 mr; no 10
Tabnetok y 6nictepi;
no 3 abo 9 6nictepis
Y KapTOHHIi kopobui

TOB «TeBa
Ykpaina»

Ykpaina

AxTaBic /IT[, ManbTa;
Bankandapma-AynHuua
AT, Bonrapis

ManbTa/
Bonrapis

BHECEHHS 3MiH [0 peecTpaLjiiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK
wopo 6e3nekv/edpekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn).
OHOB/IEHHSA TEKCTY MapKyBaHHs
NEepPBUHHOI Ta BTOPUHHOI YNaKoBOK
nikapcbKoro 3acoby. TepmiH
BBEJEHHS 3MiH - NPOTATOM 6 MicALiB
nicns 3aTBepKeHHS. 3MiHu | Tvny -
3MiHM Woao 6e3nekn/edheKTUBHOCTI
Ta hapmakoHarnagy (iHwi 3miHu).
OHOB/IEHHS TEKCTY MapKyBaHHs
NEepBUHHOI Ta BTOPUHHOI YNakoBOK
nikapcbKoro 3aco6y. TepMiH
BBEEHHS 3MiH - NPOTAroM 6 MicAviB
nicns 3aTBepmkeHHs. 3MiHu | Tuny -
3MiHu Wwoao 6e3nekn/edeKTUBHOCTI
Ta (hapmakoHarnagy (iHwi 3miHm).
OHOB/EHHS TEKCTY MapKyBaHHS
NEepBUHHOI Ta BTOPUHHOI YNakoBOK
NiKapcbKoro 3acooy.
TepMiH BBEEHHS 3MiH - NPOTArom 6
MicSLIB NicNs 3aTBEPKEHHS.

3a peyenmom

UA/5744/01/01

61.

BANNCAPTAH
H-TEBA

TabneTku, BKPUTI
M/1iBKOBOIO
o6onoHkoto, no 80
mr/12,5 mr; no 10
TabneTtok y 6nictepi,
no 3 a6o 9 6nictepis
Y KapTOHHi Kopobuj

TOB «TeBa
YKpaiHa»

Ykpaina

AkTaBic 1T, ManbTa;
BankaHdapma-AynHuuys
AT, Bonrapis

ManbTta/
Bonrapis

BHECEHHS 3MiH 10 peecTpavLintHnx
MaTepianis: 3miHu | TMny - 3MiHK
uono 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn).
OHOBJIEHHSA TEKCTY MapKyBaHHs
NEepBUHHOI Ta BTOPUHHOI YNakoBOK
nikapcbKoro 3acoby. TepMiH
BBEEHHS 3MiH - MPOTAroM 6 MicsuiB
nicns 3aTBepkeHHs. 3MiHu | Tvny -
3MiHV Woao 6e3nekun/edheKTUBHOCTI
Ta thapmakoHarnagy (iHwi 3miHm).
OHOBJIEHHSA TEKCTY MapKyBaHHS
NnepBMHHOT Ta BTOPUHHOI YNakoBOK
nikapcbKkoro 3acoby. TepMiH
BBEJEHHS 3MiH - NPOTATOM 6 MicALiB
nicns 3aTsepikeHHs. 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edyeKTUBHOCTI
Ta papmakoHarnsaay (iHwi 3MiHm).

3a peyenmom

UA/5743/01/01




67

n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK KpaiHa

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

OHOB/IEHHS TEKCTY MapKyBaHHs
NepBUHHOT Ta BTOPUHHOT YNakoBOK
nikapcbkoro 3acoby.

TepMiH BBEEHHS 3MiH - NPOTAroM 6
MiCSILLiB NiCNs 3aTBEPAKEHHS.

62.

BANNICAPTAH
H-TEBA

TabneTku, BKpUTI
N1iBKOBOIO
060/10HKOI0, N0 160
mr/25 mr; no 10
Tabnetok y 6nictepi,
no 3 a6o 9 6nicTepis
Y KapTOHHii1 kopobui

TOB «TeBa
YKpaiHa»

YkpaiHa

ManbTa/
Bonrapis

AkTasic 1ITA, ManbTa;
BankaHndapma-AynHuus
AT, Bonrapis

BHECEHHS 3MiH [0 peecTpaLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK
oo 6e3nekn/epekTnBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK).
OHOB/IEHHS TEKCTY MapKyBaHHs
NepBUHHOI Ta BTOPUHHOI YNakoBOK
nikapcbKoro 3acoby. TepMiH
BBEEHHS 3MiH - NPOTAroM 6 MicAuiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny -
3MiHu Wwoao 6e3nekn/edeKTUBHOCTI
Ta (hapmakoHarnagy (iHwWi 3miHm).
OHOB/EHHS TEKCTY MapKyBaHHS
NEepBUHHOI Ta BTOPUHHOI YNakoBOK
nikapcbKoro 3acoby. TepMiH
BBEEHHS 3MiH - NPOTArom 6 micsuis
nicnsa 3aTBepikeHHs. 3MiHu | Tuny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI
Ta dpapmakoHarnagy (iHwi 3miHn).
OHOB/IEHHSA TEKCTY MapKyBaHHs
NepPBUHHOI Ta BTOPUHHOI YNaKoBOK
nikapcbkoro 3acoby.
TepMiH BBEAEHHS 3MiH - NPOTAroM 6
MiCALB NiC/A 3aTBEPAKEHHS.

3a peyenmom

UA/5743/01/02

63.

BANICAPTAH
H-TEBA

TabneTkn, BKPUTI
NNiBKOBOO
060n0Hkot0, No 320
mr/12,5 wr; no 10
Tabnetok y 6nictepi;
no 3 a6o 9 6nictepis
Y KapTOHHI Kopoobui

TOB «TeBa
YkpaiHa»

YkpaiHa

ManbTa/
Bonrapis

AxTasic /IT[, ManbTa;
Bankandapma-AynHuus
AT, bBonrapis

BHECEHHS 3MiH A0 peecTpaLiiHNX
MaTepianis: 3miHu | TUNy - 3MiHK
wono 6e3nekn/epekTnBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
OHOBJIEHHSA TEKCTY MapKyBaHHS
nepBMHHOT Ta BTOPUHHOI YNakoBOK
nikapcbKkoro 3acoby. TepMiH
BBEJEHHS 3MiH - NPOTATOM 6 MicALiB
nicns 3aTeepikeHHs. 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edyeKTMBHOCTI
Ta hapmakoHarnagy (iHwi 3miHu).
OHOB/IEHHS TEKCTY MapKyBaHHs
NepBUHHOT Ta BTOPUHHOI YNakoBOK
nikapcbKkoro 3aco6y. TepMiH
BBE/IEHHS 3MiH - NPOTArom 6 micsLis
nicns 3aTBepAKEeHHSA. 3MiHM | TNy -
3MiHuM LWoa0 6e3nekn/edyeKTMBHOCTI

3a peyenmom

UA/8900/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
Ta (hapmakoHarnagy (iHwWi 3miHu).
OHOB/EHHS TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YNakoBOK
NiKapcbKoro 3acooy.
TepMmiH BBELlEHHS 3MiH - NPOTArom 6
MicALB Nic/1a 3aTBepAKEHHS.
64. | BAJICAPTAH TabneTtku, BKPUTI TOB «TeBa Ykpaina AkTaBic T[4, ManbTa; ManbTta/ BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a peyenmom UA/5744/01/02
H-TEBA MN/1iBKOBOIO YkpaiHa» BankaHdapma-AynHuus Bonrapis mMarepianis: 3MiHu | TRy - 3miHK
o6onoHkoto, no 320 AT, Bonrapis woao 6e3nekn/edpekTMBHOCTI Ta
mr/25 mr; no 10 hapmakoHarnagy (iHLwi 3MiHK).
TabneTtok y 6nictepi; OHOB/IEHHS TEKCTY MapKyBaHHS
no 3 a6o 9 6nicTepis NepBMHHOT Ta BTOPUHHOI YNakoBOK
Y KapTOHHili kopobui nikapcbKoro 3acoby. TepMiH
BBEEHHS 3MiH - NPOTArom 6 micsuis
nicnsa 3aTBepikeHHs. 3MiHu | Tuny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI
Ta dpapmakoHarnagy (iHwi 3miHn).
OHOB/IEHHSA TEKCTY MapKyBaHHs
NepBUHHOI Ta BTOPUHHOI YNaKoBOK
nikapcbKoro 3acoby. TepMiH
BBEJEHHS 3MiH - NPOTATOM 6 MicALiB
nicns 3aTBepKeHHs. 3MiHu | Tvny -
3MiHM Woao 6e3nekn/edyeKTMBHOCTI
Ta papmakoHarnagy (iHwi 3miHu).
OHOB/IEHHS TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YNakoBOK
nikapcbKoro 3acoby.
TepMiH BBEAEHHS 3MiH - NPOTAroM 6
MicsILLiB NicNs 3aTBEPAKEHHS.
65. | BAPIBAKC NMOPOLLOK Ta Mepk LWapn LLiBeiiuapis Mepk Wapn i oym B.B., | HigepnaHgu BHECEHHS 3MiH [J0 peecTpaLiiiHnX 3a peyernmom UA/19665/01/01
BAKUVHA ON1A | pO3YMHHWK ANns i Aoym IAEA Higepnangm / CLLA marepianis: 3miHu | Tuny - 3MiHu 3
MPO®ITAKTUK | cycneHsii gns X (MapKyBaHHs sKocTi. CepTudpikat
N BITPAHOI iH’eKUil; 1 donakoH 3 NepBUHHOIO NakyBaHHS, BignosigHocTi/l E-cepTudikar
BICNN XXUBA nopotukom (1 fosa) BTOPWHHE NaKyBaHHsA Ta BiANOBIAHOCTI €Bponelicbkilt
ATEHYNOBAH B KOMM/EKTi 3 1 [L,03BIiN Ha BUNycK cepii hapmakonei/moHorpadii. 3miHu,
A hnakoHoM 3 BakUVHU Ta noB's3aHi 3 HeOOXiAHICTIO
PO34MHHMKOM (BOAA pO34nHHKKa); Mepk npusefeHHs y BiANOBIAHICTb A0
ONs1 iH'eKUin) B Wapn i foym JI1IC, CLUA MoHorpadii dY a6o €Bponeiicbkoi
KapTOHHI Kopo6Lyi (BpOGHMLTBO, thapmakonei, abo iHLOi
nepBUHHE NakyBaHHA Ta HaLjioHasTbHOI thapmakonel Aepxasu
aHa/TiTUYHE TeCTyBaHHs €C (3miHa y cneundikauisix,
BaKLUWHN) nos'sizaHa 3i 3miHamu B 1dY, abo
€sponeiicbkiii hapmakonei, abo
iHWI/ HauioHaNbHIN hapmakonel
nepxasun €C) - MNprBeaeHHs
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

crneuudikaLii cTepuibHOro
PO34UnHHKKE Y hNaKkoHi y
BiANOBIAHICTb A0 BUMOT MOHOrpadii
<0169> «CTtepunbHa Boga ans
iH'eKUiVi» €Bponencbkol
dapmakonei. Y 38'a3ky 3
OHOBJIEHHAIM cnevuungikaLii Ha
PO3UMHHWK BHECEHHS peAakLiliHnX
npasok Ao po3sginy 3.2.P.3.3 gns
CTEPUIbHOMO PO3UUHHUKA Y
hnakoHax As1s BUpo6HMKa Jubilant
HollisterStier LLC (JHS).
TakoX NPOMOHYETLCA HEe3HAYHe
KoperyBaHHs 0 MeToAjiB KOHTPO/IH0
AKOCTI, a came: AofaH0 «y h/1akoHi»
[10 TEKCTY «PO3YMHHWK: BOAA ANs
iH'eKLii» Mig Ha3Bamu
«Cneuudikauis npyu BUNycKy» Ta
«MeToau KOHTPOs0». TepMiH
BBEEHHS 3MiH - NPOTArom 6 micsuis
nicnsa 3aTBepKeHHs

66.

BEPAMAMIN-
JOAPHULA

TabneTtku, BKPUTI
MN/1iBKOBOIO
obonoHkoto, no 80
Mmr, no 10 TabneTok
Y KOHTYpHIli
YapyHKOBIl
ynakosLi; no 5
KOHTYPHUX
YapyHKOBUX
ynakoBOK y naui

MpAT
"®apmauesT
N4yHa qoipma

"NapHuus"

YkpaiHa

MpAT "dapmaueBTuyHa
ipma "JapHnus”

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHnx
marepianis: 3miHu | Tuny - 3miHu 3
AKocTi. CepTudikar
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpPONENChKIi
hapmakonei/moHorpadii. 3miHn,
noB'sA3aHi 3 HeO6XIiAHICTIO
npuBeaeHHs y BiANOBIAHICTb A0
MoHorpadii 4dY abo EBponeiicbkoi
thapmakonei, abo iHLwoT
HaLjoHas/TbHOI thapmakonel Aepxasu
€C (iHwi 3miHW) MNprBeaeHHA
po3ainis 3.2.P.4.1. Ta 3.2.P.4.2.
peecTpavLiniHoro Aocbe Ha
[L0MOMiKHY peqyoBuHy MarHito
cTeapar [0 BUMOr MoHorpadii
«Magnesium stearate» gito4oi
pepakuii €Bponeiicbkoi
dapmakonei. Y 38'A3Ky 3 LM
BHECEHO 3MiHU [0 pO34iniB:
«laeHTudikauis», «KncnoTHiCTb abo
NYXHICTb» Ta «KinbkicHe
BU3HAYEHHS».

3a peyenmom

UA/3582/01/01

67.

BEPANAMIJI-

TabNeTkn, BKPUTI

MpAT

YkpaiHa

MpAT "dapmaueBTnyHa

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHNX

3a peyenmom

UA/3582/01/02
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
OAPHULUA NAiBKOBOO "®apmaueBT chipma "JapHuus” mMartepianis: 3miHu | TUNY - 3MiHK 3
060n0HkKot0, No 40 nyHa dipma akocTi. CepTucpikar
mr no 10 TabneTok y "AapHnus"” BignoBigHocTi/E-cepTudikart
KOHTYpHilA BiANOBIAHOCTI EBpONeiiChKiit
YapyHKOBIl thapmakonei/MoHorpadii. 3miHu,
ynakosui, no 2 noB'si3aHi 3 HEOOXIiAHICTHO
KOHTYPHI YapyHKOBI npuBeLEeHHs Y BIANOBIAHICTb A0
YyNaKkoBKW y mavui MoHorpadii oY abo €Bponeiicbkoi
thapmakonei, abo iHLOoi
HaLlioHaNbHOT hapmakonei Aepxasu
€C (iHwi 3miHW). MpuBeaeHHs
po3ginis 3.2.P.4.1. Ta 3.2.P.4.2.
peecTpauiiHoro Aocbe Ha
[OMNOMDKHY peyoBuHy MarHito
cTeapaT [0 BUMOr MoHorpadii
«Magnesium stearate» fito4oi
pepakuii €Bponeicbkoi
®dapmakonei. Y 38'A3Ky 3 4uMm
BHECEHO 3MiHV [0 pO34iniB:
«lpeHTudikayis», «KMcnoTHicTs abo
NYXHICTb» Ta «KinbkicHe
BU3HAYEHHSI».
68. | BEPOLUNIPOH Tabnetkv no 25 wr; BAT YropumHa BAT "lepeoH Pixtep", YropumHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHnX 3a peyenmom He UA/2775/02/01
no 20 Tabnetok y "T'efeoH YropwuHa; TOB Monbua MaTepianis: 3miHu | TUNy - 3MiHK niossieae
6nictepi; no 1 PixTep" "'epeoH PixTep wopo 6e3snekv/edpekTMBHOCTI Ta

6nictepy B
KapTOHHI ynakoBLi

Monbwa", MonbLa
(KOHTPO/b AIKOCTI, [,03BIN
Ha BUMYCK cepii;
BMPOGHMLTBO
Hepo3hacoBaHoro
NPoAYyKTY, NepBMHHA
ynakoBKa, BTOPUHHA
ynakoBka)

hapMakoHarniagy. 3miHa y KopoTkil
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHS Ha
nifcTasi perynsipHo OHOB/IHOBAHOTO
3BiTY 3 6e3neku NikapcbKoro 3acoby,
abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHS /ikapcbkoro 3acoby B
nicnsipeecTpadiiiuii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BIiTYy 3
JocnifpKeHb, NPOBEAEHNX
BiANOBIAHO [0 NNaHy negiatpuyHmx
pocnigxens (PIP) (iHwi 3MiHW) -
3MiHV BHeceHo A0 [HCTpyKUii ans
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby fo po3giny:
"B3aemogis 3 iHWMU NiKapCbKUMM
3aco6amu Ta iHLWi BUAY B3aemogiin”
LLI0A0 6e3Mnekn 3acTocyBaHHS Aito4oi
PEYOBMHM CNiPOHO/IAKTOH
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

BiANOBIAHO A0 pekomeHaaLiin PRAC.
BBefeHHs 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBEPAKEHHSI

69.

BIKC AKTUB
BANNb3AM 3
MEHTO/IOM
TA
EBKANINTOM

Mas3b no 25 r abo 50
r, a6o 100 r y 6aHuy;
no 1 6aHui y kopobui

MpokTep
eHg Fem6bn
IHTEpHeLLHN
OnepeiwH3

CA

LLiBeiiuapis

MpokTep eHa Mem6n
MaHydbekuypiHr F'mM6X

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHnx
mMarepianis: 3MiHu | TRy - 3miHK
Loao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo
3MiHW [0 y3ara/ibHEHNX JaHuX Npo
cucTemy thapmakoHarnsgy
(BBEAEHHA Y3araslbHEHUX AaHWX Npo
cuctemy chapmakoHarnasgy, amiHa
YMOBHOBaXEHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsay; KOHTakTHOT 0cobu
3 thapmakoHarnsagy 3assHvKa a5
3AiicHEHHs1 chapmakoHarnsay B
YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
YMOBHOBaXEHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnagy (Bkavarun
KOHTaKTHi faHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) 3miHa KOHTaKTHOI
0co6u 3asiBHMKA, BiANoBiAa/bHOT 3a
hapmakoHarnag B Ykpaii.
[itoua pepakuis: Derevianko Irina /
[JepesaAHko IpvHa. MNponoHoBaHa
pepaxuis: Alina Vovchuk / BoBuyk
AniHa BonogvnmupisHa.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOT
0cobu 3asiBHMKA, BiANOBIAALHOT 38
hapmakoHarnsg B Ykpaii.

6e3 peyenma

UA/11440/01/01

70.

BIKC AKTUB
MEAIHAUT

cupon; no 30 mn a6o
no 90 mn, abo no
100 mn, abo no 120
mn, abo no 180 mn,
a6o no 240 mny
nASWLYi; no 1 naswuyi
pasom 3 MipHUM
CTaKkaH4YMKOM Y
Kopoo6Ui

Mpoktep
eHg Fem6bn
IHTEepHeLHN
OnepeiiweH

3C.A

LLiBeiuapis

MpokTep eHg Fembn
MaHydbekuypiHr F'm6X

HimeuunHa

BHECEHHS 3MiH 10 peecTpaLiiiHnX

mMarepianis: 3MiHu | Tuny - 3miHK

wozo 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapaKkTepucTuLli NikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ansi

ME/ZMYHOr0o 3aCTOCYBaHHS Ha
nifcTasi perynspHo OHOB/IOBAHOIO
3BiTY 3 6€3MeKn iKapcbKoro 3acooby,
abo gocnigxeHb 3 6e3nekn
3acTocyBaHHs Nikapcbkoro 3acoby B
nicnspeecTpaviinnii nepiog, abo sk
pe3ynbTaT OLUiHKM 3BITY 3

6e3 peyenma

nionsiecae

UA/13502/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

JocnifpKeHb, NpoBefeHNX
BIANOBIAHO A0 NMNaHy negiatpuyHnx
pocnigxeHb (PIP) (3MiHy y3rogkeHo

3 KOMMETEHTHVM YNOBHOBaXXEHUM
opraHom) - 3MiHM BHECEHO A0

IHCTPYKUIiT NS MeanyHoro

3acToCyBaHHS Nikapcbkoro 3acoby
[0 po3ginis "B3aemogis 3 iHWMMK
nikapcbkMu 3acobamu Ta iHLWi BUau

B3aemogiit", "OcobmMBOCTi
3actocyBaHHsa" Ta "MobiuHi peakwyii"

BiANOBIAHO A0 OHOBMEHOT

iHbopmaii Wwoao 6esnekun

3aCTOCYBaHHS Ail040l PEYOBUHN.
TepMiH BBEZlEHHS 3MiH - NPOTArom 6
MiCAILiB Nicns 3aTBepPAKEHHS

71.

BIKC AKTUB
MEAIHAUT

cupon; no 30 mn1 abo
no 90 mn, abo no
100 mn, abo no 120
mn, abo no 180 mn,
abo no 240 mny
nAswWLi; no 1 naswui
pas3om 3 MipHUM
CTakaH4MKoM y
KopooLi

MpokTep
eHg Fem6n
IHTEepHeLHN
OnepeiiweH

3C.A.

LLiBeiuapis

MpokTep eHa Membn
MaHydbekuypiHr F'mM6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpavLiiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK
wopo 6e3snekv/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3ara/lbHeHUX JaHux npo
cucTemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX Npo
cuctemy chapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0Ccoby,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KOHTakTHOi 0cobm
3 (hapmakoHarnsgy 3asBHuKa Ans
3fjificHeHHs chapmakoHarnsgy B
YKpaiHi, AKWO BOHA BiAMIHHA Bif,
YNOBHOBAaXEHOI 0CcobY,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
thapmakoHarnagy (Bkiodaroum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) 3miHa KOHTakTHOT
0cobu 3asiBHMKA, BIANOBIAALHOT 38
hapmakoHarnsag B Ykpaii.
[Litoua pepakuin: Derevianko Irina /
[epessHko IpnHa. NMponoHoBaHa
pegaxuisi: Alina Vovchuk / BoBuyk
AniHa BonogumupisHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cob6u 3asBHMKa, BiANOBIAaIbHOT 3a
thapmakoHarnsg B Ykpaii.

6e3 peyenma

UA/13502/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

72.

BIKC
AHTUIPUN
KOMMNEKC

MOPOLLIOK ANA
OpasIbHOTO PO3UMHY;
no 5 a6o 10 cawe y
KopooLi

Mpoktep
eHg Fem6bn
IHTEpHeLLHN
OnepeiwH3

CA

LLiBeiiuapis

PadToH NlabopaTopi3
Nimiten

Benwvka
BputaHis

BHECEHHS 3MiH 10 peecTpaLiiiHnx
marepianis: 3mMiHu | Tuny - 3miHK
woao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpyKLi Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTaBi perynspHo OHOB/THOBAHOIO
3BITYy 3 6e3neku NikapcbKoro 3acoby,
a6o pocnigxeHb 3 6e3nekn
3aCcTOCYyBaHHSA MikapCbkoro 3acoby B
nicnspeecTpauiiiuii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3
JocnigpkeHb, NpoBeAeHnX
BiANOBIAHO [0 MNaHy nejiaTpuyHmnX
pocnigpkeHs (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXKEHUM
opraHom) - 3miHM BHECEHO A0
IHCTPYKLUIT ANs MeanYHOro
3aCcTOCyBaHHS NMikapCcbKoro 3acoby
00 po3ainis "B3aemMogis 3 iHLWIMMKY
nikapcbknmu 3acobamu Ta iHLWWi BUAN
B3aemogiii", "OcobnnBocTi
3acTocyBaHHs" Ta "Mo6iyHi peakuyii”
BiANOBIAHO 40 OHOBNEHOT
iHchopmawii Lwopao 6esnekmn
3aCTOCYBaHHS Ajl040i PeYOBUHM.
TepMiH BBEEHHA 3MiH NPOTArom 6
MiCALIB MiC/1A 3aTBEPKEHHS

6e3 peyenma

nionsieae

UA/11414/01/01

73.

BIKC
AHTUTPUN
KOMMNEKC

NOPOLLIOK A/1s
OpasibHOrO PO3YuHY;
no 5 a6o 10 cawe y
KOpoo6Li

MpokTep
eHg Fem6n
IHTepHeLHN
OnepewH3

CA

LLiBeiuapis

PadhToH J/TabopaTopi3
NimiTen

Benuka
BpuTaHis

BHECEHHS 3MiH [0 peecTpaLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK
oo 6e3nekn/epekTnBHOCTI Ta
chapmakoHarnsgy. BeefeHHsa abo
3MiHW [0 y3ara/ibHEeHWX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX Npo
cuctemy hapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0CO6M,
BiANOBiAA/IbHOI 32 3AiCHEHHS
chapmakoHarnsgy; KOHTakTHoi 0cobm
3 thapmakoHarnsgy 3asiBHVKa Ans
3qificHeHHs hapmakoHarnsay B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0CO6M,
BiANoBiAa/IbHOI 32 3AiCHEHHS

6e3 peyenma

UA/11414/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

hapmakoHarnagy (Bkitovarouu
KOHTaKTHi fiaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) 3miHa KOHTakTHOT
0cob6u 3asBHMKa, BiANOBIA&IbHOT 3a
thapmakoHarnag B YkpaiHi.
Litoua pepakuisn: Derevianko Irina /
[epessaHko IpuHa. MNMponoHoBaHa
pepakuisi: Alina Vovchuk / BoBuyk
AniHa BonogumupisHa.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI
0co6u 3asiBHMKA, BiANOBiAa/bHOT 3a
dhapmMakoHarnag B Ykpaii.

74.

BIKC
AHTUTPUN
MAKC

NopoLUOK AN
OpasIbHOTO PO3YNHY
3i CMaKoOM NIMMOHa,;
no 5 a6o 10 cawe y
KOpoo6Li

MpokTep
eHg Fem6n
IHTEpHeLHN
OnepenwH3

CA

LLiBeiuapis

PadgToH SlabopaTopi3
Nimiteq

Benvka
BpuTaHis

BHECEHHS 3MiH [0 peecTpaLiiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK
wopo 6e3snekv/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3ara/lbHEHUX JaHux npo
cucTemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO
cuctemy chapmakoHarnagy, amiHa
YNOBHOBAaXEHOI 0Ccoby,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KOHTakTHoi 0cobm
3 thapmakoHarnsgy 3asBHuKa Ans
3fificHeHHs chapmakoHarnsgy B
YKpaiHi, AKWO BOHA BiAMIHHA Bif,
YNOBHOBaXEHOI 0Ccoby,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
thapmakoHarnagy (Bkiovaroum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) 3miHa KOHTakTHOT
0cobu 3asiBHMKA, BIANOBIAALHOT 38
hapmakoHarnsg B Ykpaii.
[Litoua pepakuin: Derevianko Irina /
[epessHko IpnHa. NMponoHoBaHa
pegaxuisi: Alina Vovchuk / BoBuyk
AniHa BonogumupisHa.
3MiHa KOHTaKTHUX AAaHUX KOHTaKTHOI
0cob6u 3asBHMKa, BiANOBIAaIbHOT 3a
thapmakoHarnsg B YKpaii.

6e3 peyenma

UA/10925/01/01

75.

BOMIKANHA,

PO3YMH ANs iH'EKUIR,
2 mr/mn, no 2 mn
a6o 4 mn B amnyni;

MAHKAWH/,
DAPMA
NIMITEL

IHais

MaHkaliHg ®apma
Nimiten

IHais

BHECEHHS 3MiH 10 peecTpavLintHnx
MaTepianis: 3miHu | TMny - 3MiHK
oao 6e3nekn/edpeKTMBHOCTI Ta

3a peyenmom

UA/18005/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

no 4 amnynuy
n1acTMKOBOMY
6nicTepi, no 1
6nictepy B
KapTOHHI ynakoBLi

hapmakoHarnsgy. BeefeHHs abo
3MiHM [0 y3ara/ibHEHNX JaHuX Npo
cuctemy chapmakoHarnagy
(BBEIEHHSA Y3araslbHEHUX AaHuX Npo
cuctemy chapmakoHarnsgy, amiHa
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobm
3 (hapmakoHarnagy 3asBHvKa gns
3[iliCHEeHHs1 hapmakoHarnagy B
YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnagy (Bkavarun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsigy) 3miHa
YMOBHOB&XEHOI 0CO6M 3asBHIIKA,
BifnoBiganbHOI 3a papMakoHarniag,.
[itoua pepakuis: Pagxat Civran /
Rajat Singal. MponoHoBaHa
pepakuis: Ap. Hity Cinxa / Dr. Nitu
Sinha. 3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXeHOT 0cobw,
BiANoBiAa/IbHOI 38 hapmakoHarnsg

76.

BOMIKAVHA-
MA 4

TabneTtku, Lo
AncnepryoTbes B
POTOBI NOPOXHWHI
no 4 wmr; no 10
Tabnetok y 6nictepi,
no 1 6nictepy B
KapTOHHI ynakoBLi

MAHKANH[,
PAPMA
NIMITE[,

IHgis

MaHkaiiHg, ®apma
Nimiteg, HOHIT-II

IHais

BHECEHHS 3MiH [0 peecTpaLiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK
wopo 6e3snekv/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3ara/lbHeHUX JaHux npo
cucTtemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX Npo
cuctemy chapmakoHarnagy, amiHa
YNOBHOBAaXEHOI 0Ccobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KOHTakTHOi 0cobm
3 (hapmakoHarnsgy 3asBHuKa Ans
3fjificHeHHs chapmakoHarnsgy B
YKpaiHi, AKWO BOHA BiAMIHHA Bif,
YNOBHOBaXEHOI 0Ccoby,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
thapmakoHarnagy (Bkiodaroum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MilLEeHHI MacTep-ghaiina cuctemm
cthapmakoHarnsay). 3miHa

3a peyenmom

UA/18097/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep

peecmpayjiliHo2o

nocBi04Y€eHHs1

YNOBHOB&XXEHOT 0COOU 3aABHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
[itoua pepakuis: Pagxat Civran /
Rajat Singal. NMponoHoBaHa
pepakuis: ip. Hity CiHxa / Dr. Nitu
Sinha. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXEHOI 0Ccobu,
BiANOBIAa/IbHOI 3a hapmakoHarnsag.

717.

BOMIKANHA-
MAa 8

TabneTku, Lo
AncnepryoTbes B
POTOBI NOPOXHWHI
no 8 mr; no 10
Tabnetok y 6nictepi,
no 1 6nictepy B
KapTOHHI ynakoBLi

MAHKAHL,
®APMA
NIMITEL,

IHAjsA

MaHkaiiHg ®apma
Nimiten, HOHIT-II

IHAja

BHECEHHS 3MiH [0 peecTpaLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK
woAo 6e3nekn/epekTnBHOCTI Ta
chapmakoHarnsgy. BeefeHHsa abo
3MiHW [0 y3arasibHeHWX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX Npo
cuctemy hapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0CO6M,
BiANOBiAA/IbHOI 32 3AiCHEHHS
chapmakoHarnsgy; KOHTakTHOI 0cobm
3 thapmakoHarnsgy 3asiBHVKa Ans
3qificHeHHs chapmakoHarnsay B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0CO6M,
BiANOBiAA/IbHOI 32 3AiCHEHHS
hapmakoHarnagy (Bkitovaiouu
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsagy). 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiANoBigasIbHOI 3a hapMakoHarnsag.
[Litova pegaxkuisn: Pagpxat Civran /
Rajat Singal. MponoHoBaHa
pegakuis: Ap. Hity Cinxa / Dr. Nitu
Sinha. 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0CO6M,
BiZNoBigaNbHOI 3a thapmakoHarnsag,.

3a peyernmom

UA/18097/01/02

78.

BMPIB

NOPOLLIOK ANA
pO34UHY ANs
iHdpy3ii, no 400 Of,
1 chnakoH 3
MOPOLUKOM Y
KapTOHHI Kopo6Lyi

Takepa
dapmacbHoTi
Kan3
IHTepHeLUHN
ATl Ipnangis
BpeHy

IpnaHgis

BiiNOBigaNbHWIA 3a
BMnyck cepii: LWaiep
dapmacbloTikan3
Ipnangisa Nimiteq,
Ipnangis; Takega
dapmacbloTikan3
IHTepHewwHN Al
IpnaHgis bpenu,
IpnaHgis; BUpOGHMLITBO

IpnaHgis/
Himeuunna/
CLA/
Higepnangn

BHECEHHS 3MiH 10 peecTpavLintHnx
martepianis: 3miHu Il Tuny - 3miHn
wono 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo
3MmiHa(K) 40 3060B'A3aHb Ta YMOB
BMAadi peecTpaviiiHoro
noceifgyeHHs, Bknoyaoun MnaH
ynpasniHHA pUsnKamu
(3acTocyBaHHsA 3MiH(K), siki(a)

3a peyenmom

He
nionsieae

UA/15706/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
nNiKapcbKoro 3acooby, B/MaratoTb(€) nofasibLuoro
KOHTPO/Ib SKOCTI cepii, 06I'pYHTYBaHHS HOBMMU AOAATKOBUM
Bi3yasibHa iHCneKuis: OaHuMu, Lo MalTb HagaBaTucs
Bettep ®apma- KOMNETeHTHUM OpraHoM, OCKifTbK/
®eprtirtoHr TM6X EHg, BMMAaraeTbCs CyTTEBA OLjiHKa
Ko. KI', HimeuunHa; KOMMETEHTHUM OpraHom).
BMPOGHMNLITBO 3asBHMKOM HaJaHO OHOBJIEHY
nikapcbKoro 3acooby, Bepcito MnaHy ynpasniHHA
KOHTPO/Tb AKOCTI cepil: pv3vkammn 12.2. 3MiH1 BHECEHO A0
KenoxiH Bainio®apma, yacTuH Il «Cneyudpikauis 3
NTA (a6a EmepaxeHT 6e3nekn», Il «MnaH 3
BainoConywins (CibiAi), thapmakoHarnagy», V «3axogu 3
CLA; KOHTPO/b SIKOCTI MiHiMi3aLii pu3ukiB», VI «Pe3tome
cepii, BisyasnibHa nnaHy ynpasniHHA pusukamm», VII
iHCnekujisa: BeTTep «[lopatkun», y 3B'A3Ky 3 nepernsagom
Papma-PepTirtoHr FTM6X BaX/IMBUX NUTaHb 3 6e3neku,
EHpg, Ko. KT, HimeuunHa; BIANOBIAHO A0 KNiHIYHOrO ornisgy, Ha
BeTTep ®apma- nigcTasi NigTBEpAKEHHS
®eprTirtoHr 'M6X EHA 3aTBEPAKEHHS 3MiH B KpaiHi
Ko. KI, HimeuunHa; 3anBHMKa/BUPOOHMKA. FAK HAcNiAoK,
Bi3yasibHa iHCneKuis: BHECEHO 3MiHU Y PO34in NPOEeKTY
BeTtTep ®apma- IHCTPYKLiT A8 Mefu4HOoro
®eprtirtoHr TM6X EHg, 3acTocyBaHHs "OcobmBoCTi
Ko. KI', HimeuunHa; 3acTocyBaHHA" LWOAO iIMYHOTEHHOCTI
KOHTPO/b AKOCTI cepii: BiANOBIAHO O pekomeHaau;i
Laviep XblomeH ekcneptis EMA.
xeHeTik Tepanic, Pestome MNnaHy ynpasiHHA
CLA; Yapnb3s Pisep pu3nkamu Bepcis 12.2 gonaetbes.
NabopaTopi3 Aiineng BBefeHHs 3MiH [0 iHCTpYKLUii Ans
N14, Ipnaxgis; MeAMYHOro 3acTOCyBaHHSA
MapKyBaHHSA Ta nikapcbkoro 3acoby NpoTsrom 6
nakyBaHHs, AncTpuoéyLis MicSLiB NicNs 3aTBEPAYKEHHS.
roTOBOrO /1iKapCbKOro
3acoby: AIEAYERN
Cannnai YeiH,
Higepnavgu; OiIEAYER
Cannnaii YeiiH,
HigepnaHngm
79. | FAQONEPIN® PO3YMH ANS iH'EKi, AT Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a peyenmom He UA/19965/01/01
604,72 mr/mn; no 2 "papmak” MaTepianis: 3miHu | TUny - 3MiHK nionsieae
mn abo 5 mn, abo wozo 6e3snekn/edhekTMBHOCTI Ta
7,5 mn, a6o 10 mn, hapmakoHarnsgy. 3miHa y KopoTkili
a6o 15 mn, a6o 30 XapakTepucTuLi nikapcbKoro 3acooby,
mn, abo 65 mny TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
donakoHi; no 1 MeAMYHOT0 3aCTOCYBaHHA Ha
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
hnakoHy B nauuj; no nigcTasi peryssipHoO OHOBJ/1HOBAHOIO
5 mn, abo 7,5 mn, 3BiTY 3 6e3neKkun NikapcbKoro 3acoby,
a6o 10 mn, abo 15 abo JocnigxeHb 3 6e3nekn
M1y nonepeaHbo 3aCTOCYBaHHSA NikapcbKkoro 3acoby B
HarnoBHEHOMY nicnapeecTpaviinnii nepiog, abo sk
wnpuui, no 1 pe3ynbTaT OLiHK/ 3BTy 3
nonepeaHbLO JocnifpKeHb, NpoBefeHNX
HanoBHeHOMY BIANOBIAHO A0 MNaHy negiatpuyHnx
wnpuy y 6nictepi, pocnigxeHb (PIP) (3MiHy y3rogkeHo
no 1 a6o 5 6nictepis 3 KOMNETEHTHVM YNOBHOBaXXEHNM
y nadui; no 5 mn, opraHom)
ab6o 7,5 mn, a6o 10 3MiHU BHECEHO [0 IHCTpYKLii ANns
mn, abo 15 mny MeAMYHOro 3acToCyBaHHA
nonepeaHbLO nikapcbKoro 3acoby A0 po3Ainis
HanoBHeHOMY "Oco6nMBOCTI 3aCTOCYBaHHA" ,
wnpwvyi, no 1 "3acTocyBaHHS y nepiog, BariTHOCTI
nonepeaHb0 ab0 rogyBaHHA rpyaa” BignosigHoO
HarnoBHEHOMY [0 OHOBJEHOT iHGhopMaL,i Wwoao
LUMPULLY 3 OKPEMO 6e3neky 3acToCyBaHHA Aitoyoi
BK/1aIEHOI0 TOJIKOI0 peyoBuHN. TepMiH BBELEHHS 3MiH -
y KOHTelHepi Ta/abo npoTArom 6 micAuis nicns
ynopom Ans nasibLis 3aTBEPMKEHHS.
y 6nictepi, no 1 abo
5 6nicTepis y nauuj;
no 5 mn, a6o 7,5 mn,
a6o 10 mn, a6o 15
M1y nonepeAHbo
HanoBHEHOMY
wnpuui, no 1
nonepeaHbLO
HanoBHEHOMY
wnpuuy y 6nictepi 3
OKPEMO BKNaAEeHO0
roMIKoK Yy
KOHTeliHepi Ta/abo
ynopom Ans nasibLis
y 6nictepi, no 1 abo
5 6nicTepiB y nayui
80. | FANIbBIHIA-M TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka nepBuMHHE Ta BTOPUHHE peuis BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a peyenmom He UA/20209/01/01
NAiBKOBOO Pecny6nika nakyBaHHs1, KOHTPO/1b MaTepianis: 3miHu | TUny - 3MiHK nionsieae

060n0Hkot0, 50
mr/850 wr, no 10
Tabnetok y 6nictepi;
no 3 a6o 6 6nicTepis
Y KapTOHHIl Kopobui

AKOCTI, Di3NKO/XiMiuHe
Ta MikpobionoriyHe

TecTyBaHHs, BiAnosigae

3a BUMYCK Cepii:
SAPMATEH C.A.,

oo 6e3nekn/epekTnBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans

MeAMYHOT0 3aCTOCYBaHHA Ha
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
'peuis; BUPOGHULTBO, nigcTasi peryssipHoO OHOBJ/1HOBAHOIO
nepBMHHE Ta BTOPVHHE 3BiTY 3 6e3neKkun NikapcbKoro 3acoby,
nakyBaHHS, KOHTPO b abo gocnigxkeHb 3 6e3nekn
AKOCTI, i3nKo/XiMivHe 3acTocyBaHHA NikapcbKoro 3acoby B
Ta MikpobionoriuHe nicnspeecTpauiiinii nepiog, abo sk
TecTyBaHHS, Bianosigae pe3ynbTaT OLiHK/ 3BTy 3
3a BUMYyCK cepii: JocnifpKeHb, NpoBefeHNX
®APMATEH BIANOBIAHO A0 MNaHy negiatpuyHnx
IHTEPHELLHN C.A., pocnigxeHb (PIP) (3MiHy y3rogkeHo
Mpeuis 3 KOMMETEHTHVM YNOBHOBaXXEHUM
OpraHom).
3MiHN BHECEHO [0 IHCTPYKLUIii Ans
MeAMYHOro 3acToCyBaHHA
NiKapcbKoro 3acoby Ao posainy
"Oco6nMBOCTI 3acTOCyBaHHS"
BiANOBIAHO 40 OHOBNEHOT
iHchopmawuii 3 6e3neku gjtoyoi
peyoBuHM (METAOPMIHY
rigpoxnopuay) 3rigHo 3
pekomeHgauisvm PRAC.
81. | FANIbBIHIA-M TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka nepBuMHHE Ta BTOPUHHE peuis BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a peyenmom He UA/20209/01/02
NAiBKOBOO Pecny6nika nakyBaHHs1, KOHTPO/1b MaTepianis: 3miHu | TUny - 3MiHK nionsieae

060/10HKOI0, 50
mr/1000 mr, no 10
Tabnetok y 6nictepi;
no 3 a6o 6 6nicTepis
Y KapTOHHii1 kopobui

AKOCTI, Di3NKO/XiMiuHe
Ta MikpobionoriyHe
TecTyBaHHs, BiAnosigae
3a BUMYCK Cepii:
®APMATEH C.A,,
I'peuis; BUPOGHULTBO,
NepBrHHE Ta BTOPUHHE
nakyBaHHs, KOHTPO/Tb
AKOCTI, i3nKo/XiMivHe
Ta MiKpobionoriyHe
TecTyBaHHS, BiAnosigae
3a BMNYCK cepil:
®APMATEH
IHTEPHELUHN C.A.,
Mpeuis

oo 6e3nekn/epekTnBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NnikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans

MeAMYHOro 3aCTOCYBaHHA Ha
nifcTaBi perynsipHo OHOB/IHOBAHOTO
3BiTY 3 6e3neKkun NikapcbKoro 3acooby,
abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHS ikapcbkoro 3acoby B
nicnspeecTpauiinnii nepiog, abo sk
pesynbTaTt OLiHKM 3BITY 3
[ocnifpKeHb, NpoBefeHNX
BIANOBIAHO A0 NMNaHy negiatpuyHmnX
pocnigkeHs (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXXEHUM
OopraHom).
3MiHV BHECEHO [0 IHCTPYKLUIT A1
MeAMYHOro 3acTOCyBaHHSA
NiKapcbKoro 3acoby Ao po3ainy
"Oco6MBOCTI 3aCTOCYBaHHS"
BiANOBIAHO 4,0 OHOBNEHOT
iHchopmawuii 3 6e3neku gjtoyoi
peyvyoBuHU (MeTopMiHy
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
rigpoxnopuay) 3rigHo 3
pekomeHgauisvm PRAC.

82. | TEKCAKCUM® | | cycneHsia ans CaHodi PpaHuis BMPOGHMLITBO FOTOBOrO PpaHuia/ BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a peyernmom UA/13080/01/01

HEXAXIM iH'ekuiiA, no 0,5 mn MacTep Hepo3gracoBaHOro YropwumHa MaTepianis: 3miHu Il Tuny - 3MiHun 3

BAKUVHA ANA | (1 posa) B NPOAYKTY, BTOPUHHE akocTi. A®l. KoHTponb A®I. 3miHa y

MPO®PINAKTUK | nonepegHbO nakyBaHHs (Lunpuum), mMeTofax BUNpobyBaHHs AD| abo

N QUNDTEPII, 3anoBHEHNX KOHTPO/1b AKOCTI, BUNYCK BMXIZAHOrO MaTepiany/npomiKHOro

NPABLA, wnpuyax 3 1-et0 cepiin: CaHodpi MacTep, npoaykTy/peareHTy, L0

KALLUJTHOKY (abo 2-ma) ®paHLis; BUPOGHMLTBO BVKOPUCTOBYETLCA Y NPOLLECI

(ALENONAPH OKpeMMMU rosikamu, roToBOro BMpo6HULUTBa API (cyTTEBA 3MiHA Y

nin no 1 wnpuuy B Hepo3g)acoBaHOro 6ionoriyHoMy/imyHOIOrYHOMY/iMYHO

KOMMOHEHT), KapTOHHI ynakoBLy; NPOAYKTY, 3aMOBHEHHS, XiMiYHOMY MeTogi BUnpobyBaHHs

FENATUTY B no 0,5 mn (1 gosa) B BTOPVHHE NakKyBaHHS, abo meTofi, y aKoMy

PEKOMBIHAHT | nonepefHbo KOHTPO/Ib SIKOCTi, BUMYCK BMKOPWCTOBYETLCA Bi0M0rYHMIA

HA, 3aMoBHEHNX cepiii: peareHT gns 6ionoriyHoro A®l, a6o

nonioMIeNITY | wnpuyax 3 1-et0 CaHocpi MNacTep, 1ioro 3amiHa) 3amMiHa pedhepeHTHOI

IHAKTUBOBAH | (a6o 2-ma) ®paHLis; BTOPUHHE CTaHAapTHOI cepii, Wwo

ATA OKPEMMUMM rosiKamu, nakyBaHHS1, BUMYCK BUKOPWCTOBYETLCA A151 NPOBEAEHHS

3AXBOPKOBAH | no 1 wnpuuy B cepiii: CaHodi-ABEHTIC TEeCTY Ha aHTUreHHicte FHA

b, cTaHAapTHO- 3pT., YropluHa; (NpoMbXHWUIA NPOAYKT AjroHOoi

CNPUYNHEHWN €KCMOPTHIN KOHTPO/b AKOCTI PEYOBUHU 2-KOMMNOHEHTHOr0

X ynakoBLij, sika (wnpuuwy): IHTEpHeLLHN auesnoNAPHOro KaLLtoKoBOro

HAEMOPHILUS | micTuTbCsy [par [leBe/ionMeHT- aHTuUreHy (agcopboBaHuii ounLEeHNi

TNy B KapTOHHI KopoobLi 3 Ekcnept, ®paHuis KaLLMoKoBuiA TOKCuH (PTxd) Ta

KOH'tOFOBAH IHCTpyKLUieto ansa ancopb0oBaHWn ouMLLEHWIA

A, MeANYHOro dhinameHTHUIA remariioTuHIH (FHA)),

AACOPBOBAH | 3acTocyBaHHS; No AKMIA NPOBOANTLCS K TECT Ha

A, PIOKA 0,5wmn (1 po3a) B BUBI/IbHEHHSA ouyunLleHoro FHA B

nonepeaHbO
3arnoBHeHNX
wnpuyax 3 1-et0
(a6o 2-ma)
OKpPEMUMU roNKamu,
no 10 wnpwuuis B
KapTOHHI ynakosLy;
no 0,5 mn (1 gosa) B
nonepeAHLO
3anoBHeHNX
wnpuuyax 3 1-eto
(a6o 2-ma)
OKpPEMUMU ronkamu,
no 10 wnpuuis B
CTaHAapTHO-
€KCMOPTHIN
ynakoBLi, sika

NPOMDKHOMY PO34MHi. TepMiH
BBE€HHS 3MiH NnneHb 2026.
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

MiCTUTbCA Y
KapTOHHI kopobu, 3
IHCTpyKLUieo ans
MeAMYHOro
3aCTOCyBaHHS; Mo
0,5mn (1 goza) y
thnakoHax, no 10
hnakoHiB y
KapTOHHI ynakoBLi;
no 0,5 mn (1 gosa) y
hnakoHax, no 10
thnakoHiB B
CTaHfapTHO-
€KCMOPTHIN
ynakoBLi, sika
MiCTUTbCA Y
KapTOHHI kopobu,.
MapkyBaHHsA
YKpaiHCbLKO Ta
aHrnificekoto, abo
IHLWVIMW iHO3eMHMU
MOBaMM

83.

FEHOTPOMIH®

MOPOLLIOK
niodpinizoBaHWin Ta
PO3YMHHWK ANs
PO34MHY ANS iH'EKLi
no 16 MO (5,3 mr); 1
nonepeaHbLO
HaroBHeEHa pyukKa,
O MicTUTb 1
[BOKaMepHWii
KapTpuax (nepegHs
Kamepa 3 MOPOLLKOM
Ta 3a4HA kamepa 3
PO3YMHHUKOM MO
1,14 mn (M-kpeson,
maHiIT (E 421), Boga
ANs iH'eKuin)), y
KapTOHHI Kopo6Lyi

Mdpaiizep
IHK.

CLWA

Betep ®apma-
®epTuryHr Mv6X i Ko.
KT, HimeuunHa
(BpOGHKK in bulk,
KOHTPO/b AKOCTI,
NnepBUHHE MakKyBaHHS);
Mdpaiizep
MeHtohekyypuHr
Benbris HB, Benbris
(noBHWIA LKA
BMPOOHWLTBA, BUMYCK
cepi)

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHnX

MaTepianis: 3miHu | TUNy - 3MiHK

wopo 6e3snekv/edpekTMBHOCTI Ta

thapmakoHarnsgy. 3mMiHa 4yacToTu

Ta/abo TepMiHIB MoJaHHS perynsipHo
OHOB/IIOBAHUX 3BITiB 3 6e3neKkn
nNikapcbkux 3acobis - 3miHa y
YyacToTi Ta JaTtax nofaHHs
perynsipHo OHOB/IOBAHOTO 3BiTY 3
6e3neku.

[Oitova pepakuia: Yactota nogaHHA
perynsipHo OHOB/IOBAHOTO 3BiTY 3
6e3nekn 1,5 poku KiHuesa gata ans
BK/IOYEHHA gaHux ao PO3b -
30.08.2018 p. Aarta nogaHHs -
28.11.2018 p.
MponoHoBaHa pepfakuis: Yactota
NoAaHHA perysiipHo OHOBJIIOBAHOIO
3BiTYy 3 6e3neku 3 pokiB KiHueBa
faTa ANs BKIYEHHA AaHuX [0
PO3b - 31.03.2026 p. flata
nogaHHsa — 29.06.2026 p.
PekomeH0BaHO [0 3aTBEPKEHHS

3a peyenmom

UA/11798/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
Bif4NoBIAHO A0 NepioAnYHOCTI
NOAAHHA PerysiipHO OHOB/IOBAHMX
3BITiB 3 6€3MeKu NMikapcbknx 3acobis
y €C.
84. | TEHOTPOMIH® | nopoliok Mdpaiizep CLWA Mdpaiizep Benbris BHECEHHS 3MiH 40 peecTpaLiiHnX 3a peyenmom UA/11798/01/02
niodpinizoBaHWin Ta IHK. MeHtohekyypuHr MaTepianis: 3miHu | TUNy - 3MiHK
PO3YMHHVIK ONs Benbris HB wopo 6e3nekv/edpekTMBHOCTI Ta
pPO34unHy ans hapmakoHarnsgy. 3miHa 4yactoTun
iH ekuii no 36 MO Ta/abo TepMiHIB MoJaHHS perynsipHo
(12 mr); 1a6o 5 OHOB/IOBAHMX 3BITIB 3 6e3neku
nonepeaHL0 nNikapcbkux 3acobis - 3miHa y
HarMoBHEHWX PYYOK, 4acToTi Ta farax nofjaHHs
Lo MicTATb 1 perynsipHO OHOBJIOBAHOTO 3BITY 3
[OBOKamepHUiA 6e3neku.
KapTpuax (nepegHs [itova pepakuis: YactoTa nogaHHs
Kamepa 3 NMopOLLKOM perynsipHO OHOBJIOBAHOrO 3BITY 3
Ta 3afHA Kamepa 3 6e3nekn 1,5 poku KiHuesa gata ans
PO3YMHHWUKOM NO BK/TIOYEHHA faHux go PO3B -
1,13 mn (M-kpeson, 30.08.2018 p. Oarta nogaHHs -
maHiT (E 421), Boga 28.11.2018 p.
NS iH eKUiiA)) KoXHa, MponoHoBaHa pepfakuis: Yactota
Y KapTOHHi Kopobui nofaHHA perynsapHoO OHOB/HOBAHOrO
3BiTYy 3 6e3neku 3 pokiB KiHueBa
Jarta Ans BKIOYEHHSA faHuX Ao
PO3B - 31.03.2026 p. fata
nogaHHsa — 29.06.2026 p.
PekomeHA0BaHO A0 3aTBepaKeHHS
BifNoBIAHO A0 NepioAnYHOCTI
NOAAHHSA PerysisipHO OHOBIOBAHMX
3BITiB 3 6€3MeKU NMikapcbknx 3acobiB
y €EC.
85. | FTENAAN®® kancysnu, no 10 TOB YkpaiHa TOB "BANTAPTIH YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHNX 3a peyenmom UA/5324/02/01
Kancyn y 6nictepi; "BANTAPTIH PAPMA" MaTepianis: 3miHu | TUNy - 3MiHK
no 10 kancyny PAPMA" wopo 6e3sneku/epekTMBHOCTI Ta
6nictepi; no 3, 5 abo thapmakoHarnagy (iHwi 3miHu).
10 6nicTepiB y 3MiHV BHECEHO Y TEKCT MapKyBaHHS
KapTOHHIN navui nepBuHHOI (N. 4; 5) Ta BTOPUHHOI (M.
8; 17) ynakoBKu NikapCbKoro 3acoby
Ta 3p061EHO HE3HAYHI peaKLiliHi
npasku. BBeAeHHA 3MiH NPOTArom 6-
TV MiCALIB Nic/1a 3aTBePAKEHHS
86. | FENTOP- rpaHynar 3 r/5r; no TOBAPUCT Ykpaina BUMYCK cepil: YkpaiHa BHECEHHS 3MiH [JO peecTpaviiiHnX 6e3 peyenma He UA/17685/01/01
DAPMEKC 51 B nakeTi; no 30 BO 3 TOB "®APMEKC Py marepianis: 3miHu | Tuny - 3mMiHu 3 nionszae
nakeTiB y KapTOHHIi OBMEXXEH YkpaiHa; AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
KOpooLi (e]}0) BCi cTajii BUpo6bHMUTBA, 3MiHW Y BUPOBHULTBI. 3MiHa
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

BIAMOBIIA
NBHICTIO

«KOPIMOPA
LA
«30POB'A

»

BUNYCKY cepii:
ToBapucTBO 3
06MeXeHO
BigNoBiga/IbHICTIO
"papmaLeBTUiHa
KomnaHis "3g0poB'a”,
YkpaiHa

iMnopTepa/3miHu, Lo CTOCYTbCA
BWMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
rOTOBOrO /1iKapCbKOro 3acoby
(3amiHa abo fofaBaHHS BUPOOHMKA,
LLIO BignoBiAaE 3a BBE3eHHA Ta/abo
BWMYCK cepii) - He Bktoyaroun
KOHTPONb/BUNPOBYBaHHSA cepil -
[NlopasaHHsa dyHKLiT BUNYyCK cepil
BXe 3aTBepyKeHOMY BUPOGHMKY:
ToBapnCTBO 3 06MEXEHOI0
BiANOBIAa/bHICTIO "dapmaleBTnyHa
kommaHisa "3gopoB'a” (YkpaiHa,
61013, XapkiBcbka 0611., MICTO
Xapkis, Bynuuga LLleByeHka, 6yanHOK
22), sAkuiA Bignosigae 3a Bci cTagil
BMpO6OHULUTBA. 3MiHVU BHECEHO B
IHCTPYKLj0 A48 MeanyHoro
3aCTOCyBaHHS NiKapcbkoro 3acoby y
po3zinu "BupobHuk",
"Micue3HaxomkeHHs BUPOGHMKa Ta
agpeca MicLs NpoBaXeHHS oro
AisNbHOCTI" 3 BigNOBIiAHMMYN 3MiHaMKN
B TEKCTI MapKyBaHHS yNaKkoBOK.
BBegeHHS 3MiH npoTsArom 6-tv
MicALB Nic/A 3aTBEPAKEHHS.

87.

FNIBEK®

TabneTkn, BKPUTI
nAiBKOBOKO
060/10HKO0, No 400
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepy B KOpO6L

HosaprTic
dapma Al

LLiBeiuapis

BMPOGHULITBO 3a MOBHUM
uuknom: Hosapric
dapma LLTeliH AT,

LLseiuapis;

BMPOGHMLITBO 3@ MOBHUM
uuknom: HosapTic
dapma lNMpoaakLuH
m6X, HimewunHa,;

nepBUHHE, BTOPUHHE
naxyBaHHs, BUNYyCK
cepii: ek
dapmacbloTukanc a.4.,
BMPOGHUYA AinbHULA
JNleHgaBsa, CnoBeHis

LLiBeliyapisi/
Himeuunna/
CnoseHis

BHECEHHS 3MiH [0 peecTpaLiiHnX
mMartepianis: 3miHu | TUNY - 3MiHK 3
AKocTi. A®l. BUpo6HULTBO. 3MiHK
BMNpobyBaHb abo JOMYCTUMUX MEX
y npotieci BUpo6HuuTea Adl, wo
BCT@HOB/EHI Y crneundikaLlisx
(nopaBaHHA HOBOrO BMNPOOYBaHHSA
Ta JoNnyCTUMUX MeX) - AodaBaHHsA
HoBoro IPC BunpobysaHHA ons
KOHTPO/10 MPOMIKHOTO NMPOAYKTY
imaTuHiby (F 10) akTuBHOT
cybCTaHLii, a came BU3HaAYEHHS
BMiCcTy Boau (MeToa Kapna-®iwepa)
(kpuTepiii npuitHATHOCTI «NMT 0,8
%»).

3a peyenmom

UA/9469/01/02

88.

FNIBEK®

TabneTkn, BKPUTI
nniBKOBOKO
060/10HKO10, N0 100
mr; no 10 TabneTok
y 6nicTepi; no 6

HoBapric
dapma Al

LLIseliyapis

BMPOGHULITBO 3a MOBHUM
uuknom: Hosaptic
®apwma LLTeiH AT,

LLiBeliyapisi;

BUPOGHMLITBO 3a NOBHUM

LLiBeliyapisi/
Himeuunna/
CnoBeHis

BHECEHHS 3MiH A0 peecTpaLiiHNX

mMartepianis: 3miHu | TUNY - 3MiHK 3
akocTi. A®l. BUpo6bHMLTBO. 3MiHK
BMNPOGYBaHb ab0o AONYCTUMUX MEX

y npoueci Bupo6HuuTea Adl, Lo

3a peyenmom

UA/9469/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
6nicTepiB B KOPOOL uuknom: HosapTic BCTaHOB/EHI Y crneundikaLlisx
dapma lNMpoaakLuH (nopaBaHHA HOBOrO BMNPOOYBaHHSA
'M6X, HimeuunHa; Ta JOMyCTUMUX MeX) - foAaBaHHS
nepBuHHe, BTOPUHHE HoBoro IPC BunpobyBaHHsA ons
naxkyBaHHs, BUNYyCK KOHTPOJI0 MPOMDKHOTO NMPOAYKTY
cepii: Jlek imaTuHiby (F 10) akTuBHOT
®apmacboTukaic g.4a., cybcTaHLii, a came BU3HaAYEHHS
BMPOGHUYA OiNbHULSA BMicTy Boay (MeTopg, Kapna-diwepa)
NenpaBa, CnoBeHis (kpuTepiit npuitHaTHOCTI «NMT 0,8
%»).
89. | rnio3omig kancysm no 100 wr; 3eHTiBa, K.C. Yecbka BupobHuyTeo M3, Ipnangis BHECEHHS 3MiH A0 peecTpaLiiHnX 3a peyenmom UA/13832/01/02
no 1 kancyniy Pecnybnika | nakyBaHHs, TECTYBaHHS, mMartepianis: 3miHu | TUNY - 3MiHK 3

cawle; no 5 cawey
naJui 3 KapToHy

BUMYCK cepil:
EilreH d®apma Nimiteps,
IpnaHgis
MepBrHHE | BTOPUHHE
naKyBaHHs:
MinmayHT Xenckea /114,
IpnaHgis

sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHM Y BUPOGHMLTBI. 3MiHN Y
npoLeci BUPOGHULITBA FOTOBOrO
niKapcbKoro 3acoby, BKIoYatoum
NPOMDKHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPY BUPOGHULITBI
rOTOBOrO JliKapCbKOro 3acoby (iHLWi
3MiHW)
3MiHM y BUpobHU4omMy npoueci 113
ONns fo3yBaHHA 20 Mr, a came 3miHa
TepMiHy 36epiraHHs
Hepo3hacoBaHOro NPOAYKTY i3 3-X
00 6 micauis. 3MiHM | TUny - 3MiHK 3
akocTi. CepTucpikat
BignosigHocTi/l E-cepTudikar
BiANoOBiAHOCTI EBpoONeiichkiit
thapmakonei/MmoHorpadii. NogaHHs
HOBOro abo OHOBJ/IEHOTO
cepTudikarta BignoBigHOCTI abo
BU/yYEHHS cepTudikata
BiANOBIAHOCTI EBpONENiChKi
thapmakonei: gna A®l; ans
BUXifHOTO
mMaTtepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMLTBI A®I; AnS 4ONOMIKHOT
peyoBuHu (FE-cepTudikaT
BiANoBiAHOCTI EBpoNeiichkiit
thapmakonei ans Adl/BuxigHoro
mMaTtepiany/peareHTy/npoMiKHOro
NpoAyKTy abo AONOMDKHOT
peyoBuHK) - HoBwiA cepTuddikat ans
BUXiZAHOIO
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

MaTtepiany/peareHTy/npoMibKHOro
npoaykTy abo A0NOMIKHOT pEYOBUHN
Bifj HOBOro ab0 BXe 3aTBepKeHOro

BUPOOHUKA - BUPOOHUK TBEPANX

xenaTtnHosux kancyn Capsugel

BBOAMUTb HOBWIA cepTudpikat CEP

R1-CEP 2008-048-Rev 00 Big,
HOBOrO A0aTKOBOro NoctayasibHuKa
xenatuHy Pioneer Jellice India
Private Ltd. 3miHa cTOCYETbCS TiNlbKN
060/10HKM Kancyn, Wwo
BUKOPWUCTOBYIOTLCH Y BUPOOHULTBI
rn3

90.

rMI030MIA,

kancynuv no 180 wr;
no 1 kancyniy
cawle; no 5 cawey
nauui 3 KapToHy

3eHTiBa, K.C.

Yecbka
Pecny6nika

BupobHuyTeo M3,
nakyBaHHs, TECTYBaHHS,
BUMYCK cepil:
EilreH d®apma Nimiteps,
IpnaHgis
MepBrHHE | BTOPUHHE
naKyBaHHs:
MinmayHT Xenckea /114,
IpnaHgis

IpnaHgjs

BHECEHHS 3MiH [0 peecTpaLiiiHnX
mMartepianis: 3miHu | TUNY - 3MiHK 3
sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOGHULTBI. 3MiHN Y
npoLeci BUPOGHULITBA FOTOBOrO
niKapcbKoro 3acoby, BKIoYatoum
NPOMDKHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPY BUPOGHULITBI
roTOBOrO JliKapCbKOro 3acoby (iHLi
3MiHW)
3MiHM y BUpobHu4omMy npoueci 113
ONns fo3yBaHHA 20 Mr, a came 3miHa
TepMiHy 36epiraHHs
Hepo3¢hacoBaHOro NPOAYKTY i3 3-X
00 6 micauis. 3MiHM | Tuny - 3MiHK 3
akocTi. CepTucpikat
BignosigHocTi/l E-cepTudikar
BiANOBiAHOCTI EBpONelichkiit
thapmakonei/MoHorpadii. NogaHHs
HOBOro abo OHOBJ/IEHOTO
cepTudikarta BignoBigHOCTI abo
BUYYEHHS cepTudikata
BiANOBIAHOCTI EBpoONeNiChKii
thapmakonei: ana A®l; ans
BUXifHOTO
mMaTtepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMLTBI A®I; A8 4ONOMIKHOT
peyoBuHu (FE-cepTudikaT
BiANoBiAHOCTI EBpoNeiichkiit
thapmakonei ans Adl/BmxigHoro
Marepiany/peareHTy/npomixXHOro

3a peyenmom

UA/13832/01/03
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

nNpoAyKTy abo AONOMDKHOT
peyoBuHK) - HoBwiA cepTuddikat ans
BUXiAHOTO
MaTtepiany/peareHTy/npoMibKHOro
npoaykTy abo A0NOMIKHOT pEYOBUHM
Bifj HOBOro abo BXe 3aTBepKeHoro
BUPOBHUKA - BUPOOHUK TBEPANX
xenaTtnHosux kancyn Capsugel
BBOAMUTb HOBWIA cepTudpikat CEP
R1-CEP 2008-048-Rev 00 Big,
HOBOrO A04aTKOBOro NoctadyasibHuKa
xenatuHy Pioneer Jellice India
Private Ltd. 3miHa cTOCYETLCS TiNlbKN
060/10HKM Kancyn, Wwo
BUKOPUCTOBYIOTLCH Y BUPOOHULTBI
rn3

91.

rMI030MIA,

kancynu no 250 wr;
no 1 kancyniy
cawle; no 5 cawey
naJui 3 KapToHy

3eHTiBa, K.C.

Yecbka
Pecny6nika

Bupo6bHuyTeo M3,
nakyBaHHs, TECTYBaHHS,
BUMYCK cepil:
EilreH d®apma Nimiteps,
IpnaHgis
MepBrHHE | BTOPUHHE
naKyBaHHs:
MinmayHT Xenckea /114,
IpnaHgis

IpnaHgjs

BHECEHHS 3MiH [0 peecTpavLiiiHnX
mMartepianis: 3miHu | TUNY - 3MiHK 3
sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHN Y
npoLeci BUPOGHULITBA FOTOBOrO
niKapcbKoro 3acoby, BKoYatoum
NPOMDKHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPY BUPOGHULITBI
roTOBOrO JliKapCbKOro 3acoby (iHLWi
3MiHW)
3MiHM y BUpobHu4omMy npoueci 113
ONns fo3yBaHHA 20 Mr, a came 3miHa
TepMiHy 36epiraHHs
Hepo3¢hacoBaHOro NPOAYKTY i3 3-X
00 6 micauis. 3MiHM | Tuny - 3MiHK 3
akocTi. CepTucpikat
BignosigHocTi/l E-cepTudikar
BiANoBiAHOCTI EBpoNeiichkiit
thapmakonei/MoHorpadii. NogaHHs
HOBOro abo OHOB/IEHOTO
cepTudpikarta BignoBigHOCTI abo
BU/yYEHHS cepTudikata
BiANOBIAHOCTI EBpoONeNiChKii
thapmakonei: ana A®l; ans
BUXifHOTO
mMaTtepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI A®I; A8 4ONOMIKHOT
peyosuHu (FE-cepTudpikat

3a peyenmom

UA/13832/01/04
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

BiANOBiAHOCTI EBpoONeiichKiit
thapmakonei ans Adl/smxigHoro
Marepiany/peareHTy/npomMikHOro

nNpoAayKTy abo AONOMDKHOT
peyoBuHK) - HoBwiA cepTuddikat ans
BUXiAHOTO
MaTtepiany/peareHTy/npoMiKHOro
npoaykTy abo A0NOMIKHOT pEYOBUHM
Bifj HOBOro abo BXe 3aTBepKeHoro
BUPOOHUKA - BUPOOHUK TBEPANX
xenaTtnHosux kancyn Capsugel
BBOAMUTb HOBWIA cepTudpikat CEP
R1-CEP 2008-048-Rev 00 Big,
HOBOrO A04aTKOBOro NoctayasibHuKa
xenatuHy Pioneer Jellice India
Private Ltd. 3miHa cTOCYETLCS TiflbKN
060/10HKM Kancyn, Wwo
BUKOPUCTOBYIOTLCH Y BUPOOHULTBI
rn3

92.

rMI030MIA,

kancynu no 20 mr;
no 1 kancyniy
cawle; no 5 cawey
nauui 3 KapToHy

3eHTiBa, K.C.

Yecbka
Pecny6nika

BupobHuyTeo M3,
nakyBaHHs, TECTYBaHHs,
BUMYCK cepi:
EilreH d®apma Nimiteps,
IpnaHgis
MepBrHHE | BTOPUHHE
naKyBaHHs:
MinmayHT Xenckea /114,
IpnaHgis

IpnaHgjs

BHECEHHS 3MiH [0 peecTpavLiiiHnX
mMartepianis: 3miHu | TUNY - 3MiHK 3
siKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHN Y
npoLeci BUPOGHULITBA FOTOBOrO
niKapcbKoro 3acoby, BKIoYatoum
NPOMDKHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPY BUPOGHULITBI
roTOBOrO JliKapCbKOro 3acoby (iHLi
3MiHW)
3MiHM y BUpobHU4omMy npoueci 113
ONns fo3yBaHHA 20 Mr, a came 3miHa
TepMiHy 36epiraHHs
Hepo3hacoBaHOro NPOAYKTY i3 3-X
00 6 micauis. 3MiHW | TUny - 3MiHK 3
akocTi. CepTucpikat
BignosigHocTi/l E-cepTudikar
BiANoOBiAHOCTI EBpoONeiichkiit
thapmakonei/MmoHorpadii. NogaHHs
HOBOro abo OHOBJ/IEHOTO
cepTudpikarta BignoBigHOCTI abo
BU/yYEHHS cepTudikata
BiANOBIAHOCTI EBpONENiChKi
thapmakonei: gna A®l; ans
BUXifHOTO
Marepiany/peareHTy/npomixXHOro

3a peyenmom

UA/13832/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI API; N8 4ONOMIXKHOI
peuoBuHu (FE-cepTudikart
BiANOBIAHOCTI EBpONeiiChKiit
thapmakonei ans Adl/smxigHoro
mMarepiany/peareHTy/npomMikHOro
nNpoAayKTy abo AONOMDKHOT
peyoBuHK) - HoBwiA cepTuddikat ans
BUXiAHOTO
MaTtepiany/peareHTy/npoMibKHOro
npoaykTy abo A0NOMIKHOT pEYOBUHM
Bifj HOBOro abo BXe 3aTBepKeHoro
BUPOOHUKA - BUPOOHUK TBEPANX
xenaTtnHosux kancyn Capsugel
BBOAMUTb HOBWIA cepTudpikat CEP
R1-CEP 2008-048-Rev 00 Big,
HOBOrO 0, aTKOBOIO nocTavasibHuKa
xenatuHy Pioneer Jellice India
Private Ltd. 3miHa cTOCYETLCS TiNlbKN
060/10HKM Kancyn, Wwo
BUKOPWUCTOBYIOTLCH Y BUPOOHULTBI
rn3

93.

FNIOKOCAT

PO34MH ANS iH'eKUiin
no 2 mn B amnyni A
Yy KOMMAEeKTi 3
PO3YMHHUKOM
(pietaHonamiH, Boga
Ans iH'ekuiid) no 1
M B amnyni B; no 5
amnyn Ay 6nictepi;
no5amnyn By
6nictepi; no 1
6nictepy 3
amnynamv A tano 1
6nictepy 3
amnynamu By nauui
3 KapPTOHY; N0 2 MN B
amnyni Ay
KOMI/IEKTi 3
PO3YMHHMKOM
(oieTaHonawiH, Boga
Ans iH'ekuiid) no 1
mn B amnyni B; no 1
amnyniAtal
amnyni B y 6nicTepi;

TOB "®3
"CTAOA"

Ykpaina

TOB "®3 "CTALA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHnX
martepianis: 3miHu | Tuny -
AAMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHS1 Ta/abo agpecu
3asBHMKa (BacHuka
peecTpaLiiHOro NocBigYEHHS).
KomnaHisi 3asBHVKa 3MiHuna CBoto
Ha3By 3 TOB «®3 «BIOPAPMA» Ha
TOB «®3 «CTALA».
TepMiH BBEL,EHHS 3MiH - NPOTArom 6
MiCALiB Micna 3aTBepKEHHS. 3MiHU
| TMny - AAMIHICTPaTVBHI 3MiHW.
3miHa HalimeHyBaHHs Ta/abo
afipecy MicLs NPOBaKeHHs
AisNbHOCTI BUpobOHUKa/imnopTepa
roTOBOro MikapcbKoro 3acoby,
BKJ/IHOYAI0UN AiNbHULI BUMYCKY cepil
ab0 MmicLe NpoBefileHHA KOHTPOSI0
AKOCTI. (AIANbHICTb, 3a AKy
BiANOBigae BMPOGHMK/iMNopTep,
BK/IOYAOUM BUMYCK cepili). 3miHa
HalilMeHyBaHHS BUPO6HUKA rOTOBOrO
nikapcbkoro 3acoby 3 TOB «$3

3a peyenmom

He
niosnsicae

UA/15851/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

no 1 6nictepy y
nauui 3 KapToHy; No
2mMnBamnyni Ay
KOMM/IEKTi 3
PO3YMHHIKOM
(mieTaHonamiH, Boga
Ans iH'ekuiid) no 1
M B amnyni B; no 6
amnyn Ay 6nictepi;
no 6 amnyn By
6nictepi; no 1
6nictepy 3
amnynamv A tano 1
6nictepy 3
amnynamu By nauui
3 KAPTOHY

«BIO®PAPMA» Ha TOB «®3
«CTAOA». BUupobHunya finbHuus ta
BCi BUPOGHMYi onepadii
3a/IMLLATLCA HE3MIHHUMU. 3MiHN
BHECEHO B IHCTPYKLil0 A1s
MeAMYHOro 3acTOCyBaHHSA
nNiKapcbKoro 3acoby y po3ain
"Bupo6HMK" 3 BigNOBIAHUMY 3MiHAMMN
B TEKCTi MapKyBaHHS YNaKkoBOK.
TepMiH BBEEHHS 3MiH - NPOTAroM 6
MiCALIB MiCNA 3aTBEPKEHHS. 3MiHM
| Tuny - 3miHn Wwoao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3ara/lbHEHVX AaHUX NPO
cuctemy dhapmakoHarnsgy, smiHa
YNOBHOBaXEHOI 0Ccoby,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KOHTaKTHoi 0cobm
3 (hapmakoHarnagy 3asBHuKa ans
3fificHeHHs hapmakoHarnsagy B
YkpaiHi, SKLL0 BOHa BigMIHHA BiJ
YNOBHOBaXEHOI 0Ccoby,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsgy (Bkaovaoum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOI
0cob6u 3asBHMKa, BiANOBIA&IbHOT 3a
hapmakoHarnsg. 3miHa Homepa
macTep-aiina cuctemm
thapmakoHarnagy. 3minu | Tuny -
3MiHu Wwoao 6e3nekn/edeKTUBHOCTI
Ta (hapmakoHarnagy (iHwWi 3miHu).
3MiHM BHECEHO Y TEKCT MapKyBaHHS
BTOPUHHOI (N. 17) ynakoBku
NiKapcbKoro 3acoby.

TepMmiH BBELlEHHS 3MiH - NPOTArom 6
MicALB Nic/1a 3aTBepAKEHHS.

94.

NMHIOKOCAT

PO3YMH ANs iH'eKL;it
no 2 mn B amnyni A
Yy KOMM/IEeKTi 3

TOB "®3
"CTALA"

YkpaiHa

TOB "®3 "CTALA"

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHnx
marepianis: 3miHu | Tuny - 3miHu 3
SIKOCTi. [0TOBMIA NiKkapcbknii 3aci6.

3a peyenmom

UA/15851/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

PO3YMHHMKOM
(oieTaHonawiH, BOAa
Ans iH'ekuiid) no 1
M B amnyni B; no 5
amnyn Ay 6nictepi;
noS5amnynBy
6nictepi; no 1
6nictepy 3
amnynamv A tano 1
6nictepy 3
amnynamu B y nauui
3 KapTOHY;

no 2 mn B amnyni A
Y KOMMIEKTi 3
POYMHHMKOM
(oieTaHonamiH, Boga
Ans iH'ekuiii) no 1
M B amnyni B; no 1
amnyni Atal
amnyni B y 6nicTepi;
no 1 6nictepy y
nauti 3 KapTOHy;

no 2 mn B amnyni A
Y KOMM/IeKTi 3
POYMHHMKOM
(oieTaHonawiH, BoAa
Ans iH'ekuiid) no 1
M1 B amnyni B; no 6
amnyn Ay 6nictepi;
no 6 amnyn By
6nictepi; no 1
6nictepy 3
amnynamy A tano 1
6nictepy 3
amnynamu B y nauui
3 KAPTOHY

KOHTPO/b AONOMIKHUX PEHOBUH.
3miHa y meToAax BunpobyBaHHS
[OMOMDKHOT peYOBUHY (iHLLi 3MiHW Y
MeToAax BUNpobyBaHHs
(Bkntovaroun 3aminy abo
[opasaHHs)) - 3MiHa meToay
BUNPOOYBaHHA 3a NOKa3HMKOM
«Bopa» y cneumcpikauii dieTnnaminy
3 06'emHoro metogy (2.5.12) Ha
KY/TOHOMETPUYHE TUTPYBaHHSA
(2.5.32).

95.

rPUNOUNTPO
H-BPOHXO

cupon, 1,5 mr/mn; no
100 mn a6o 200 mn
y thnakoHi; no 1
hnakoHy pasom 3
MipHOIO JTOXKOI Y
KOpoOLji 3 KApTOHY;
no 5 mn a6o 15 mny
cawle; no 20 cawe y
KOpo6Li 3 KApTOHY

TOBAPUCT
BO 3
OBMEXXEH
O10
BIAMOBIIA
NbHICTIO
«KOPMOPA
st
«3[J0POB'SA

YkpaiHa

BCi cTaAii BUpobHMUTBa,
KOHTPO/Ib SIKOCTi, BUMYCK

cepii:
ToBapucTso 3
06MeXeHO
Bif4NoOBIfANbLHICTIO
"PapmaueBTuyHa

KoMnaHis "3gopos’s”,

YkpaiHa

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHnx
mMarepianis: 3MiHu | TRy - 3MiHK
Loao 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -
OHOB/EHHS TEKCTY MapKyBaHHS
NEepBUHHOI Ta BTOPUHHOI YNakoBOK
nikapcbKoro 3acoby, a came:
BWUIYYEHO iH(hopMaLlito, 3a3HaueHy
POCIiCbKOI0 MOBOI; BHECEHO 3MiHM

6e3 peyenma

UA/13783/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
» BCi cTajii BUpobHMUTBA, B TEKCT MapKyBaHHs NepBUHHOT
KOHTPO/Ib SKOCTI: (nyHkTn 1, 2, 5, 6) Ta BTOPUHHOI
ToBapucTBo 3 (nyHkTn 1, 2, 4, 11, 17) ynakoBOK
06MeXeHO niKkapcbkoro 3acoby. 3MiHu 3a
BiANOBIAA/IBHICTIO po3ginom "MapkyBaHHa" MKA /13 B
"XapkiBcbke TEeKCT MapKyBaHHS ynakosku in bulk
hapmavueBTUUHE no 10 n. BBefeHHA 3MiH NpOTSArom 6
nignpvemcTBo "340poB'sA MicSLiB NiCNs 3aTBEPAYKEHHS.
HapoAy",
YKpaiHa
96. | rPMNOUNTPO cupon, 1,5 mr/mn; in TOBAPUCT YkpaiHa BCi CTafii BUPO6HMLTBA, YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHnX - UA/13784/01/01
H-BPOHXO bulk: no 10 n a6o no BO 3 KOHTPO/1b AAKOCTI, BUNYCK MaTepianis: 3miHu | TUNy - 3MiHK
50 ny meTanesux OBMEXEH cepii: ToBapucTBO 3 wopo 6e3snekv/edpekTMBHOCTI Ta
60ukax KEI (0],0) obmexeHor thapmakoHarnagy (iHwi 3MiHu) -
BIAMOBIOA Bif4NoOBIfANbLHICTIO 3MiHM 3a po3Ai/ioM “MapkyBaHHA"
NbHICTHO "PapmaueBTuyHa MKS#A /13 B TEKCT MapKyBaHHA
«KOPIMOPA KomnaHis "3gopos’a” ynakoBku in bulk no 10 n. BeeaeHHs
LA 3MiH NPOTAroM 6 MicAuiB nicns
«300POB’'A 3aTBEP/KEHHS.
»
97. | AA3ATUHIB- TabneTku, BKpUTI TOB «TeBa Ykpaina MNIBA XpBaTcka 4.0.0. Xopsaris BHECEHHS 3MiH [J0 peecTpaLiiiHnX 3a peyernmom UA/20518/01/01
TEBA NiBKOBOIO YkpaiHa» marepianis: 3miHu | Tuny -

060/10HKO10, M0 50
mr; no 10 TabneTok
y 6nictepi; no 6
6nictepiB y
KapTOHHI Kopo6Lyi

AOMIHICTpaTVBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHSA AiSNIbHOCTI
BMpPOGHUKa (BK/IHOUaKUK, 3a
HeoObXiAHOCTI, MicLie NpoBeAEHHS
KOHTPOJII0 SIKOCTI), ab0 BracHuKa
mMacTep-gaiina Ha Adl, abo
nocravanbHuka Adl/BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO 3aCTOCOBYIOTLCSA Y
BMPOGHULTBI A®I (SKLLO 3a3HAYEHO
y AOCbE Ha NikapCbKnii 3acib) 3a
BiCYTHOCTI cepTudikata
BiANOBIAHOCTI EBpONeliChKii
thapmakonei y 3aTBepKeHoMy
[ocbe, abo BUPOGHMKA HOBOIT
[LOMOMDKHOT PEYOBUHM (AKLLO
3a3HayeHo y A0Cbe) - 3MiHa Ha3Bwu
Ta agpecu BriacHrka Mactep-cthainna
Ha A®| [la3aTuHiby MoHorigpar.
Bupo6Huua AinbHuus Ta yci
BMPOGHMYI onepauii 3a/MLaoTbCs
He3MmiHHMMK. [itova pegakuis: DMF
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
Holder Address: Teva

Pharmaceutical Industries Ltd. 124
Dvora HaNevi‘a Street, Tel Aviv —
Jaffa 6944020, Israel
MponoHoBaHa pepakuis: DMF
Holder Address: TAPI NL B.V. Piet
Heinkade 55, 1019GM Amsterdam,
Netherlands
3MmiHu | TYny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo
agpecu Micusa npoBafkKeHHs
AISNbHOCTI BUpPOOHUKa (BK/THOHAKOUU,
3a HeobXiAHOCTI, MicLie NpoBeAeHHS
KOHTPO/IH0 SIKOCTI), ab0 BnacHuka
macTep-aiina Ha Adl, abo
nocravanbHuka Adl/BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO 3aCTOCOBYIOTHCSA Y
BUPOGHMUTBI API (SIKLLO 3a3HAaYeHO
y [OCbE Ha nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikara
BiANOBiAHOCTI EBpONeiiChKiit
thapmakonei y 3aTBepKeHOMyY
[0Cbe, a60 BUPOOHUKA HOBOI
[LOMOMDKHOT PEYOBUHM (AKLLO
3a3HayveHo y f0CbE) - 3MiHa Ha3Bu
BMpOGHMKa A®| [lazaTuHiby
MOHorigpart. Takox y 3B'A3Ky
3a5B/1€HOI 3MiHV BUyYa€eTbCA
anbTepHaTuBHa naboparopis
BignoBigasibHa 3a KOHTPOJIb SKOCTI.
BupobHuya ginbHuus, agpeca Ta yci
BMPOGHUWUYI onepauii 3a/mwwaTbCs
He3MiHHUMW. [litoya pefakuis:
Manufacturing Site Address: PLIVA
Croatia Ltd. TAPI Croatia Production
SM
Prudnicka cesta 54 10291 Prigorie
Brdovecko, Croatia Testing
Facilities: The quality control is
perfoemed at the manufacturing site
and can be performed in QC
laboratories located in Pliva Croatia
Ltd., PbF site: PLIVA Croatia Ltd.
TAPI Croatia Production PbF
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

Prilaz baruna Filipovica 25 10000
Zagreb Croatia
MponoHoBaHa peaakuis:
Manufacturing Site Address: TAPI
Croatia Industries Ltd. Prudnicka
cesta 54 10291 Prigorie Brdovecko,
Croatia
Testing Facilities: TAPI Croatia
Industries Ltd. Prudnicka cesta 54
10291 Prigorie Brdovecko, Croatia
3MiHn | TMRY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6.
KOHTPO/b AONOMDKHUX PEHOBUH.
3miHa y meToAax BunpobyBaHHSA
[O0MOMIKXHOT peYOBUHN (HE3HAYHI
3MiHW Y 3aTBEpKEHNX MeToax
BMNpobyBaHb) - OHOBMEHHS
cneuudikauii JONOMKHOT peYoBUHM
NaKTo3M MOHOriApaT 3a NOKa3HUKOM
"Particle size distribution”, a came
3MiHa BMMoOr go Tucky 3 1000 Ma go
1500 Ma nig yac
rpaHy/IoOMeTpUYHOrO aHanily 4acTok.

98.

AA3ATUHIB-
TEBA

TabneTku, BKpUTI
NAiBKOBOO
060n10HKot0, No 70
mr; no 10 Tabnetok
y 6nictepi; no 6
6nictepiB y
KapTOHHI Kopo6Lyi

TOB «TeBa
YKpaiHa»

YkpaiHa

MNIBA XpBarcka f.0.0.

Xopsaris

BHECEHHS 3MiH [0 peecTpaLiiiHnX
mMartepianis: 3miHu | Tuny -
AfMiHICTpaTMBHI 3MiHU. 3MiHa
HalilMeHyBaHHA Ta/abo agpecy Micus
NPOBaPKEHHS AiSIbHOCTI
BMPOGHMKa (BK/IOYaoUM, 3a
HeobXiAHOCTI, MicLie NpoBeAeHHS
KOHTPOSIO SIKOCTIi), ab0o BriacHuKa
macTep-aiina Ha Adl, abo
noctavanbHuka Adl/BuxigHoro
MaTtepiany/peareHTy/npoMiKHOro
NpoAyKTy, L0 3aCTOCOBYIOThCA Y
BMPOGHULTBI API (SKLLO 3a3HAYEHO
y [OCbE Ha nikapcbkuii 3aci6) 3a
BiACYTHOCTI cepTudikara
BiANOBIAHOCTI EBpoONeNiChKii
hapmakonei y 3aTBepKeHoMy
[OCbE, ab0 BUPOOHMKA HOBOI
[OMOMDKHOT PEHOBUHM (AKLLO
3a3HayeHo y 10CbE) - 3MiHa Ha3Bu
Ta agpecu BriacHrka mactep-cthainna
Ha A®| [lazaTuHiby MoHorigpar.

3a peyernmom

UA/20518/01/02
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
Brpo6Huya ainbHUUA Ta yci

BMPOGHMWUYI onepauii 3asmwaTbes
He3MiHHMMK. [litoya pegakuis: DMF
Holder Address: Teva
Pharmaceutical Industries Ltd. 124
Dvora HaNevi'a Street, Tel Aviv —
Jaffa 6944020, Israel
MponoHoBaHa pepakuis: DMF
Holder Address: TAPI NL B.V. Piet
Heinkade 55, 1019GM Amsterdam,
Netherlands
3MmiHu | TYny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo
agpecu Micusa npoBamkKeHHs
AISNbHOCTI BUpOOHUKa (BK/THOHAKOUH,
3a HeobXiAHOCTI, MicLe NpoBeAeHHS
KOHTPOJII0 SIKOCTI), @60 BnacHuka
macTep-aiina Ha Adl, abo
nocravanbHuka Adl/BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO 3aCTOCOBYIOTHCSA Y
BUPOGHMUTBI API (SIKLLO 3a3HAYEHO
y [OCbE Ha nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikara
BiANOBiAHOCTI EBpONEliChKiit
thapmakonei y 3aTBepKeHOMy
[0Cbe, a60 BUPOBHUKA HOBOI
[LOMOMDKHOT PEYOBUHM (AKLLO
3a3HayveHo y f0CbE) - 3MiHa Ha3Bu
BMpOGHMKa A®| [lazaTuHiby
MOHorigpart. Takox y 3B'A3Ky
3a5B/1€HOI 3MiHV BUyYa€eTbCA
anbTepHaTuBHa naboparopis
BignoBigasibHa 3a KOHTPOJIb SAKOCTI.
Bupo6bHuya ginbHuus, agpeca Ta yci
BMPOGHMWUYI onepauii 3a/mLwaTbCs
He3MiHHUMW. [litoya pefakuis:
Manufacturing Site Address: PLIVA
Croatia Ltd. TAPI Croatia Production
SM
Prudnicka cesta 54 10291 Prigorie
Brdovecko, Croatia Testing
Facilities: The quality control is
perfoemed at the manufacturing site

and can be performed in QC
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep

peecmpayjiliHo2o

nocBi04Y€eHHs1

laboratories located in Pliva Croatia
Ltd., PbF site: PLIVA Croatia Ltd.
TAPI Croatia Production PbF
Prilaz baruna Filipovica 25 10000
Zagreb Croatia
MponoHoBaHa peaakuis:
Manufacturing Site Address: TAPI
Croatia Industries Ltd. Prudnicka
cesta 54 10291 Prigorie Brdovecko,
Croatia
Testing Facilities: TAPI Croatia
Industries Ltd. Prudnicka cesta 54
10291 Prigorie Brdovecko, Croatia
3MiHn | TURY - 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbkWii 3aci6.
KOHTPO/b AONOMDKHUX PEHOBUH.
3miHa y meToAax BunpobyBaHHSA
[O0MOMIKXHOT peYOBUHN (HE3HAYHI
3MiHW Y 3aTBEpKEHNX MeToax
BMNpobyBaHb) - OHOBMEHHSA
cneuudikauii JONOMKHOT peYoBUHN
NaKTo3M MOHOriAPaT 3a NOKa3HUKOM
"Particle size distribution”, a came
3MiHa BMMoOr go Tucky 3 1000 Ma go
1500 Ma nig yac

rpaHy/sIoMeTpUYHOr0 aHanily 4acTok.

99.

JBALLE 200

TabneTku Wwunyyi, no
200 wmr; no 20
Tabnetok y Ty6i; no
1 Ty6i B nayui

MpAT
"®apmauesT
nyHa dipma
"OapHuua”

YkpaiHa

E ®apma TpeHTto C.n.A.

ITanisa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
mMartepianis: TexHiyHa nomunka
(3rigHo Haka3y MO3 Big 23.07.2015
Ne 460) BunpasneHa TeXHiYHa
nomuska B IHCTpyKLii ans
MeJMYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3aini
"Cknapg", B KOPOTKiil XxapakTepucTui
nikapcbkoro 3acoby B po3gini "2.
AKICHWI | KiNbKiCHWI cknag”, saka
6yna gonylleHa B npoueaypi
MepepeecTpauis (Hakas MO3
Ykpainu Big 30.04.2025 Ne 755), a
came: 3aTBeppKeHo: gitova
peuvoBMHa: aueTunLnucTei; 1
TabneTka MiCTUTb aueTuILnCTeiHy
200 mr; 3anponoHoBaHo: Aitoya
peyoBuHa: aueTUNLNUCTEIH,;

1 TabneTtka Wwuny4ya MicTuTb

6e3 peyenma

UA/18138/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

aueTnnuucTeiny 200 mr. 3asHavyeHe
BMMNpaB/IEHHS BiAnNoBifae
MaTepianam peecTpauiiHoro AocChe.

100.

LOBALE NTOHT

TabneTky Wwunyui, no
600 wmr; no 10
Tabnetok y Ty6i; no
1 1y6i B navui

MpAT
"®apmauesT
N4yHa qoipma

"NapHuus"

YkpaiHa

E ®apma TpeHTo C.n.A.

ITanisa

BHECEHHS 3MiH [J0 peecTpaLiiiHnx
marepianis: TexHiYHa noMuka
(3rigHo Haka3y MO3 Big 23.07.2015
Ne 460)

BunpaBneHa TexHiyHa nomuska B
IHCTPYKUiT ANS MeanyHOro
3aCTOCyBaHHA NikapCbKoro 3acoby y
po3gaini "Cknag", B KOPOTKil
XapakTepucTuLi Nikapcbkoro 3acoby
B po3aini "2. AKiCHWIA i KibKiCHWI
cknag", Aka 6yna gonyuwieHa B
npoueaypi Nepepeectpauisa (Hakas
MO3 Ykpaiuu Big 11.04.2025 Ne
632), a came: 3aTBEepAKEHO: Aitoya
pevoBuHa: aueTUILNUCTEIH; 1
TabneTka MiCTUTb aueTUILMCTEIHY
600 mr; 3anponoHoBaHoO: Aitoya
pevoBuHa: aueTUIUnUCTeiH; 1
Tabnetka wmnyya MicTUTb
aueTunaymncTeiHy 600 mr.

6e3 peyenma

UA/18139/01/01

101.

AE3ODEMIH®
30

TabneTku, BKpUTI
N1iBKOBOIO
o6onoHkoto, no 0,03
mr/0,15 mr; no 21
Tabnetui y 6nictepi,
no 1, a6o no 3, a6o
no 6 6nictepiB y
KapTOHHI Kopobuj

TOB «MIBE
YKPAIHA»

YkpaiHa

mibe Mm6X
ApuHaimiTTeNb

HimeuunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHnX
marepianis: 3miHu | Tuny -
AOMIHICTpaTVBHI 3MiHW. BuiyyeHHs
BMPOGHWYOI AinbHUL (BKIOYAKUN
AinbHUU ana A®l, npomixkHoro
npoaykTy abo rotToBOro NikapCbkoro
3aco6y, AiNbHULI 4518 NPOoBeAEHHS
nakyBaHHs, BUPOBHMKa,
BigNOBiga/IbHOro 3a BMMYCK Cepi,
MicLle NpoBefEeHHSA KOHTPO/IO cepil)
abo noctavasibHMKa BUXIAHOMO
mMaTtepiany, peareHty abo
[LOMOMDKHOT PEYOBUHM (AKLLO
3a3HayeHo y A0CLE) - BunyyeHHs
BMpo6Huka Ad| Ethinylestradiol, a
came ASPEN OSS B.V,,
Kloosterstraat 6, The Netherlands-
5349 AB Oss, sik BUPOGHMUY
OinbHULLO, BIANOBIAA/IbHY 3a
BUPOOBHMLTBO Ait040I peHOBUHU
eTuHinecTpagion. ANbTepHATMBHOI
OinbHYLE 3anunwaeTbea Bayer AG.

3a peyenmom

UA/17211/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

Po3ginu 3.2.S.4.1 Ethinylestradiol
(FPM), 3.2.S.4.4 Ethinylestradiol
(FPM) Ta 3.2.R, BK/IHO4aoum
BIANOBIAHI po3ainv B moayni 2 6ynu
OHOB/EHI. KpiM Toro, y 3B's3ky 3
BW/TyYEHHAM KOMNaHii Aspen,
OHOBNIOETLCA po3ain 3.2.5.4.4
aKkTyaslbHUMK cepTudikatamm
aHanisy ansa Bupo6Hvika Bayer. Y
po3gini 3.2.5.4.4 (FPM
manufacturer) Buny4yeHo BUpobHMKa
13 «mibe»

102.

AOEKAPUC

Tabnetku no 50 wmr;
no 2 Tabnetkn y
6nicTepi; no 1
6nictepy B
KapTOHHI ynakoBLi

BAT
"leeoH
PixTep"

YropLmHa

NOBHUIA LKA
BVMPOGHMLTBA rOTOBOI
NPOAYKLUIT, NaKyBaHHS,

KOHTpONb cepii: MegeoH
Pixtep PymyHisa A.T.,
PyMyHis; Bunyck cepii,
ohopmeHHs
cepTudikaTtis SKOCTI:
BAT "l'eneoH Pixtep”,
YropLmHa

PymyHis/
YropLmHa

BHECEHHS 3MiH [JO peecTpaLiiiHnx
matepianis: 3miHu Il Tuny - 3miHn
Loao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpOTKili
XapakTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT AN
MeMYHOro 3aCTOCYBaHHSA Yy 3B’AA3KY
i3 HOBUMUY JaHVMK 3 SIKOCTI,
LOKNIHIYHUMU, KNIHIYHAMW AaHUMK
Ta fAaHumn 3 chapmakoHarnsgy.
3MiHu JO IHCTPYKUiT A4NnS MegnuyHoro
3acTocyBaHHsA y po3ginax
"®apmakoTepanesTnyHa rpyna. Kop,
ATX "(peparyBaHHsi TeKCTy 6e3
hakTUUHOT 3MiHK Kogy ATX),
"®apMakonoriyHi BnactuBocTi"
(peparyBaHHs TEKCTY Ta YTOUHEHHS
iHdhopmadii), "B3aemogis 3 iHW1MK
nikapcbknmy 3acobamu Ta iHLWi BUAN
B3aemMogiii", "OcobnnBocTi
3acTocyBaHHSA", "3acToCyBaHHs Y
nepiog BariTHoOCTi abo rofyBaHHs
rpyaato” (pegaryBaHHsl TEKCTY Ta
YTOUYHEHHS iHdhopmadii), "Cnoci6
3acTocyBaHHsA Ta no3n"
(peparyBaHHs TEKCTY Ta YTOUHEHHS
iHdhopmawii), "MepenosysaHHs",
"Mo6iuHi peakyii”. MNpeacTasneHi
3MiHM B iHchopMawii 3 6e3neku Lwoao
BHECEHHS 3MiH Ta JOMOBHEHb Y
po3zinax NpoekTy iHCTPYKLi Ans
MeJMYHOro 3aCTOCyBaHHS
«PapmakoTepanesTMyHa rpyna»,

be3s peyenma

nionsieae

UA/6866/01/01
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Peknam

Howmep

n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

yBaHHs

peecmpayjiliHo2o
nocBi04Y€eHHs1

«®apMakonoriyHi BNacTUBOCTI»,
«B3aemogjsa 3 iHWMMU NikapcbKrMm
3aco6amu Ta iHLWi BUAM B3aEMOSjin»,

«OC06/MBOCTI 3aCTOCYBaHHS»,
«3acTocyBaHHA y nepiof BariTHOCTI

abo rogyBaHHs rpyaato», «Cnocié

3aCTOCYBaHHA Ta 031,
«MepenosyBaHHs», «MMob6iyHI
peakujii» Ha nigcTasi OHOBNEHOT

iHhompaLii 3 6e3neku, HagaHoi B

"3BiTi KNiHiYHOro ekcneprta ansa N3

[Jekapuc 50mr Ta 150 mr",
OHOBJIEHIli KOPOTKI XapaKTepucTuLli,
3aTBEPMKEHIN B KpaiHi
3asBHMKa/BMPOGHUKa BBegeHHs
3MiH NPOTAroM 6-TW MicALiB 3 AaTu
3aTBEPKEHHS.

UA/6866/01/02

103.

DEKAPUC

Tabnetku no 150 mr;
no 1 rabnetuiy
6nictepi; no 1
6nictepy B
KapTOHHI ynakoBLi

BAT
"TeneoH
PixTep"

YropwmHa

NOBHWIA LMK
BUPOGHMLTBA FOTOBOI
NPOAYKLUIT, NaKyBaHHS,

KOHTpONb cepii: MegeoH
PixTep PymyHia A.T.,
PymyHis; Bunyck cepii,
ohopmNeHHs
cepTudikaTiB AKOCTI:
BAT "lepeoH Pixtep",
YropumHa

PymyHis/
YropLmHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
mMartepianis: 3miHu Il Tuny - 3miHn
woAo 6e3nekn/epekTnBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpoTkili
XapakTepucTuLi nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeJNYHOro 3aCTOCYBaHHA Yy 3B’A3KY
i3 HOBUMM J@HMU 3 AKOCTI,
LOKMIHIYHUMU, KNIHIYHAMW JaHuMn
Ta fJaHuMmK 3 chapmakoHarnsagy.
3MiHM [0 IHCTPYKUIT ANS MeANYHOro
3aCTOCyBaHHS y po3ginax
"GapmakoTepanesTuyHa rpyna. Kog,
ATX "(peparyBaHHsl TekCTy 6e3
hakTnyHoi 3miHu kogy ATX),
"®apMakonoriyHi BNactuBocCTi"
(peparyBaHHs TEKCTY Ta YTOUHEHHS
iHchopmawii), "B3aemogisi 3 iHW1MK
nikapcbkMKn 3acobamu Ta iHLWi BUau
B3aemogiit", "OcobmMBOCTi
3acTocyBaHHA", "3acToCyBaHHA Y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaao” (pegaryBaHHsl TEKCTY Ta
YTOUYHeHHS iHdhopmadii), "Cnocié
3acTocyBaHHsA Ta fo3n"
(peparyBaHHs TEKCTY Ta YTOUHEHHS
iHdhopmauii), "MepenosyBaHHs",
"Mo6iyHi peakuji”. MNpeacTaBeHi

be3s peyenma

niosnsiecae
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Ymosu

Peknam

Howmep

n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

yBaHHs

peecmpayjiliHo2o

nocBi04Y€eHHs1

3MiHU B iH(popmaLLii 3 6e3neku Wwoao
BHECEHHS 3MiH Ta JOMNOBHEHb Y
po3ainax NpoekKTy iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA
«PapmMakoTepanesTUyHa rpyna»,
«®apmMaKosoriyHi B/1laCTUBOCTI»,
«B3aemogis 3 iHWMK NiKapCcbKUMU
3aco6amu Ta iHLWi BUAY B3AEMOLIN»,
«OCco6NMNBOCTI 3aCTOCYBaHHS»,
«3acTocyBaHHSA y nepiof BariTHOCTI
abo rogyBaHHs rpyaao», «Cnocié
3aCTOCYBaHHA Ta 031>,
«MepenosyBaHHs», «IMobGiYHI
peakuii» Ha nigcTasi OHOBNEHOT
iHcbompawii 3 6e3neku, HagaHoi B
"3BITi KiHIYHOrO ekcnepTta ansa N13
[Oekapuc 50mr Ta 150 mr",
OHOBJIEHIIi KOPOTKI XapaKkTepucTui,
3aTBEpPXKEHIli B KpaiHi
3asBHVKa/BMPO6HMKa BBegeHH:
3MiH NpOTArom 6-Tu MicauiB 3 gaTu
3aTBEPAKEHHS.

3a peyenmom

He

UA/8384/01/01

104.

JEKCAMETA3
OH-CTAJA

Kpanni ouHi 0,1%, no
10mny
nnacTyKkoBOMy
donakoHi, no 1
hnakoHy B nauui 3
KapTOHY

TOB "®3
"CTAOA"

Ykpaina

TOB "®3 "CTALA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHnX
martepianis: 3miHu | Tuny -
AAMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHS1 Ta/abo agpecu
3asBHVIKa (BnacHvKa
peecTpauiiHoro NocBigYeHHs) -
3MiHa HaliMeHyBaHHS 3asiBHUKa
B/IACHVKa peecTpav,iiHoro
NnocBifYEeHHS. 3MiHU BHECEHO B
KOPOTKY XapakTepucTuky
nikapcbKoro 3acoby y po3ain
"BnacHuk peecTpadiiiiHoro
noceigyeHHs". TepmiH BBEAEHHS
3MiH - NPOTArom 6 micsAuiB nicns
3aTBEePMAKEHHS. 3MiHK | Tuny -
AfMiHICTpaTMBHI 3MiHN. 3MiHa
HalilMeHyBaHHA Ta/abo agpecy Micus

NPOBaPKEHHS AiSIbHOCTI
BMPOGHMKa/iMnopTepa rotosoro
NiKapCbKOro 3acoby, BK/IKOYAKUM
OinbHULI BUNYCKy cepii abo micue
NpPOBefEHHS KOHTPO/IHO SKOCTI.

(gisnbHICTL, 3a Ky Bignosigae

niosnsicae
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1

BUPOGHMK/IMNOPTEP, BKIOYAOUM
BUMYCK Cepiii) - 3miHa
HaliMeHyBaHHS BUPOOHWKa roTOBOroO
nikapcbKoro 3acoby. BupobHuua
AiNbHULA Ta BCi BUPO6HMUYI onepaii
3aMWAaTECA HE3MIHHUMUN. 3MiHW
BHECEHO B IHCTPYKLi0 AnA
Me[MYHOro 3aCTOCYBaHHS Ta
KOPOTKY XapaKkTepucTuKy
nNiKapcbKoro 3acoby y po3ain
"Bupo6HMK" 3 BigNOBIAHUMY 3MiHAMMN
B TEKCTi MapKyBaHHS yNaKkoBOK.
TepMiH BBEEHHS 3MiH - NPOTAroM 6
MiCALIB MiCNA 3aTBEPKEHHS. 3MiHM
| Tuny - 3miHn Wwoao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEeHNX AaHuX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO
cuctemy dhapmakoHarnsgy, smiHa
YNOBHOBaXEHOI 0CcobY,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KOHTaKTHoi 0cobm
3 (hapmakoHarnagy 3asBHuKa ans
3fificHeHHs hapmakoHarnsgy B
YkpaiHi, SKLL0 BOHa BiAMIHHA BiJ
YNOBHOBaXEHOI 0CcobY,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsgy (Bkaovaoum
KOHTaKTHi flaHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
0co6u 3asBHMKa, BiANOBIA&IbHOT 3a
thapmakoHarnsag.
3MiHa HoMepa MacTep-ghaiina
cuctemu chapmakoHarnagy. 3minu |
TMny - 3MiHN LWOA0
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
3MiHV BHECEHO B TEKCT MapKyBaHHs
BTOPUHHOI (NyHKTW 3, 4, 11, 17)
yMakoBKM NikapCbKoro 3acoby.
TepMiH BBEAEHHS 3MiH - NPOTAroM 6
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

MicALiB nicna 3aTBepKEeHHs. 3MiHU
| TNy - AOMIHICTPaTWBHI 3MiHW.
3MiHa Ha3BM NikapcbKoro 3acoby -
3MiHa Ha3BW NikapcbKoro 3acoby.
3ATBEPXXEHO:
JEKCAMETA30OH-BIO®PAPMA
(DEXAMETHASONE-BIOPHARMA).
3AMNPOMOHOBAHO:
JEKCAMETA3O0OH-CTALA
(DEXAMETHASONE-STADA).
TepMmiH BBELlEHHS 3MiH - NPOTArom 6
MicALB Nic/1a 3aTBepAKEHHS.

105.

OENY®DEH®

cnpeii HasanbHUIA No
20 mn a6o no 30 mn
y N1acTUKOBOMY
hNakoHi 3
N1acTMKOBUM
posnunioBayem; no
1 cbnakoHy B
KapTOHHI ynakoBLi

TOB
«MEPPIFO
YKPAIHA»

YkpaiHa

Pixapg BitTHep Al

ABCTpist

BHECEHHS 3MiH [JO peecTpaLiiiHnx
marepianis: 3miHu | Tuny - 3miHu 3
AKOCTi. A®I. KoHTponb A®I. 3miHa y
mMeToAax BunNpobysaHHa A®| abo
BMXiAHOro Marepiany/npomikHOro
NpoAyKTy/peareHTy, WWo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AD| (HE3HAYHI 3MiHW Y
3aTBePMKEHNX MeToAax
BMNPOGYBaHHS)

- 3MiHa B MeToZi aHanidy rasoBoi
Xpomatorpadii AN KinbkicHOro
BM3HAUYEHHS BMICTY MeTaHony i 2-
nponaHosy B MaTpUYHili HacTOML
Euphorbium. 3minu | Tuny - 3miHu 3
AKoCTi. A®I. KoHTponb A®L. 3miHa y
meTofax BunpobyBaHHs A®| abo
BMXiZHOro MaTepiany/npomiKHOro
NpoAyKTy/peareHTy, Lo
BMKOPVCTOBYETLCS Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MIHK Y
3aTBEPKEHNX MeToAax
BMNPOGYBaHHSA) - - 3MiHa B MeTO4j
aHaUizy ra3oBoi xpomarorpadii a1
KiNIbKICHOrO BU3HaYeHHS BMICTY
MeTaHosy i 2-nponaHony B
MaTpuWYHiin HacToliui Luffa
operculata. 3miHu | TUny - 3MiHK 3
akocTi. A®l. KoHTponb A®I. 3miHa y
mMeTofax BUNpobyBaHHs AD| abo
BMXIZAHOrO MaTepiany/npomiKHOro
npoaykTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLIECI

6e3 peyenma

UA/8539/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
BUpo6HUUTBA AP| (HE3HAUHI 3MIHW Y

3aTBEPLKEHNX MeTOoAax
BMMNPOGYBaHHSA) - - 3MiHa B METOAj
aHanisy rasoBoi xpomartorpadii ans
KiNIbKICHOrO BM3HAYEHHS BMICTY
MeTaHosy i 2-nponaHony B
MaTpuYHiii HacTolLi Sinapis nigra.
3MiHu | TMNY - 3MiHKW 3 AKocTi. API.
KoHTponb A®I. 3miHa y meTogax
BUNPo6yBaHHA APl abo BUXigHOro
mMaTtepiany/npomMbKHOro
NpoAyKTy/peareHTy, Wo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHW Y
3aTBepKEHNX MeToAax
BUNPOBYBaHHS) - - 3MiHa B MeTOoSji
aHai3y ra3oBoi xpomatorpacii ans
KiNIbKICHOrO BU3HA4YeHHSI BMIiCTY
MeTaHo/y i 2-nponaHony B
MaTpuyHili HacToiui Pulsatilla
pratensis. 3miHu | TNy - 3MiHK 3
AKoCTi. A®I. KoHTponb A®L. 3miHa y
meTogax BunpobysaHHs A®| abo
BUXiAHOrO Martepiany/npomikHOro
NpoAyKTy/peareHTy, Lo
BMKOPVCTOBYETLCS Y NPOLIECI
BMPOGHMLUTBA ADI (iHLWi 3MiHU Y
MeToAax BUNpobyBaHHs
(Bkntovaroun 3aminy abo
[0MNoBHEHHA) AD| abo
BUXIAHOrO/NPOMIXHOr0 NPOAYKTY) - -
3amiHa X meToay Ha Yo-
CMeKTPOMETPUYHNIA MeToA, AN
BU3HAYEHHA NecTuumaiB y
MaTpuyHii HacTosHUI Euphorbium.
3MmiHu | TUNY - 3MiHK 3 AKocTi. API.
KoHTponb A®L. 3MiHa y meTogax
BMNpobysaHHA APl abo BuxigHOro
mMarepiany/npoMixXHOro
NpoAyKTy/peareHTy, Lo
BMKOPVCTOBYETLCS Y NPOLIECI
BMPOGHMLUTBA ADI (iHLWi 3MiHU Y
MeToAax BUNpobyBaHHs
(Bkntovaroun 3aminy abo

[0NOBHEHHS) A®| abo
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1

BUXIAHOrO/NPOMIXHOro NPOAyKTY) -
3amiHa X meToay Ha Yo-
CMeKTPOMETPUYHNIA MeToA, AN
BU3HAYEHHA NecTuumaiB y
MaTpuyHiin HacTtosHui Luffa
operculata. 3miHu | Tvny - 3miHu 3
AKoCTi. A®I. KoHTponb A®L. 3miHa y
meTofax BunpobysaHHs A®| abo
BUXiAHOrO Marepiany/npomiKHOro
NpoAyKTy/peareHTy, Lo
BMKOPVCTOBYETbLCS Y NPOLIECI
BMPOGHMLUTBA ADI (iHLWi 3MiHU Y
MeToAax BUNpobyBaHHs
(Bknrovaroun 3aminy abo
[0MNoBHEHHA) AD| abo
BUXIAHOrO/NPOMIXHOr0 NPOAYKTY) - -
3amiHa X meToay Ha Yo-
CMeKTPOMETPUYHNIA MeToA, AN
BU3HAYEHHA NecTuumaiB y
MaTpUYHiil HacTosHLi Sinapis nigra.
3MmiHu | TMNY - 3MiHKW 3 AKocTi. API.
KoHTponb A®L. 3MiHa y meTogax
BMNpobysaHHA APl abo BuXigHOrO
mMarepiany/npoMixXHOro
NpoAyKTy/peareHTy, Lo
BMKOPVCTOBYETLCS Y NPOLIECI
BMPOGHMLUTBA ADI (iHLWi 3MiHU Y
MeToAax BUNpobyBaHHs
(Bkntovaroun 3aminy abo
[0MNoBHEHHA) AD| abo
BUXIZAHOrO/NPOMIXHOr0o NPOAYyKTY) -
3amiHa X metogy Ha YO -
CMeKTPOMETPUYHNIA MeToA, AN
BU3HAYEHHA NecTuumaiB y
MaTpuyHiin HacTosHui Pulsatilla
pratensis. 3miHu | Trny - 3miHn 3
AKoCTi. A®I. KoHTponb A®L. 3miHa y
meTogax BunpobysaHHs A®| abo
BUXiAHOrO Marepiany/npomiKHOro
NpoAyKTy/peareHTy, Lo
BMKOPVCTOBYETLCS Y NPOLIECI
BMPOGHMLUTBA ADI (iHLWi 3MiHU Y
MeToAax BUNpobyBaHHs
(Bkntovaroun 3aminy abo
[0NOBHEHHS) A®| abo
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1

BUXIAHOrO/NPOMIXHOro NPOAyKTY) -
3amiHa AAC meTogy Ha meTog ICP-
MS ansi BUSHaYEeHHS BaXKKUX
MeTasliB y MaTPUYHIl HaCTOSHL
Euphorbium. 3minu | Tuny - 3miHn 3
akocTi. A®l. KoHTponb A®L. 3miHa y
MeTofax BuNpobysaHHA A®| abo
BMXiAHOr0 Marepiany/npomikHOro
NpoAyKTy/peareHTy, Wo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA AP (iHLWI 3MiHK Y
mMeTogax BUnpobyBaHHs
(BK/THOYAKOUM 3aMiHy a60
[OMNoBHEHHA) AD| abo
BMXifHOro/MpOMKHOro NPoAyKTy) -
3amiHa AAC meToay Ha meTog ICP-
MS [19 BUSHAYEHHS BaXKKUX
MeTasiB y MaTPUYHIl HACTOSHL
Luffa operculata. 3miuu | Tuny -
3MiHn 3 aKkocTi. A®Il. KoHTponb AdI.
3miHa y MeToAax BUNpobyBaHHS
A®| abo BuxigHoro
mMartepiany/npomMbKHOro
NpoAayKTy/peareHTy, Wo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AP (iHLWI 3MiHN Y
mMeTogax BUnpobyBaHHs
(BK/THOYAKOUM 3aMiHy a60
[0MNoBHEHHA) AD| abo
BMWXifHOro/MpOMKHOro NPoAyKTy) -
3amiHa AAC meToay Ha metog ICP-
MS [19 BUSHAYEHHS BaXKKUX
MeTasiB y MaTPUYHIl HACTOSHL
Sinapis nigra. 3miHu | TUny - 3MiHu 3
akocTi. A®l. KoHTponb A®L. 3miHa y
mMeTofax BuUnpobyBaHHsA AD| abo
BMXIZAHOrO MaTepiany/npomiKHOro
npoayKTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLIECI
BUpo6HMUTBa AP (IHLWi 3MiHK Y
MeToAax BUNpobyBaHHSA
(BkntovaroUM 3amiHy abo
[0NoBHeHHs)) A®| abo
BWXi4HOro/MPOMKHOro NPoAyKTy) -
3amiHa AAC meToay Ha metog ICP-
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

MS N9 BU3SHAYEHHS BaXKKUX
MeTasiB y MaTpUYHili HaCTOsAHL
Pulsatilla pratensis.

106.

AEHOBE/Ib®
30

TabneTku, BKPUTI
NAiBKOBOO
obonoHkoto, no 0,03
Mmr/2 mr; no 21
Tabnetyi, no 1 abo
no 3, abo no 6
6nictepiB y
KapTOHHI Kopo6Lyi

TOB «MIBE
YKPAIHA»

YkpaiHa

Mi6e MTmM6X
ApuHalimiTTenb

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHnx
marepianis: 3miHu | Tuny -
AOMiHICTpaTVBHI 3MiHW. BuyyeHHs
BMPOBHUYOT AiNbHULI (BKNOYAOUN
AinbHUUi ana A®l, npomikHoro
npoAyKTy abo roToBoro fikapcbKoro
3acoby, AiNbHUL A8 NPOBEeAEHHS
nakyBaHHs, BUPOBHMKa,
BiANOBIAA/TLHOIO 3a BUMYCK Cepil,
MicLle NpoBeAEHHS KOHTPOIO cepil)
abo noctavasibHVKa BUXIAHOMO
matepiany, peareHty abo
[LOMOMDKHOT PEYOBUHM (SKLLO
3a3HayeHo y A0CbE). BunyyeHHs
BMpo6Huka A®I Ethinylestradiol, a
came ASPEN OSS B.V.,
Kloosterstraat 6, The Netherlands-
5349 AB Oss, ik BUPOGHUYY
OinbHULLIO, BIANOBIAA/ILHY 3a
BMPOOHMLTBO Ait0H0I pEHOBUHMN
eTuHinecTpagion. AnbTepHaTUBHOIO
AinbHuLeto 3anuwaeTbes Bayer AG.
Po3ginu 3.2.S.4.1 Ethinylestradiol
(FPM), 3.2.S.4.4 Ethinylestradiol
(FPM) Ta 3.2.R, BKNtoYatouu
BiANOBIAHI po3ainv B Moayni 2 6ynn
OHOB/EHI. KpiM Toro, y 3B'A3ky 3
BWUIyYEHHSIM KOMnNaHii Aspen,
OHOB/IOETLCA po3gin 3.2.5.4.4
aKTyanbHUMK cepTudiikaTamm
aHanisy ans supo6Huka Bayer. Y
po3gini 3.2.S.4.4 (FPM
manufacturer) BU1y4yeHo BUPOGHUKaA
N3 «mibe».

3a peyenmom

UA/15836/01/01

107.

[DKICI @110
KBAJPUBAJE
HT I GC FLU
QUADRIVALEN
T BAKLMHA
ans
MPO®INAKTUK
v revny

cycneHsis gns
iH'ekuili, no 0,5 mn'y
nonepeAHbLO
HarnoBHEHOMY
wnpuui 3
0/1HOPa30BOI0
rosikoto, no 1
wnpuuy B 6rictepi;

LxiCi
Biochapma
Kopn.

Pecny6nika
Kopes

IxiCi biochapma Kopn.

Kopes

BHECEHHS 3MiH A0 peecTpaLiiHNX
MaTtepianis: 3miHu Il Tuny - 3MiHu 3
AakocTi. A®l. BUpobHULTBO. 3MiHM B

AKTMBHIli PEUYOBWHI CE30HHNX,
nepegnaHaemiyHmx abo
naHAeMi4yHMX BaKLMH NPOTK Bipycy
rpvny noavHn (3amiHa wramy(ie) y
Ce30HHUX, NepeanaHiemivyHnx abo

3a peyenmom

He
nionsiecae

UA/18246/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
(PO3LWLENNEH no 1 a6o 10 naHAeMmiyHnX BakLMHax npoTu
WA BIPIOH, 6nicTepis y nayui 3 BIpyCY rpumny /t041HK) - 3MiHa
IHAKTUBOBAH | kapTOHy 3 LUTaMOBOr0 CK1agy BakuuHu Ansa
nin) MapKyBaHHAM npoquiNakTukX rpuny i3 «OunLLEeHNi
iHO3EMHOI MOBOIO 3i iHAaKTMBOBAaHWI BIPYCHWI aHTUreH
CTiKepom rpuny Tuny A [A/Thailand/8/2022
YKpaiHCbKOK MOBOIO; (H3N2)-nogibHuii —
no0,5mny A/Thailand/8/2022 IVR-237]» Ha
nonepeaHbO OunLeHUiA iHaKTMBOBAaHWIA BIpPYCHWIA
HanoBHEHOMY aHTureH rpuny Tuny A
wnpuyi 3 [A/Croatia/10136RV/2023 (H3N2)-
0HOPAa30BOI0 noaioHnin —
ronkoto, no 1 A/Croatia/10136RV/2023 NYMC X-
wnpwvuy B 6nictepi; 425A] Bigbynacs y 3B's13ky 3
no 1 a6o 10 pekomeHpauisamu BOO3
6nictepiB y nauui 3 BCTaHOB/IEHUMW Ha ce30H 2025-
KapToHy 3 2026 p. 3MiHN BHECEHO B IHCTPYKLIitO
MapKyBaHHSAM AN MeAnYHOro 3acToCyBaHHs
YKpaiHCbKOK MOBOIO nikapcbKoro 3acoby B po3ain
«Cknag» Ta, SK Hacnifok, B po3gin
«IMyHonoriyHi i 6ionoriyHi
BNACTMBOCTI» LLLOAO 3MiHM
LUTAMOBOrO CKNagy BakUyHA Y
3B’A3Ky 3 pekomeHpauismu BOO3,
BCTaHOB/IEHUMW Ha ce30H 2025-
2026 pokis
108. | ANKNOPEHAK- | renb, 30 mr/rno50r | TOBAPUCT Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnX be3 peyenma UA/1539/01/02
340POB'A y Ty6i; no 1 1y6i B BO 3 06MEXEHO mMartepianis: 3miHu | TUNYy - 3MiHK 3
POPTE KapTOHHIli KopoobLi OBMEXXEH BiANOBIAA/IbHICTIO AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
(0],0) "papmaLeBTUYHa KOHTpO/1b rOTOBOro NiKapcbKoro
BIANOBIOA KoMnaHia "3gopos'a”, 3acoby. 3miHa napameTpis
NbHICTIO Ykpaina (Bci cTagii cneundikauin Ta/abo AonNycTUMmX
«KOPINMOPA BMPOGHMLTBA, KOHTPO/b MeX roTOBOrO NikapCbKoro 3acoby
LA SKOCTI, BUNYyCK cepii); (3BYXKEHHS A0NYCTUMUX MEX).
«30POB'A TosapucTso 3 CynyTHS 3MiHa. 3MiHW 3 AKOCTI.

»

06MeXeHo
Bi4NoBiAa/IbHICTIO
"papmaLeBTUYHa
KoMnaHia "3gopos'a”,
YkpaiHa (Bci cTagil
BMPOGHMLITBA, OKpIM
KOHTPOJI0 AKOCTI Ta
BUNYCKY cepii)

[oTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/b roTOBOrO NiKapcbKoro
3acoby. 3miHa y meToAax
BUMPOOYBaHHA rOTOBOTrO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPKEHNX MeToAax
BUMPOOYBaHHS) 3BY)XXEHHS
AonycTuMmx Mex cneuudikauii 3a
nokasHukom «Maca BMmicTy
yNakoBKW» 3 BiAMNOBIAHUMMN 3MiHAMMN
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep

peecmpayjiliHo2o

nocBi04Y€eHHs1

y 3aTBepKeHNX MeTodax
BMNPOGYBaHHA roTOBOrO /iKaPCbKOro
3aco6y. 3miHu | TUny - 3MiHK 3
sKocCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbKoro
3acoby. 3miHa y meTogax
BMMNPOOYBaHHA rOTOBOrO NiKapCbKoro
3acoby (He3HayHa 3miHa y
3aTBepAKEHNX MeToAax
BuNpo6yBaHHs) (B.IL.r.2. (a) IA)
npuBELEHHS NMOKa3HWKIB SAKOCTI
«Onuc» Ta «FepMeTUYHICTb
yNakoBKW» METOZIB KOHTPOJIHO SIKOCTi
rOTOBOrO JliKapCbKOro 3acoby y
BiANOBIAHICTb 40 OHOBNEHOT
3arasibHOT MoHorpadii «M’ski
npenapartun 415 HaWKipHOro
3acTocyBaHHsA» 6e3 3MiH KpuTepito
NPUAHATHOCTI 3a AaHUMU
NMOKa3HMKaMMU.

109.

OVUMEKCWA-
NYBHU®APM

renb 50 %, no 40ry
Ty6i; no 1 Ty6i B
nauui 3 KapToHy

AT
"Ny6Hupap
et

YkpaiHa

AT "Nly6Hnchapm"”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
mMartepianis: 3miHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa Ha3BK
nikapcbKoro 3acoby - 3miHa Ha3Bu
NikapcbKoro 3acoby. 3aTBepAKeHO:
ONMETUNCYNb®OKCUL;
3anponoHoBaHo: AVIMEKCU -
NYBHU®APM. BBefieHHA 3MiH
nNpoTArom 6-T1 MicALIB micns
3aTBEPAKEHHS.

6e3 peyenma

niosnsicae

UA/19735/01/01

110.

OUNIPUIAMO
n

Tabnetkv no 25 mr;
no 20 TabneTok y
6nicTepi, no 2
6nicTepy B nayw, 3
KapToHy; no 10
Tabnetok y 6nictepi,
no 4 6nictepu B
nauui 3 KapToHy

My6niuHe
akuioHepHe
TOBapuUCTBO
"HaykoBo-
BUPOBHNYMIA
LEeHTp
"Bopuiariscb
KW Ximiko-
hapmauesT
NYHWIA
3aBog”

Ykpaina

My6niuHe akuioHepHe
TOBapuCTBO "HaykoBo-
BMPOBHUYNIA LLEHTP
"BopLuariBCbKWin XiMiKo-
hapMaLeBTUYHWI
3asof”,
Ykpaina
ToBapucTtso 3
obMexeHo
BiAANOBIAA/ILHICTIO
"Arpochapm”,
YkpaiHa

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLinHnx
MaTepianis: 3miHu | TMny - 3MiHK
uono 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn)
3MiHa y 3B'A3KY YTOUHEHHS
BMKNafeHHsa po3giny "doaaTkoBa
iHchbopmauia. Al-1. Ynakoska" MKA
Ta po3giny 3.2.P.7. 3MiH1 BHECEHO
00 IHCTPYKUiT 4N MeanyHoro
3acTOCyBaHHSA NiKapCbKOro 3acoby
[0 po3giny "Mo6iyHi peakyji” woao
BaX/IMBOCTi 3BiTyBaHHS Npo NOGiyHi
peakuji, Ta [0 TEKCTY MapKyBaHHs
YyMNaKkoBOK NiKapCbKoro 3acoby, a
came - BU1y4eHHs iHchopmaLi ska

3a peyenmom

He
nionsieae

UA/8680/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
HaHOCMTbCA POCINCLKOK MOBOIO Ta
BHECEHHS KOPEKTOPCbKNX NPaBoK No
TekcTy. BBefieHHs 3MiH NpoTarom 6-
TW MiCALIB Nicasa 3aTBEPAKEHHS.
111. | AIOKOP 160 TabneTkn, BKPUTI TOB Ykpaina TOB "®apma Crtapt" YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHnX 3a peyenmom UA/8318/01/01
NAiBKOBOO "ACIHO MaTepianis: 3miHu | TUNy - 3MiHK
060/10HKO10, NO 160 YKPAIHA" wopo 6e3nekv/edpekTMBHOCTI Ta
mr/12,5 mr no 10 hapmakoHarnagy (iHwi 3MiHn) 3miHun
TabneTok B 6icTepi; BHECEHO Y TEKCT MapKyBaHHS
no 1, no 3, no 4 abo nepBuHHOI (M. 6) Ta BTOPUHHOI (M.
no 9 6nictepis y 17) ynakoBOK NikapCbKoro 3acooty
naJui 3 KapToHy (eCTD Bepcis 0006). TepmiH
BBEEHHS 3MiH - NPOTAroM 6 MicAuiB
nicns 3aTBepAkeHHs
112. | AIOKOP 80 TabneTku, BKpUTI TOB Ykpaina TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a peyernmom UA/8318/01/02
N1iBKOBOIO "ACIHO marepianis: 3MiHu | Tuny - 3miHK
060/10HKO10, M0 80 YKPAIHA" wozo 6e3nekn/edhekTMBHOCTI Ta
mr/12,5 mr no 10 thapmakoHarnagy (iHwi 3mMiHu) 3MiHK
TabneTtok B 6ricTepi; BHECEHO Y TEKCT MapKyBaHHS
no 1, no 3, no 4 abo NepBUHHOI (M. 6) Ta BTOPUHHOI (M.
no 9 6nictepiB y 17) ynakoBOK JlikapCbKOro 3acoby
nauuj 3 KapToHy (eCTD Bepcist 0006). TepmiH
BBEEHHS 3MiH - MPOTAroM 6 micsuis
nicnsa 3aTBepKeHHs
113. | AOJ/IMOPIKC Tabnetku no 500 wmr, Mictpan AHrNiA CAI' MAHY®AKTYPIHT, IcnaHis BHECEHHS 3MiH [J0 peecTpaviiiHnx 3a peyenmom UA/20480/01/01
no 10 Tabnetok y Kenitan C.NY. marepianis: 3miHu | Tuny - 3miHu 3
6nicTepi; no 1 MeHemxmeH AaKocTi. CepTudpikat
6nicTepy B nauui 3 T NimiTeq, BignosigHocTi/lE-cepTudikart

KapToHYy

BiANOBIAHOCTI EBpPONECHKIi
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBJ/IEHOrO
cepTudikaTa BigNoOBIAHOCTI abo
BWUTyYEHHS cepTudikaTa
BiNOBIAHOCTI €Bponelicbkilt
hapmakonei: ana Adl; gns
BUXIQHOIO
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; ANns [ONOMIKHOT
peyoBuHM (cepTuddikat
BiANOBIAHOCTI EBpPONENCHKI
thapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif y)Xe 3aTBepIKEHOro
BUPOGHMKA - NOAAHHA OHOB/IEHOTO
CEP Big BXe 3aTBepXeHoro
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Ymosu

Peknam

Howmep

n/n

Hassa
NiKapcbKo20

Popma surnycky
(nikapcbka popma,

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

yBaHHs

peecmpayjiliHo2o
nocBi04Y€eHHs1

3acoby

ynakoska)

BMpobHUKa A®I napauetamony
Angiu Lu'an Pharmaceutical Co.
Ltd., Kutaii. 3aTBepaxeHo:
CEP 2000-124-Rev 11
3anponoHosaHo: CEP 2000-124-
Rev 12

3a peyenmom

UA/20480/01/02

114.

AO/IMOPIKC

Tabnetku no 1000
Mmr no 10 TabneTok y
6nicTepi; no 1
6nictepy B navui 3
KapTOHY

Mictpan
Kenitan
MeHepxmeH
T NimiTeq,

AHrnia

CAI" MAHY®AKTYPIHT,
Cy.

IcnaHis

BHECEHHS 3MiH [JO peecTpaLiiiHnx
marepianis: 3miHu | Tuny - 3miHu 3
AKocTi. CepTudikar
BignosigHocTi/IE-cepTudikar
BiANOBIAHOCTI EBpPONENChKIi
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO
cepTucbikaTa BigNoBigHOCTI abo
BWTyYEHHS cepTudiikaTa
BiANOBiAHOCTI EBpONelichkiit
hapmakonei: ana Adl; ans
BUXiAHOIO
MaTtepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCH Y
BUPOGHMUTBI A®I; AN 4ONOMIKHOT
peyoBuHU (cepTuddikat
BiANOBIAHOCTI EBpPONENChKii
thapmakonei) - OHOB/IeHWA
cepTuqikaTt Bif yxe 3aTBepaKeHoro
BMPOOHMKA - MOJaHHSA OHOB/IEHOrO
CEP Big BXe 3aTBepxeHoro
BMpobHuKa A®I napauetamony
Angiu Lu'an Pharmaceutical Co.
Ltd., Kutaii. 3aTBepaxeHo:

CEP 2000-124-Rev 11
3anponoHoBaHo: CEP 2000-124-
Rev 12
BHECEHHS 3MiH 10 peecTpavLintHnx

3a peyenmom

He

UA/16556/01/01

115.

AONYTErPABI
P

TabneTku, BKpUTI
M/1iBKOBOIO
o60onoHkoto, no 50
mr, no 30 TabneTok
y NNacTrkoBoMy
hnakoHi; no 1
hNakoHy y
KapPTOHHI KOpooL,i

AypobiHao
dapma
Nimitepn

IHais

AypobiHao ®apma
Nimiteg, HOHIT-VII

IHais

MaTepianis: 3miHu | TMny - 3MiHK
wono 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTaBi peryaspHo OHOBJ/THOBAHOIO
3BiTYy 3 6e3nekn NikapcbKoro 3acoby,
a6o pocnigxeHb 3 6e3nekn
3acTocyBaHHS Nikapcbkoro 3acoby B

nicnsipeecTpauiinnii nepioa, abo sk

nionsieae
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

pesynbTaT OLiHKM 3BITY 3
JocnigpkeHb, NpoBeAeHnX
BiANOBIAHO A0 MNaHy nejiaTpuyHmnX
pocnipxeHs (PIP) (3MiHy y3rogkeHo
3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiHV BHECEHI A0
IHCTPYKLUIT ANs MeanYHOro
3aCTOCYBaHHS MikapCbKoro 3acoby
00 po3sgainy "Mo6iuHi peakuyii” woao
6e3nekn 3acTocyBaHHs Ajto4oTl
peyoBuHM 3a pekomeHgauielo PRAC
EMA. BBeeHHS 3MiH NpoTArom 6-Tu
MicALiB nicna 3aTBepAKEHHs. 3MiHU
| TMny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpOTkili
XapakTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpyKLji Ans
MeAMYHOro 3acTOoCyBaHHA
reHepuyHuX/ribpuaHMx/6ionoaibHMX
nNiKapCbKUx 3aco6iB Nicasi BHECEHHS
Tiel camoi 3MiHM Ha pedhepeHTHW
npenapar (3miHa He noTpebye
HaflaHHSA XOAHVX HOBKX AOAATKOBUX
LaHuxX) - 3MiHV BHeCeHi A0
IHCTPYKUiT 4Ns MeanyHoro
3acTOCyBaHHS Nikapcbkoro 3acoby
00 po3ginis "®apmakoTepaneBTMyHa
rpyna" (YTOUYHeHHS),
"®apmakonoriyHi BnacTmBocTi",
"MpoTunokasaHHA", "B3aemopis 3
IHLIMMKM NikapcbkMK 3acobamu Ta
iHLWIi BUAM B3aemogiit”, "OcobmnBoCTi
3acTocyBaHHA" (Y T. Y.
"3acTocyBaHHA y nepiog BariTHoCTi
abo rogyBaHHs rpyaa"), "Cnoci6
3acTocyBaHHA Ta no3un", "MobiyHi
peakuii" BignoBigHO A0 iHchopmavi
pedhepeHTHOro NikapcbKoro 3acoby
(TiBikeid, TabNeTKN, BKPUTI
nAiBKOBOK 060/0HKOI). BBEAEHHSA
3MiH NPOTArom 6-TW MicALiB nicns
3aTBEPAKEHHS

UA/16271/01/01

116.

AOP3ITIM®

OYHi Kpansi, po3ynH
no 5 mMny pakoHi

AT

"KNIBCbKU

Ykpaina

AT "KUIBCbKUA

BITAMIHHWIA 3ABOA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLiiiHnX

mMartepianis: YTOYHEHHS1 HaNnUCaHHs

3a peyenmom
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

nonieTuseHoBomy 3
KpanesibHuLe Ta
KOHTPOJ/IEM NEPLLOro
po3KpuTTA, No 1
hnakoHy B nauuj

n
BITAMIHHU
" 3aBOA"

(BUPOGHMLTBO 3

npoaykuii in bulk

«Padpapm C.A.»,
Ipeuis)

Ha3BW 3asiBHUKa Ta BUPOOHUKA B
Haka3i MO3 YkpaiHu Ne 1054 Big
03.07.2025 B npoLieci BHECEHHSA
3MiH (3MiHY | TMNY - 3MiHW 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBJ/IEHOTO
cepTudikarta BignoBigHOCTI abo
BW/yYEHHS cepTudikara
BiANOBIAHOCTI EBpONeiChKii
thapmakonei: ana A®l; ans
BUXifHOTO
Marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI API; N8 4ONOMIXKHOI
peyoBuHYM (cepTudiikat
BiANOBiAHOCTI EBpoONeiichKiit
thapmakonei) - OHOBIEHWIA
cepTudikaT Bif y)Xe 3aTBepIXEHOro
BMPOGHMKa. MogaHHA OHOBEHOrO
ceptucpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei Ne R1-
CEP 2001-296-Rev 05
(3atBepmxeHo: Ne R1-CEP 2001-
296-Rev 04) ans [jto4oi peqyoBuHU
Tvumonony maneart Bif,
3aTBEPAKEHOro BUPOGHMKA
EXCELLA GMBH & CO. KG Feucht,
HimeuunHa. OHoBneHHss CEP
BiAOYy10Chb y 3B'A3KY foAaBaHHA
aHanizy pUsuKiB HasiBHOCTI
efleMeHTHUX JoMiok). Pefakuis B
Hakasi - MAT "KuiBcbkuii BiTaMiHHUIA
3aBof", YkpaiHa. BipHa pepakuis -
AT "KUIBCbKWIA BITAMIHHUIA
3ABO/A", YkpaiHa.

117.

JNOP3ITIM®

OYHi Kpanni, po34uH,
in bulk: no 100 a6o
200 chnakoHis y
KapTOHHI Kopo6Lyi

AT
"KUIBCbKW
"
BITAMIHHI
" 3ABOA"

YkpaiHa

PA®APM C.A.

peuis

BHECEHHS 3MiH [0 peecTpaLiiiHnX
maTepianiB: yTOUHEHHSI HanMCaHHA
Ha3BW 3asiBHMKa B Hakasi MO3
YkpaiHu Ne 1054 Big 03.07.2025 B
npoueci BHECEHHA 3MiH (3MiHu |
Tmny - 3MiHM 3 akocTi. CepTudikat
BignosigHocTi/l E-cepTudikar

UA/16270/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

BiANOBiAHOCTI EBpoONeiichKiit
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBJ/IEHOTO
cepTudpikata BignoBigHOCTI abo
BW/yYEHHS cepTudikara
BiANOBIAHOCTI EBpONeNiChKii
thapmakonei: ana A®l; ans
BUXifHOTO
Marepiany/peareHTy/npomMikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI A®I; A48 4ONOMIXKHOT
peyoBuHM (cepTudiikat
BiANOBIAHOCTI EBpONeEiiChKiit
thapmakonei) - OHOB/IEHWIA
cepTudikaT Bif y)Xe 3aTBepIXEHOro
BMPOGHMKa. MogaHHA OHOBEHOrO
ceptucpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei Ne R1-
CEP 2001-296-Rev 05
(3atBepmxeHo: Ne R1-CEP 2001-
296-Rev 04) ans [jto4oi peqyoBuHU
Tvumonony maneart Bif,
3aTBEPAKEHOr0 BUPOGHMKA
EXCELLA GMBH & CO. KG Feucht,
HimeuunHa. OHoBneHHss CEP
BiAOYy10Chb y 3B'A3KY foAaBaHHA
aHanizy pusuKiB HasiBHOCTI
efleMeHTHUX AoMiok). Pefakuis B
Hakasi - MAT "KuiBcbkuii BiTaMiHHUIA
3aBof", YkpaiHa. BipHa pepakuis -
AT "KUIBCbKWIA BITAMIHHUIA
3ABO/J", YkpaiHa.

118.

APAMIHA®

Tabnetku no 50 wmr;
no 5 a6o no 10
TabneTtok y 6nictepi;
no 1 6nictepy y
KapTOHHI Kopo6Lyi

AnpaH-
[aneHcbkuit
Na6opaTtopi

oo

Xopsaris

BMPOOHWLTBO, NEPBUHHE
Ta BTOPVHHE NakyBaHHS,
KOHTPO/Ib SIKOCTi, BUMYCK
cepii: Appan-
[aneHcbKuit
Na6opaTopiin 4.4.,
Xopsarisi; KOHTposb
AKOCTi FOTOBOr0O
NpoayKTy -thi3nuHi Ta
XiMiYHi meToam
KOHTPOI0: YHiBEpCUTET
Piekn-Kacegpa
6ioTexHonorii, Xopearis

Xopsaris

BHECEHHS 3MiH [0 peecTpaLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK
oo 6e3nekn/epekTnBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
3MiHN BHECEHO Y TEKCT MapKyBaHHS
nepBuMHHOT (N. 6) Ta BTOPMHHOI (M. 2,
15, 17) ynakoBKu NikapcbKoro
3acoby. TepMiH BBeeHHS 3MiH
npoTArom 6 micsuis nicns
3aTBEPAKEHHS.

6e3 peyenma

UA/8430/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
119. | APOCNIPEM® TabneTku, BKPUTI TOB «MIBE Ykpaina Mibe Mm6X HimeyunHa BHECEHHS 3MiH 10 peecTpaLiiiHnx 3a peyernmom UA/15867/01/01
20 NnNiBKOBOO YKPAIHA» ApuHaimMiTTe b marepianis: 3MiHu | Tuny -
obonoHkoto, no 0,02 AOMiHICTpaTUBHI 3MiHW. BunyyeHHs
Mr/3 mr; no 28 BMPOBHUYOT AiNbHULI (BKNOYAOUN
TabneTtok y 6rictepi LinbHUUi s APl NPOMiDKHOTO
(24 axTuBHI npoaykTy abo rotToBOro NikapCcbKoro
TabneTkn poxeBoro 3acoby, AiNbHUL A8 NpoBeAEHHS
Konoopy + 4 nakyBaHHs, BUPOBHMKa,
TabneTtku nnauebo BiANOBIAA/TLHOIO 3a BUMYCK Cepil,
6in0ro konbopy); o MicLle NpoBefEeHHS KOHTPO/IO cepil)
1, abo no 3, abo no abo nocTayasibHMKa BUXIGHOTO
6 6nicTepis B mMarepiany, peareHty abo
KapTOHHI ynakoBLi [LOMOMDKHOT PEYOBUHM (AKLLO
3a3HayeHo y A0CbE). BunyyeHHs
BMpo6Huka A®I Ethinylestradiol, a
came ASPEN OSS B.V.,
Kloosterstraat 6, The Netherlands-
5349 AB Oss, K BUpOGHUYY
OinbHULLO, BIANOBIAA/ILHY 3a
BMPOOHMLTBO Ait040i pEHOBUHMN
eTuHinecTpagion. AflbTepPHATUBHO
AinbHuLeto 3anuwaeTbes Bayer AG.
Po3ginu 3.2.S.4.1 Ethinylestradiol
(FPM), 3.2.S.4.4 Ethinylestradiol
(FPM) Ta 3.2.R, BkNtovatouu
BiANOBIAHI po3ainv B Moayni 2 6ynn
OHOBJIEHI. KpiM TOro, y 3B'A3Ky 3
BW/TyYEHHSIM KOMnNaHii Aspen,
OHOB/IOETLCA po3gin 3.2.5.4.4
aKkTyaslbHUMK cepTudikatamm
aHanisy ans supo6Huka Bayer. Y
po3gini 3.2.S.4.4 (FPM
manufacturer) BU1y4YeHo BUPOOHMKa
N3 «mibe».
120. | APOCNIPEM® TabneTkn, BKPUTI TOB «MIBE Ykpaina Mi6e M'meX HimeuunHa BHECEHHS 3MiH A0 peecTpaLiiHnX 3a peyenmom UA/15868/01/01
30 NAiBKOBOO YKPAIHA» ApuHaiimiTTens marepianis: 3miHu | Tuny -

060/10HKO10, Mo 0,03
Mr/3 mr; no 21
Tabnetui y 6nictepi;
no 1, a6o no 3, abo
no 6 6nictepis y
KapTOHHI ynakoBLi

AAMiHICTpaTVBHI 3MiHW. BuiyyeHHs
BMPOGHNYOI AiNbHUL (BKNOYAOUN
OinbHUUi ansa APl NPOMIKHOTO
npoAyKTy abo roToBOro fnikapcbKoro
3acoby, AiNbHULI 4518 NpoBeAEeHHS
nakyBaHHS, BUPOGHMKa,
BiANOBIAA/ILHOIO 3a BUMYCK Cepil,
MiCLie NpoBeAEHHSA KOHTPOSIIO Cepil)
ab60o nocTavyasibHMKa BUXigHOrO
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

mMaTtepiany, peareHty abo
[,0MOMDKHOT PEYOBUHM (SIKLLLO
3a3HayeHo y JoCbE). BunyyeHns
BMpo6Huka A®I Ethinylestradiol, a
came ASPEN OSS B.V.,
Kloosterstraat 6, The Netherlands-
5349 AB Oss, 5K BUPO6HMYUY
AiNbHULIO, BignoBiganbHy 3a
BMPOGHMLTBO Ait040i PeYOBUHM
eTuHinecTpagion. AnbTepHaTUBHOI
AinbHuUeo 3amwaetbca Bayer AG.
Po3zginu 3.2.S.4.1 Ethinylestradiol
(FPM), 3.2.S.4.4 Ethinylestradiol
(FPM) Ta 3.2.R, BK/o4atoum
BiANOBIAHI po3ainv B Moayni 2 6ynn
OHOB/EHI. KpiM Toro, y 3B'A3ky 3
BWTyYEHHAM KOMNaHii Aspen,
OHOBJIIOETLCSA po3gin 3.2.5.4.4
aKTyanbHUMK cepTudikaTamm
aHanisy ans sBupobHvika Bayer. Y
po3gini 3.2.S.4.4 (FPM
manufacturer) BUny4YeHO BUPOGHMKA
13 «mibe».

121.

LYOTPAB®

Kpanni o4Hi; no 2,5
My chnakoHi-
KpanenbHuui; no 1
oNnakoHy-
KpanesnbHuLi B
MPOMIXHI ynakoBLi,
L0 BKNaJa€ETbCA B
KOPOOKY 3 KapTOHY

Hosapric
Papma Al

LLiBeiuapis

AnKoH KyBpbop

Benbriga

BHECEHHS 3MiH [0 peecTpaLiiiHnX
MaTepianis: 3miHu | TMny - 3MiHK
oo 6e3nekn/epekTnBHOCTI Ta
chapmakoHarnsgy. BeefeHHsa abo
3MiHW [0 y3arasibHeHWX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX Npo
cuctemy hapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0CO6M,
BiANOBiAA/IbHOI 32 3AiACHEHHS
chapmakoHarnsgy; KOHTakTHOI 0cobm
3 thapmakoHarnsgy 3asiBHVKa Ans
3qificHeHHs hapmakoHarnsay B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0CO6M,
BiANOBiAA/IbHOI 32 3AiCHEHHS
hapmakoHarnagy (Bkiovaiouu
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHO!
0cobw, BignoBiganbHOI 3a

3a peyernmom

UA/6292/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep

peecmpayjiliHo2o

nocBi04Y€eHHs1

hapMakoHarnag. 3miHa
MiCLie3HaxXoMKEHHS MmacTep-hainna
cmcTeMu dpapmakoHarnagy. 3miHa
MicLs 34iACHEHHSI OCHOBHOT
LOiSbHOCTI 3 dpapmakoHarnsgy

122.

EBKABA/NI®
BA/Ib3AM

emynbceis, 3r/10r B
100 r, no 25 mn, abo
no 40 mn, abo no
100 mn B Ty6i, no 1
Ty6i B KQPTOHHIA
KopoobUi

Ecnapma
M6X

HimeuunHa

BUNycK cepii: Ecnapma
M6X, HimeuuunHa;
BMPOGHMLTBO
Hepo3hacoBaHoro
NPOAYKTY, NEePBUHHE
nakyBaHHs!, BTOPUHHE
nakyBaHHs, KOHTPO/Tb
AKOCTI: JlixTeHxenosaT
MM6X dapmaueBTnyHa
thabpuka, HimeuunHa

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
mMartepianis: 3miHu | TUNYy - 3MiHK 3
akocTi. CepTucpikat
BignosigHocTi/l E-cepTudikar
BiANoOBiAHOCTI EBpoONeiichkiit
thapmakonei/MmoHorpadii. NogaHHs
HOBOro abo OHOBJ/IEHOTO
cepTudikarta BignoBigHOCTI abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONENiChKi
thapmakonei: gna A®l; ans
BUXifHOTO
mMaTtepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI A®I; AnS 4ONOMIKHOT
peyoBuHU (cepTudikar
BiANoBiAHOCTI EBpoNelichkiit
thapmakonei) - OHOBIEHWIA
cepTuaikar Bif yXe 3aTBeppKeHoro
BUPOGHMKa OHOBNEHHss CEP
BMPOGHMKA eBKasinToBOI 0Nl
Frey&Lau GmbH o6ymoBneHo
3MIHOI Ha3BW NMPOMIXHOIo
BMpO6HMKa 3 “Kunming Zhengdong
Flowers Cultivation Co. Ltd."Ha
“Yunnan Zhengdong Spices Co.
Ltd.” 3aTtBepmxeHo: CEP R0-2017-
309-Rev00 3anponoHoBaHo: CEP
R0-2017-309-Rev01

6e3 peyenma

UA/5753/01/01

123.

EBKANIMATA
nncTA

Maca nogpioHeHa
(cybeTaHuis) y
MilLKax nanepoBux
ans
chapmaueBTUYHOro
3aCTOCYyBaHHSA

MPAT
"XIMOAPM3
ABO/,
"YEPBOHA
3IPKA"

YkpaiHa

MPAT
"XIMOGAPM3ABO/,
"YEPBOHA 3IPKA"

YKpaiHa

BHECEHHS 3MiH A0 peecTpaLiiHNX
mMartepianis: 3miHu | Tuny -
AOMIHICTpaTMBHI 3MiHKU. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpauiiHoro NocBigYeHHs) -
3MiHa HaliMeHyBaHHS 3asBHUKa
(BnacHvika peecTpauiiHoro
nocsigyeHHs). 3MiHu | Tuny -
AOMIHICTpaTVBHI 3MiHK. 3MiHa
HaliMeHyBaHHs1 Ta/abo aapecu micus

UA/15734/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

NPOBaPKEeHHSA AiS/IbHOCTI
BMPOGHMKA (BK/IOYAoUM, 3a
HeoObXiAHOCTI, MicLe NpoBeaAeHHS
KOHTPOJI0 SIKOCTI), abo Br1acHuKa
macTep-aiina Ha Adl, abo
noctavanbHuka Adl/BnxigHoro
MaTtepiany/peareHTy/npoMiKHOro
NpoAyKTY, L0 3aCTOCOBYOTbCA Y
BMPOGHMLTBI A®I (SKLLLO 3a3HaYeHO
y [OCbE Ha Nnikapcbkuii 3aci6) 3a
BiACYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONeiChKii
hapmakonei y 3aTBepKeHoMy
[oCbe, ab0 BUPOOGHMKA HOBOI
[L,0MOMIXHOT PEYOBUHM (SIKLLLO
3a3HayveHo y [1OCbE) - 3MiHa
HalilMeHyBaHHs BUpoOHuka Ad|

124,

EHrICTON
IH ek

PO34MH ANS iH'eKLi
no 1,1 mn B amnyni;
no 5 amnyny
KOHTYpHIl
YapyHKoBIl
ynakosui; no 1, abo
no 2, abo no 20
KOHTYPHUX
YapyHKOBUX
ynakoBOK Y KOpO6Li
3 KapTOHY

Bionoriwe
Xannbmitre
Nb Xeenb
m6X

HimeuunHa

Bionoriwe
Xainbmitrenb Xeesnb
mM6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX

mMartepianis: 3miHu | TUNY - 3MiHK 3

AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrtema

KOHTelHep/3aKkynoptoBasibHUii 3aci6.

3MiHa nocTavyasbHyKa nakyBaslbHUX
matepianis abo KOMNIEKTYHUNX
(AKLLO 3a3HAYEHO B AOCLE)
(BUNYyYEHHA nocTavasibHMKa) -
BWIyYeHHS iHdhopmaLii npo
nocTayanbHuKa nakyBasibHOro
marepiany (amnynu). 3miHu | Tuny -
3MiHu 3 siKoCTi. [OTOBWMIA NiKapCbKuii
3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHWiA 3aci6.
3MiHa napameTpiB cneuudikauiii
Ta/abo foNyCTUMUX MEX NEPBUHHOI
yNakoBKW rOTOBOrO NiKapCbKoro
3aco06y (iHWi 3MiHWN) — BHECEHHS 3MiH
[0 cneumdikayii Ha amnynu, a came
He3HayHe KOpuryBaHHs KpuTepiis
NPUAHATHOCTI AN1A NokasHuka “Break
strength” (BepxHs Mexa Br1acHol
cneuudikaLii KoMnaHii TPoxm
CKOpUroBaHa, BpaxoByoun
3ara/ibHOBU3HaHa MakcuMasibHa
MiLHICTb Ha po3puB, onncaHa B
ctaHgaptax DIN gna amnyn 1 mni 2

3a peyenmom

UA/2053/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
M)
125. | EHTEPOXXEPMI | kancynu; Ne 12, Ne TOB Ykpaina Onenna Xenckea Itani ITanis BHECEHHS 3MiH 40 pPeecTpaLiiHnX be3 peyenma | nidnsizae UA/4234/02/01
HA® 24 (12x2): no 12 "Onenna C.p.n. martepianis: 3miHu Il Tuny - 3miHn
Kancyny 6nictepi; Xenckea wopo 6e3sneku/edpekTMBHOCTI Ta
no 1 a6o 2 6nictepu YkpaiHa" thapmakoHarnagy. 3MiH1 y KOpOTKili
B KapTOHHIi kopo6Lyi XapaKTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMNYHOro 3aCTOCYBaHHS y 3B'A3Ky
i3 HOBUMU @HVMK 3 AKOCTI,
OOKNIHIYHUMMA, KNIHIYHUMY AaHUMKW
Ta JaHumu 3 dpapmakoHarnsgy -
3MiHV BHECEHO B iIHCTPYKLit0 AN
MeAMYHOro 3acTOCyBaHHSA
NiKapcbKoro 3acoby Ao posainy
"apmMakosioriyHi BNactmsBocCTi".
TepMiH BBEEHHSA 3MiH NPOTArom 6
MicsILLiB NicNs 3aTBEPAKEHHS.
126. | EHTEPOXXEPMI | cycneHsisi opasibHa,; TOB Ykpaina Onenna Xenckea Itani ITanis BHECEHHS 3MiH 10 peecTpaLiiiHnX be3 peyenma | nidnsicae UA/4234/01/01
HA® Ne10; Ne20 (10x2): "Onenna C.p.n. marepianis: 3miHu Il Tuny - 3MiHn
no 5 mn y donakoHi; Xenckea wozo 6e3nekn/edhekTMBHOCTI Ta
no 10 donakoHi., YkpaiHa" thapmakoHarnagy. 3MiHU y KOpOTkili
3'eHaHNX MiX XapaKkTepucTuLli NikapcbKoro 3acooby,
coboto TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
nonieTnIeHoBo MeAMYHOr0o 3aCTOCYBaHHS y 3B’A3KY
nepemmnykoto, y i3 HOBUMU @HVMK 3 AKOCTI,
kaceTi; no 1 a6o 2 OOKNIHIYHUMUA, KAIHIYHUMW aHUMK
KaceTu B KapTOHHIl Ta gaHumu 3 hapmakoHarnagy -
Kopoo6Li 3MiHWN BHECEHO B IHCTPYKL,il0 ANA
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby [0 po3ainy
"®apmakonoriyHi BnactneocTi” Ta
pefaroBaHo TEKCT y po34ini
"3acTocyBaHHS y nepiog, BariTHOCTI
abo rogyBaHHs rpyaa".
TepMiH BBEAEHHS 3MiH - NPOTAroM 6
MicsLiB MicNsa 3aTBepAXXEHHSA
127. | EHTEPOXXEPMI | cycneHsis opasibHa; TOB YkpaiHa BVMPOGHWLTBO, NEPBUHHE ITanisa BHECEHHS 3MiH 10 peecTpavLinHnx bes peyenma | nidnszae UA/15608/01/01
HA® ®POPTE Ne 5:no5mny "Onenna Ta BTOPVHHE MakKyBaHHS, matepianis: 3miHu Il Trny - 3MiHK
hnakoHi; no 5 Xenckea KOHTPO/1b Ta BUMYCK wopo 6e3snekun/edpekTMBHOCTI Ta
h1aKkoHiIB, YkpaiHa" cepii: chapmakoHarnsgy. 3MiHN y KOpoTKili
3'€HaHNX MiX Onenna Xenckea ltani XapaKTepucTuLi Nikapcbkoro 3acoby,
co6oto C.p.n., Itanis; TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns

nosieTnIeHOBO
nepemMmnyKoro, y
kaceTi; no 1 kaceTi B

BTOPVHHE NaKyBaHHS:
HeonomxwucTika C.p.n.,
ITanisa

MeJMYHOro 3aCTOCYBaHHSA y 3B’AA3KY
i3 HOBUMY A@HVMK 3 SKOCTI,
OOKNIHIYHUMMN, KNIHIYHUMY AaHUMKN
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
KapTOHHi kopobuy; Ta faHumu 3 chapmakoHarnsgy.
Ne 10; Ne 20 (10 x 3MiHM BHECEHO B iIHCTPYKLit0 oNs
2:no5mny Me[MNYHOro 3aCTOCyBaHHS
dhnakoHi; no 10 niKapcbKoro 3acoby A0 po3ainy
hN1aKkoHiB, "apmakonoriyHi BracTneocTi” Ta
3'€HaHNX MiXK peAaroBaHo TEKCT y po3ginax
cob6oto "Toka3aHHsA" Ta "3acTocyBaHHA y
nonieTn1eHoBO nepiog, BariTHOCTi abo rogyBaHHs
nepemMunykolo, y rpyaAar”. TepmiH BBEAEHHS 3MiH -
KaceTi; no 1 a6o 2 npoTarom 6 Micauis nicns
KaceTun B KAPTOHHIl 3aTBepKeHHS.
KOpoobLi
128. | EHTEPON 250 kancynu no 250 wmr, BIOKOZEKC PpaHuis BIOKOAEKC PpaHuis BHECEHHS 3MiH [JO peecTpaLiiiHnx 6e3 peyenma UA/6295/02/01

no 10 a6o no 20,
a6o no 30, a6o no
50 kancyn y nnswui
CKNSAHiIi; no 1
NAAWLI CKNSHIA Y
KapTOHHI kopobuy;
no 5 kancyny
6nicTepi; no 2 abo
no 4, a6o no 6
6nictepiB y
KapTOHHI kopobuy;
no 6 kancyny
6nictepi; no 5
6nicTepiB y
KapTOHHI Kopo6Lyi

marepianis: 3miHu | Tuny -
AMiHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
3asBHVKa (BNacHvka
peecTpauiiHoro noceig4eHHs) 3miHa
MiCLLe3HaxX0MKEHHS OPUANYHOT
ocobun 3asBHVKa (BnacHuka
peecTpaLiiHOro NocBigYEHHS):
3MiHu | TUnNY - 3MiHK Woao0
6e3nekn/edeKkTNBHOCTI Ta
chapmakoHarnsgy. BeefeHHsa abo
3MiHM 0 y3ara/ilbHEHUX JaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHA y3arasibHeHUX AaHuX npo
cuctemy hapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0CO6M,
BiANOBiAA/IbHOI 32 3AiCHEHHS
hapmakoHarnsay; KOHTakTHOT ocobu
3 thapmakoHarnsgy 3asiBHVKa Ans
3qificHeHHs hapmakoHarnsay B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0CO6M,
BiANOBiAA/IbHOI 32 3AiCHEHHS
hapmakoHarnagy (Bkaovaiouu
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXKEHO!
oco6u 3asiBHMKA, BiANoBiAa/bHOT 3a
hapMakoHarnsg. 3miHa
MiCLie3HaxXoMKeHHs macTep-hainna
cuctemn chapmakoHarnsagy. 3miHa
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Ymosu

Peknam

Howmep

n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

yBaHHs

peecmpayjiliHo2o
nocBi04Y€eHHs1

MicLs 34iACHEHHSI OCHOBHOT
AISNbHOCTI 3 hapmakoHarnsgy.
3MiHa KOHTaKTHOT 0CO6Y 3asBHNIKA,
BiANoBIAA/ILHOT 32 hapmakoHarnsz
B YkpaiHi. [itova pepakuis: Lanka
OneHa BonognmupisHa.
MponoHoBaHa pepakuis: Bucoubka
Onebra NpuropisHa. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0Co6u
3asBHVKa, BignoBigabHOI 3a
thapmakoHarnag B YkpaiHi. 3minu |
TMNy - AQMiHICTPaTVBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro
niKapcbKoro 3acoby, BKIoYatoum
AinbHULUI BUNYCKy cepii abo micue
NPOBefEeHHA KOHTPOJIIO SIKOCTI.
(gisnbHICTb, 3a Ky Bignosigae
BMPOGHMK/IMNOpTEp, BKIOYaYM
BWMYCK cepiil) 3miHa 1opuanyHoi
afpecu BUpobHUKa Y 3B'A3KY 3i
3MIHOI po3TallyBaHHS ro/I0BHOTO
odpicy, Lo BigobpaxaeTbcs B
YCTaHOBYUX [OKYMEHTax sk
ropuanyHa agpeca BMpo6Huka, 6e3
3MiHM MicUsl BUPOGHMUTBA.

3a peyenmom

He

UA/15405/01/01

129.

EHTUBIO®

NOPOLLIOK ANA
KOHLEHTpaTy AN
PO34nHyY Ans
iHdpy3iin no 300 wr;
no 1 dpnakony y
KapTOHHI Kopo6Lyi

Takepa
dapma A/C

[JaHis

BMpo6HULUTBO /13 Ta
NepBUHHE NaKyBaHHS:
Xocnipa, IHk., CLUA,
BMpo6HULTBO /13,
KOHTPO/Ib SIKOCTi cepii:
"CTepwbHICTL",
"MexaHi4Hi BK/IYeHHs",
NepBUHHE NaKyBaHHS:
MarteoH Itania C.MN.A,,
ITanis;
BTOPUHHE NakyBaHHS,
KOHTPO/b AKOCTI cepil,
[03BiN Ha BUMNYCK cepii:
Takega ABcTpis TM6X,
ABCTpIfA; KOHTPO/Tb
AKOCTI cepil:
Ne6kopn Epni

CWA
[ITanisa/
ABCTpIf
/Benuka
BpuTtaHis/
Himeuunna/
AnoHis

[esenonmeHt

BHECEHHS 3MiH [JO peecTpaLiiiHnx
marepianis: 3miHu | Tuny - 3miHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpPO/b roTOBOrO MikapcbKoro
3acoby. 3miHa y meToAax
BUMPOOYBaHHA rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPKEHNX MeToAax
BMNPOGYBaHHS) - 3MiHa MeToay
"Uac BigHOBMEHHA", a came A0
npoueaypuv: Onuc i yac BigHOBNEHHS
niodpinizoBaHOro Nikapcbkoro
npenapary. Bigbynacb 3amiHa
Kaniépy ronkm 3 18 (1-1/2 groiima) Ha
lonka kanibpy 21 a6o meHwa (1-1/2
naroiima). Lis 3MiHa He BnMBae Ha
BepudikaLito MOPiBHAMBHOTO

mMeToay, cneumndikauito 113 abo

nionsieae
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1

Nab6opaTtopis JlimiTes,
Benuka BputaHis;
KOHTPO/Ib SKOCTI cepii:
"CTepunbHICTL" Ta
"BakTepianbHi
€HOOTOKCUHN™:
Bikxem Jlabopatopi3
Niviten, Benvka
BpuTaHis;
KOHTPO/b AKOCTI cepii:
"BU3HayveHHA
3B'A3yBaHHA"
Yapnb3 Pisep
NabopaTtopi3 HimeuyunHa
m6X, HimeuunHa,;
BMpo6HULTBO /13,
KOHTPOb SKOCTI cepil,
NepBUHHE MakKyBaHHS:
Takefa ®apmacbloTikan
KomnaHi f1T4., Xikapi
nnaHT, AnoHis

KpuTepii NPUAHATHOCTI. BBEAEHHS
3MiH NpoTArom 6-Tu MicALUiB nicns
3aTBEPMKEHHA. 3MiHK | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaXEHHS AiS/IbHOCTI
BMpO6HUKa (BK/IOYaoun, 3a
HeoObXiAHOCTI, MicLe NpoBeaeHHs
KOHTPO/IH0 SIKOCTI), @60 BacHuKa
macTep-aiina Ha Adl, abo
noctavanbHuka Adl/BnxigHoro
Marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 3aCTOCOBYIOTHLCS Y
BMPOGHMLTBI API (SKLLO 3a3HAYEHO
y [OCbE Ha Nnikapcbkuii 3acib) 3a
BiiCYTHOCTI cepTudikaTta
BiANOBIAHOCTI EBpPONENCHKI
thapmakonei y 3aTBepKeHOMY
nocbke, abo BUpo6HMKa HOBOIT
[,0MOMDKHOT PEYOBUHM (SIKLLLO
3a3HayeHo y A0Cbe) - 3MiHa Ha3Bn
BMpPOOHUKa, BiANOBILaILHOIO 3a
npoBefeHHs BUNPOoOyBaHb 3
KOHTPOJIIO AKOCTI [iH0H0T pevyoBUHM
BefloNisymab. BUpobHuya AinbHuLA,
ajpeca Ta yci BUpo6HuYi onepauii
3a/MWATHCA HE3MIHHUMU.
BBefeHHA 3MiH NPOTAroM 6-Tn
MiCALIB MiCNA 3aTBEPKEHHS. 3MiHM
| TUny - AOMIHICTPaTWBHI 3MiHW.
3MiHa HalimeHyBaHHs Ta/abo
agpecu Micusa NpoBamkKeHHs
AisSnbHOCTI BUpo6bHuUKka/imnopTepa
roTOBOro NikapcbKoro 3acoby,
BK/IHOYAIOUN AiNbHULi BUNYCKY cepil
abo micue NpoBefeHHsI KOHTPOSTO
AKOCTI. (QiSNIbHICTb, 3a SKY
BiAgnosigae BMpPoGHMK/iMNopTep, He
BK/IOYAl0UM BUMYCK cepiid) - 3miHa
Ha3BW BUPOBHMKA, BiANOBIAA/TLHOIO
3a KOHTPO/b AKoCTi cepii MN3.
Bupo6Huya ginbHuus, agpeca Ta yci
BMPOGHUYI onepauii 3a/mLaTbcs
He3MiHHUMU. BBeAeHHS 3MiH

npoTsArom 6-Tv MicsuiB nicns
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

3aTBEePMKEHHSA. 3MiHK | TUny -
AOMiHICTpaTMBHI 3MiHW. BunyyeHHs
BMPOGHUYOI AiNbHUL (BKIOYAKUN
LinbHUU ans APl NPOMKHOTO
npoAayKTy abo rotoBoro Nikapcbkoro
3aco6y, AiNbHULI 4519 NpoBeAeHHS
nakyBaHHs, BUPOGHMKa,
BiANOBIA&UILHOrO 3a BUNYCK Cepil,
MicLie NpoBeAEHHS KOHTPOJIIO cepil)
abo nocrtavasibHMKa BUXIAHOMO
maTepiany, peareHty abo
[L,0MOMIXHOT PEYOBUHM (SIKLLLO
3a3HayYeHo y [0CbE) - BunyueHHs
BMpo6HuKa N3 BignosiganbHOro 3a
BTOPWHHE MakKyBaHHSA Ta [03BiN Ha
Bunyck cepii: Aendapm Hosapa
C.p.n. (Bia Kpo3a, 86 - 28065
YepaHo (HO), ITanis). 3anuwaeTtbesn
anbTepHaTUBHUI BUPOBHUK KOTpUii
BVKOHYE Ti X cami (PyHKLT, Lo 7
BUNy4YeHuii: Takega ABcTpis Mm6X,
ABCTpIisi. 3MiHN BHECEHO B
IHCTPYKLjO A48 MeanyHoro
3aCTOCyBaHHS NiKapcbkoro 3acoby y
po3ainn «BMpo6HuK» Ta
«MicLe3HaxomKkeHHs BUPOGHMKa Ta
agpeca MicLs NpoBaXeHHS oro
LiSiNIbHOCTI», K HACifoK —
BW/TYYEHHS IHCTPYKLT ANns
MeAMYHOr0o 3aCTOCYBaHHA Ta TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby A/151 NeBHOro BUPOGHMKA.
BBegeHHs 3MiH NpoTsArom 6-tv
MicALiB Nicnsa 3aTBepAKEHHS. 3MiHU
| TMny - 3MiHK Woao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -
3MiHn fo po3giny "MapkyBaHHS"
MKSA N13. OHOB/IEHHA TeKCTy
MapKyBaHHS MepBUHHOT Ta
BTOPWHHOT yNakoBOK MiKapCbKOro
3acoby. BBegeHHs 3MiH MpoTArom 6-
TW MiCALIB NicAs 3aTBePAKEHHS.

130.

ENOBIOKPUH

PO34MH ANS iH'eKUii
no 1000 MO; no 1

TOB "®3
"CTALA"

Ykpaina

TOB "®3 "CTAJA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLiiiHnX
MaTepianis: 3MiHu | Tuny -

3a peyenmom

He
niossicae

UA/17088/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
M/1 B nonepegHbLo AAMiHICTpaTVBHI 3MiHW. 3MiHa
HarnoBHEHOMY HaliMeHyBaHHS1 Ta/abo agpecu
wnpuuy; no 5 3asBHMKa (BacHukKa
nonepegHL0 peecTpauiiHoro noceigYeHHs) 3miHa
HamnoBHEHWNX HallMeHyBaHHS 3asiBHUKa BNnacHuKa

wnpuuiB y 6nictepi;
no 1 6nictepy y
nauuj; no 1 mn B
amnyni; no 5 amnyn
y 6nictepi; no 1
6nictepy y nauui

peecTpauiiHoro nocBig4YeHHs. 3MiHu
BHECEHO B KOPOTKY XapakTepucTuky
NiKapcbKoro 3acoby y po3ain
"BnacHuk peecTpadiiHoro
noceig4yeHHn". TepMiH BBEEHHA
3MiH - NpPOTAroM 6 MicAUiB nicns
3aTBEPMKEHHA. 3MiHK | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaXEHHS AiS/IbHOCTI
BMpo6HUKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKoYatoum
AinbHUUI BUNYCKy cepii abo micue
NpPoBeEHHA KOHTPOJIKO SKOCTI.
(@isinbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMNOpTEp, BK/OYaUM
BUNYCK Ccepiil) 3MiHa HaliMeHyBaHHs
BMPOGHMKA rOTOBOTO NiKapCbKOro
3acoby. BupobHuya ginbHuus Ta BCi
BMPOGHUYI onepauii 3a/mLaTbcs
HEe3MiHHMMKW. 3MiHN BHECEHO B
IHCTpYKLjl0 A58 MegnyHoro
3aCTOCYyBaHHA Ta KOPOTKY
XapaKTepUCTUKY JiKapCbKOro 3acoby
y po34in "BUpo6bHUK" 3 BignoBigHNMM
3MiHamMK B TEKCTi MapKyBaHHS
ynakoBoK. TepMiH BBEAEHHS 3MiH
npoTsArom 6 micsuis nicns
3aTBEpPKEHHS. 3MiHY | TNy - 3MiHW
oo 6e3nekn/epekTnBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHeHWX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX Npo
cuctemy chapmakoHarnagy, amiHa
YMOBHOBaXEHOI 0CO6Y,
BiANOBiAA/IbHOT 32 3AiCHEHHS
chapmakoHarnsgy; KOHTaKkTHoi 0cobm
3 thapmakoHarnsgy 3asiBHVKa Ans
3AiliCHEHHS1 chapMakoHarnsay B
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

YKpaiHi, AKL0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0COobY,
BiANOBiAA/IbHOI 32 3AiCHEHHS
thapmakoHarnagy (Bkiovaouu
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
0co6u 3asiBHMKA, BiANoBiAa/bHOT 3a
hapmakoHarnsag.
3MiHa Homepa MacTep-thaina
cuctemu chapmakoHarnagy. 3Minu |
TMny - 3MiHKU WoA0
6e3nekn/edeKTNBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) 3MiHu
BHECEHO Y TEKCT MapKyBaHHS
BTOPUHHOI (n. 3, 11, 17) ynakosku
nikapcbKoro 3acoby. TepmiH
BBEJEHHS 3MiH - NPOTAroM 6 MicAuiB
nicns 3aTBepAKEHHS.

131.

ENOBIOKPUH

PO34MH ANS iH'eKLi
no 2000 MO; no 1
M1 B nonepesHbLo
HarnoBHEHOMY
wnpudy; no 5
nonepeaHbLO
HarnoBHEHWNX
winpuvyis y énicrepi;
no 1 6nictepy y
nayyi; no 1 mn s
amnyni; no 5 amnyn
y 6nictepi; no 1
6nicTepy y nauui

TOB "3
"CTALA"

YkpaiHa

TOB "®3 "CTALA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
mMartepianis: 3miHu | Tuny -
AfMiHICTpaTMBHI 3MiHU. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
3as1BHUKaA (BnacHuka
peecTpauinHoro NoceigYeHHs) 3miHa
HaliMeHyBaHHS 3aABHMKa BNacHUKa
peecTpauiiiHoOro nocBig4YeHHs. 3MiHu
BHECEHO B KOPOTKY XapakTepucTuky
nikapcbKoro 3acoby y po3ain
"BnacHuk peecTpadiiiHoro
noceigyeHHs". TepmiH BBEAEHHS
3MiH - NPOTArom 6 micsAuiB nicns
3aTBEPMKEHHS. 3MiHK | TUny -
AfMiHICTpaTMBHI 3MiHU. 3MiHa
HalilMeHyBaHHA Ta/abo agpecy Micus
NPOBaPKEHHS AiSIbHOCTI
BMPOGHMKa/iMnopTepa rotosoro
NiKapCbKOro 3acoby, BK/IOYAUM
OinbHUL BUNYCKy cepii abo micue
NpPOBefEHHS KOHTPO/IHO SKOCTI.
(gisnbHICTb, 3a AKy Bignosigae
BUPOGHMK/IMNOPTEP, BKIKOYAOUM
BMNYCK Cepiin) 3MiHa HaliMeHyBaHHs
BMPOGHMKA FOTOBOrO J1iKapCbKOro

3a peyernmom

He
nionsieae

UA/17088/01/02




124

n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

3aco6y. Bupo6Huya ainbHuLA Ta BCi
BMPOGHMWUYI onepauii 3asmwaTbes
He3MiHHMMU. 3MiHN BHECEHO B
IHCTPYKUiO 4N MeguyHoro
3aCTOCYBaHHS Ta KOPOTKY
XapakTepucTuKy nikapcbkoro 3acoby
y po3gin "Bupo6HuK" 3 BignoBigH1Mm
3MiHaMu B TEKCTi MapKyBaHHS
ynakoBoK. TepMiH BBEe4EHHS 3MiH
npoTarom 6 Micauis nicns
3aTBEPMKEHHS. 3MiHKM | TUny - 3MiHK
woao 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo
3MiHM [0 y3ara/ibHEHNX JaHuX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3ara/lbHEHVX AaHUX NPo
cuctemy chapmakoHarnsgy, amiHa
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobm
3 (hapmakoHarnagy 3asBHvKa gns
3AiliCHEeHHs1 chapmakoHarnagy B
YkpaiHi, AKLL0 BOHA BiAMIHHA Bif
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnagy (Bkavarun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLEHHI MacTep-thaiina cuctemm
hapmakoHarnsigy) 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
0cobu 3asiBHUKA, BIANOBIAA/LHOT 38
hapMakoHarnag.
3MiHa HoMepa macTep-ghaiina
cuctemu chapmakoHarnagy. 3miHn |
TMny - 3MiHKU Woa0
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHu) 3MiHK
BHECEHO Y TEKCT MapKyBaHHs
BTOPUWHHOI (n. 3, 11, 17) ynakoBku
nikapcbKoro 3acoby. TepMiH
BBEEHHS 3MiH - NPOTArom 6 micsuis
nicns 3aTBepKeHHs.

132.

EMOBIOKPUH

PO3YMH ANs iH'eKL;it
no 4000 MO; no 1
M/ B nonepegHbLo

TOB "®3
"CTALA"

YkpaiHa

TOB "®3 "CTALA"

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHnx
marepianis: 3miHu | Tuny -
AOMiHICTpaTMBHI 3MiHK. 3MiHa

3a peyenmom

He
nionseae

UA/17088/01/03
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
HanoBHEHOMY HalimeHyBaHHs Ta/abo agpecu
wnpuyy; no 5 3asBHVKa (BNacHvka
nonepeaHbO peecTpauiiHoro noceig4eHHs) 3miHa
HanoBHEHWX HaliMeHyBaHHS 3asBHMKa BNacHuKa

wnpuuis y 6nictepi;
no 1 6nictepy y
naJui; no 1 mn B
amnyni; no 5 amnyn
y 6nicTepi; no 1
6nictepy y nauui

peecTpavuiiniHOro noceig4eHHs. 3MiHn
BHECEHO B KOPOTKY XapaKkTepucTuky
nNiKapcbKoro 3acoby y po3ain
"BnacHuk peecTpadiiHoro
noceigyeHHs". TepmiH BBEAEHHS
3MiH - NPOTArom 6 micsAuiB nicns
3aTBEPMKEHHSA. 3MiHu | TNy -
AfMiHICTpaTMBHI 3MiHN. 3MiHa
HallMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro
niKapcbKoro 3acoby, BKIoYatoum
AinbHULUI BUNYCKy cepii abo micue
NPOBefEeHHA KOHTPOJIIO SIKOCTI.
(gisnbHICTb, 3a Ky Bignosigae
BMPOGHMK/IMNOpTEp, BKIOYaYM
BMNYCK Cepiil) 3MiHa HaliMeHyBaHHs
BMPOGHMKaA rOTOBOrO J1iKapCbKOro
3acoby. BupobHuya ginbHuus Ta BC
BMPOGHMWUYI onepauii 3a/mwaTbCs
He3MiHHMMKW. 3MiHN BHECEHO B
IHCTPYKLj0 418 MeanyHoro
3aCTOCYyBaHHSA Ta KOPOTKY
XapakTepucTuky nikapcbkoro 3acoby
y po3gin "Bupo6HuK" 3 BignoBigH1Mm
3MiHaMu B TEKCTi MapKyBaHHS
ynakoBOK. TepMiH BBEEHHS 3MiH
npotsArom 6 micsuis nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK
wopo 6e3sneku/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEeHNX AaHuX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHVX AaHUX NPo
cuctemy dhapmakoHarnsgy, smiHa
YNOBHOBaXEHOI 0CcobY,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KOHTaKTHoi 0cobm
3 (hapmakoHarnagy 3asBHvKa ans
3fificHeHHs hapmakoHarnsgy B
YKpaiHi, AKW0 BOHA BiAMIHHA Bif
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

YNOBHOBaXEHOI 0CcobY,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsgy (Bkaovaoum
KOHTaKTHi fiaHi) Ta/abo 3MiHN y

pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
0co6u 3asBHMKa, BiANOBIA&IbHOT 3a
chapmakoHarnsg,.
3MiHa HoMepa MacTep-ghaiina
cuctemu chapmakoHarnagy. 3mMinu |
TMny - 3MiHN LWOA0
6e3nekun/edekTBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) 3miHun
BHECEHO Y TEKCT MapKyBaHHS
BTOPWHHOI (N. 3, 11, 17) ynakoBku
nikapcbKoro 3acoby. TepmiH
BBEEHHS 3MiH - NPOTArom 6 micsuis
nicns 3aTBepKeHHs.

133.

ENOBIOKPUH

PO34MH ANS iH'eKUii
no 10 000 MO; no 1
M1 B nonepesHsLo
HarnoBHEHOMY
wnpuuy; no 5
nonepeAHLO
HamoBHEHWX
wnpuuiB y 6nictepi;
no 1 6nictepy y
nauuj; no 1 mn B
amnyni; no 5 amnyn
y 6nictepi; no 1
6nictepy y nauui

TOB "®3
"CTALA"

Ykpaina

TOB "®3 "CTAJA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLiiiHnX
martepianis: 3miHu | Tuny -
AAMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHS1 Ta/abo agpecu
3asBHMKa (BacHuka
peecTpauiiiHoro noceigyeHHs) 3miHa
HalilMeHyBaHHS 3asiBHUKa BNnacHuka
peecTpayiiiHoOro nNocBig4eHHs. 3MiHu
BHECEHO B KOPOTKY XapakTepucTuky
NiKapcbKoro 3acoby y po3ain
"BnacHuK peecTpadiiiHoro
noceig4eHHn". TepMiH BBeAEHHA
3MiH - NpoTAromM 6 MicAuiB micns
3aTBepKEHHSA. 3MiHu | Tuny -
AAMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaKeHHA Aif/IbHOCTI
BMpo6HUKa/iMnopTepa rotToBoro
NiKapcbKoro 3acoby, BKoYaoum
AinbHUUI BUNYyCKy cepii abo micue
NpoBeEHHA KOHTPOJIKO SKOCTI.
(@isinbHICTb, 3a Ky BigNoBigae
BMPOGHMK/IMNOpTep, BK/OYaUM
BUNYCK cepiil) 3MiHa HaliMeHyBaHHs
BMPOGHMKA rOTOBOTO NiKapCbKOro
3aco6y. BMpo6HMYa AinbHMUA Ta BCi

3a peyenmom

He
niosnsicae

UA/17088/01/04
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

BMPOGHUYI onepauii 3a/mLaTbcs
HEe3MiHHMMW. 3MiHN BHECEHO B
IHCTpYKLjl0 A58 MegnyHoro
3aCTOCYyBaHHA Ta KOPOTKY
XapaKTepUCTUKY JiKapCbKOro 3acoby
y po34in "BUpo6bHUK" 3 BignoBigHNMM
3MiHamMW B TEKCTi MapKyBaHHS
ynakoBoK. TepMiH BBEAEHHS 3MiH
npoTArom 6 micsuis nicns
3aTBEpPKEHHS. 3MiHY | TUny - 3MiHK
oo 6e3nekn/epekTnBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHeHWX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX Npo
cuctemy chapmakoHarnagy, amiHa
YMOBHOBaXEHOI 0COo6Y,
BiANOBiAA/IbHOI 32 3AiCHEHHS
chapmakoHarnsgy; KOHTakTHoi 0cobm
3 thapmakoHarnsgy 3asiBHVKa Ans
3fificHeHHs chapmakoHarnsay B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif
YMOBHOBaXEHOI 0CO6Y,
BiANOBiAA/IbHOI 32 3AiCHEHHS
hapmakoHarnagy (Bkiovaiouu
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cnctemm
thapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
0co6u 3asiBHMKA, BiANOBiAa/bHOT 3a
hapmakoHarnsag.
3MiHa Homepa MacTep-thaina
cuctemu chapmakoHarnagy. 3MiHu |
TMny - 3MiHKU WoA0
6e3nekn/edekTNBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) 3MiHu
BHECEHO Y TEKCT MapKyBaHHS
BTOPUHHOI (n. 3, 11, 17) ynakosku
nikapcbKoro 3acoby. TepmiH
BBEJEHHS 3MiH - NPOTAroM 6 MicAuiB
nicns 3aTBepAKEHHS.

134.

EProce®

Tabnetku no 50 wmr;
no 1 a6o 2, abo 4
Tabnetkn y 6nictepi;
no 1 6nictepy B

TOB
"®apmauesT
nyHa
KOMNaHis

YkpaiHa

TOB "®apmaueBTUYHa
KomMnaHis "®apKoC"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK
oo 6e3nekn/epekTnBHOCTI Ta
dapmakoHarnsgy. BeegeHHsa abo

3a peyernmom

UA/6666/01/02
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

Kopo6Li; no 4
TabneTtku B 6aicTepi;
no 2 6nictepu B
KopooLi

"®apKoC"

3MiHW [0 y3arasibHeHWX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX Npo
cuctemy hapmakoHarnagy, amiHa
YMOBHOBaXEHOI 0CO6Y,
BiANOBiAA/IbHOI 32 3AiCHEHHS
chapmakoHarnsgy; KOHTaKkTHoi 0cobm
3 thapmakoHarnsgy 3asiBHVKa Ans
3gificHeHHs chapmakoHarnsay B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0CO6Y,
BiANOBiAA/IbHOI 32 3AiCHEHHS
thapmakoHarnagy (Bkitovaouu
KOHTaKTHi fjaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) - 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiAMNOBIAa/IbHOI 3a hapMakoHarnsg.
[Litoua pepakuin: Tep-CapkicoBa
Onbra barpartiBHa. MNponoHoBaHa
pepakuisi: KyTHsik Biktop MaBnoBuy.
3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiAMNOBIAa/IbHOI 32 hapMakoHarnsg.
3MiHa MicLle3HaxoMKeHHsA MacTep-
tharina cuctemmn thapmakoHarnsgy
Ta iioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy

135.

EPOMON®

po34nH ans
30BHILUHLOTO
3acTocyBaHHs, 0,1
mr/mn no 20 mn Ta
no 50 mny
hnakoHax
nosiMepHuX 3
ypeTpasibHO
Hacagkoto; no 1
hnakoHy B nauuj

KHBMI
"ICHA"

YkpaiHa

TOB "Cnasis 2000"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK
oo 6e3nekn/epekTnBHOCTI Ta
chapmakoHarnsgy. BeefeHHsa abo
3MiHW [0 y3ara/ibHEeHWX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX Npo
cuctemy hapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0CO6M,
BiANOBiAA/IbHOI 32 3AiCHEHHS
chapmakoHarnsgy; KOHTakTHoi 0cobm
3 thapmakoHarnsgy 3asiBHVKa Ans
3qificHeHHs hapmakoHarnsay B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0CO6M,
BiANoBiAa/IbHOI 32 3AiCHEHHS

6e3 peyenma

UA/18204/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

hapmakoHarnagy (Bkitovarouu
KOHTaKTHi fiaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiAMNOBIAa/IbHOI 3a hapMakoHariag.
[litova pepakuin: TkauyeHko TeTsaHa
MeTpiBHa. MponoHoBaHa pegakuis:
CasueHko Hartanis BitaniiBHa.
3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiAMNOBIAa/IbHOI 3a hapMakoHarnsg.
3MiHa HoMepa MacTep-ghaiina
cucTemu dpapmakoHariagy.

136.

EPOTEKC

cynosuTopii
BariHasibHi i3
3anaxom nasaHau
no 18,9 mr; no 5
CynosuTopiiB y
CTpuni; N0 2 cTpunm
y nauuii 3 KapToHy

CninbHe
YKpPaiHCbKO-
icnaHcbke
nignpuemMcTs
0 "Cnepko
Ykpaina"

YkpaiHa

CniflbHe yKpaiHCbKO-
icnaHcbke NignpueMCcTBO
"Cnepko YkpaiHa“,
YkpaiHa
(NOBHWIA LKA
BMPOGHMLTBA, BUMYCK
Cepil; KOHTPO/Ib AKOCTI)

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
mMartepianis: 3miHu | TUNy - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOro NiKapcbKoro
3acoby. 3miHa y meTofax
BMNPOGYBaHHA roTOBOrO /iKapCbKOro
3acoby (He3HayHa 3MiHa Y
3aTBEPLKEHNX MeToaax
BMNPOGYBaHHSA) HE3HAYHI 3MiHW Y
3aTBepKeHNX MeToaax
BUNPOBYBaHHA 3a NoKasHUKOM «4ac
PO3M’SIKLLEHHS CYyno3uTopiiB», a
came BUAASIEHHSI MOCUaHHSA Ha
obnagHaHHA Melting time tester
Suppotest ST-3.
3arBepaKeHo:
MeToau KoHTposito
Yac po3m’sKLeHHs Cyno3uTopiis.
He 6inbwe 15 xB (4®Y, 2.9.22, 3
BUKOpUCTaHHAM Melting time tester
Suppotest ST-3).
3anponoHoBaHo:
MeToau KoHTposito
Yac po3m’sKLeHHs Cyno3uTopiis.
He 6inbwe 15 xB (4PY, 2.9.22).

6e3 peyenma

UA/4026/01/01

137.

EPOTEKC

cynosuTopii
BariHa/IbHi i3
3anaxom TPosiHAW
no 18,9 mr; no 5
cynosunTopiiB y
CTpuni; No 2 cTpunu

CninbHe
YKpaiHCbKO-
icnaHcbke
nignpveMcTs
0 "Cnepko
YkpaiHa"

Ykpaina

CninbHe yKpaiHCbKO-
icmaHcbke NignpuemMcTeo
"Cnepko YkpaiHa",
Ykpaina
(MOBHWIA LMK
BMPOGHMLTBA, BUMYCK

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLintHnx
mMartepianis: 3miHu | Tuny - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpPO/b roTOBOrO NiKapcbKoro
3acoby. 3miHa y meTogax
BUMPOOYBaHHA rOTOBOTO NikapCbKoro

6e3 peyenma

UA/4027/01/01
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n/n

NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

138.

EPOTEKC

y nautii 3 KapToHy

cepil; KOHTPO/b SAKOCTI)

3acoby (He3HayHa 3MiHa y
3aTBEPLKEHNX MeTOoAax
BMNPOGYBaHHSA) HE3HAYHI 3MiHW Y
3aTBEPMKEHNX MeTofax
BMNPOBYBaHHA 3a NoKa3HUKOM «4ac
PO3M’SIKLLUEHHS CYNOo3uUTOpIiB», a
came BUAA/IEHHSI NOCUTaHHSA Ha
ob6nagHaHHA Melting time tester
Suppotest ST-3.
3arBepaKeHo:

MeToan KoHTposIo
Yac po3m’sKLEeHHS Cyno3uTopiiB.
He 6inbwe 15 xB (4PY, 2.9.22, 3
BMKOpMCTaHHAM Melting time tester
Suppotest ST-3).
3anponoHoBaHo:

MeToan KoHTposio
Yac po3m’sKLIEeHHS Cyno3uTopiiB.
He 6inbwe 15 xB (4PY, 2.9.22).

139.

cynosuTopii
BariHasIbHi i3
3anaxom SIMMoHa no
18,9 mr; no 5
CynosuTopiiB y
CTpwni; No 2 CTpYnm
y naJui 3 kKapToHy

CninbHe
YKpaiHCbKO-
icnaHcbke
nignpveMcTB
0 "Cnepko
YkpaiHa"

Ykpaina

CninbHe yKpaiHCbKO-
icnaHcbke MignpuemcTso
"Cnepko YkpaiHa",
Ykpaina
(NOBHWIA LMKN
BMPOGHMLTBA, BUMYCK
cepii; KOHTPO/b AKOCTI)

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLiiiHnX
mMartepianis: 3miHu | TUNY - 3MiHK 3
siKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbkoro
3acoby. 3miHa y MeTogax
BMNPO6YBaHHSA roTOBOrO JIiKaPCbKOro
3acoby (He3HayHa 3MiHa y
3aTBepKeHNX MeToaax
BMNPOGYBaHHS) HE3HAYHI 3MiHN Y
3aTBEPKEHNX MeToaax
BUMPOOYBaHHA 3a NokasHWKOM «Yac
PO3M’SIKLLEHHSI CYNno3MTOpIiB», a
came BUAA/IEHHS MOCUIaHHA Ha
o6naaHaHHA Melting time tester
Suppotest ST-3.
3arBepoKeHo:
MeToau KoHTposto
Yac po3m’siKLLIEeHHS Cyno3uTopiiB.
He 6inbwe 15 x8 (4®Y, 2.9.22, 3
BUKOpUCTaHHAM Melting time tester
Suppotest ST-3).
3anponoHoBaHo:
MeToau KoHTposto
Yac po3m’sKLLIEeHHS Cyno3uTopiiB.
He 6inbwe 15 xB (4PY, 2.9.22).

6e3 peyenma

UA/4028/01/01

ECKYBEH®

renb 1%, no30r

TOB

YkpaiHa

TOB "TepHochapm"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHNX

Ees3 peyenma

UA/5105/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
a6o0 50 ry Ty6i; no 1 "TepHochap mMartepianis: 3miHu | TUNY - 3MiHK 3
Ty6i y nauui 3 m" akocTi. CepTucpikar
KapTOHY BignoBigHocTi/E-cepTudikart
BiANOBIAHOCTI EBpONeiiChKiit
thapmakonei/MoHorpadii. 3miHu,
noB'si3aHi 3 HEOOXIiAHICTHO
npuBeLEeHHs Y BIANOBIAHICTb A0
MoHorpadii 4PY abo Esponeiicbkoi
thapmakonei, abo iHLOoi
HaLlioHaNbHOT hapmakonei Aepxasu
€C (3MiHa y cneuudikauisx,
nos'si3aHa 3i amiHamu B J®Y, a6o
€Bponelicbkiit hapmakonei, abo
iHLIN HauioHanbHIk dhapmakonei
nepxasu €C) - OHOB/EHHS
cneuudikaLii 4ONOMIXHOI pevoBUHN
NPOMINEHTNIKO/O BIANOBIAHO A0
NOTOYHOI pefakuii MoHorpadii €
140. | ECNA- TabneTku Ecnapma HimeuunHa BMPOBHULTBO 38 NOBHUM HimeyuunHa BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a peyenmom He UA/17588/01/01
NMPA30N® racTpope3nCTEeHTHI 6X LMKIOM: marepianis: 3miHu | Tuny - nionsizae
no 20 mr; no 14 ApgaHc ®apma 'mbX, AMiHICTpaTVBHI 3MiHW. 3MiHa
TabneTtok B 6nictepi HimeuunHa HallMeHyBaHHs Ta/abo agpecu Micus
(antomiHieBa dponbra NPOBaKEHHS AiSNIbHOCTI
3 060x 60kiB, a60 BTOPUHHE NaKyBaHHS: BMPOGHMKa/iMnopTepa rotoBoro
antomiHieBa honbra ecnapma ®apma niKapcbKoro 3acoby, BKIoYatoum
3 0gHoOro 6oky Ta Cepsices 'M6X, OinbHUL BMNYCKY cepii abo micue
nniska HimeyunHa NnpoBeAeHHS KOHTPOJTH0 AKOCTI.
PVC/PE/PVdC 3 (gisnbHICTb, 3a Ky BignoBigae
iHWworo), no 1 a6o no BUPOGHMK/IMNOPTEP, BKIOYAOUM
2 6nictepu BWMYCK Cepiil) 3MiHN BHECEHO B
po3zin "Micue3HaxoKeHHs
BMPOGHMKa Ta i0ro agpeca micus
NpoBapPKeHHSA Ais/IbHOCTI" B
IHCTPYKUiO 4N MeguyHoro
3aCTOCYBaHHSA Ta K HACMIgoK - Y
TEKCT MapKyBaHHs ynakoBKW
NiKapCbKoro 3acoby.
141. | ECNA- TabneTtkn Ecnapma HimeuunHa BMPOGHMLTBO 3a MOBHUM HimeuunHa BHECEHHS 3MiH A0 peecTpaLiiHNX 3a peyenmom He UA/17588/01/02
NMPA30N® racTpope3nCTeHTHi 6X LMKIOM: mMartepianis: 3miHu | Tuny - niosnisieae
no 40 mr; no 14 ApgaHc ®apma 'mbX, ALMIHICTPaTMBHI 3MiHWU. 3MiHa
TabneTok B 6aicTepi HimeuunHa HaliMeHyBaHHs Ta/abo agpecu micus

(anomiHieBa chonbra
3 060x 60kiB, a60
antomiHieBa hosbra
3 0fHOro 6oky Ta

BTOPUHHE NaKyBaHHS:
ecrnapma ®apma
Cepsices [M6X,

NPOBaPKeHHA AiS/IbHOCTI
BMPOGHMKa/iMnopTepa rotosoro
NiKapcbKoro 3acoby, BKIoHatoum
OinbHUL BUNYCKy cepii abo micue
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
nniska HimeyunHa NpoBeAEeHHS KOHTPO/IHO AKOCTI.
PVC/PE/PVdC 3 (@isinbHICTb, 3a Ky BignoBigae
iHWoro), o 1 a6o no BMPOGHMK/IMNOpTEp, BK/OYaUM
2 6nictepu BWMYCK Cepiil) 3MiHM BHECEHO B
po3zin "Micue3HaxomKeHHs
BMPOGHMKa Ta ioro agpeca micus
NpoBaPKEHHSA Ais/IbHOCTI" B
IHCTPYKLj0 418 MeanyHoro
3aCTOCyBaHHA Ta K HacnigokK - y
TEKCT MapKyBaHHS ynakoBKuW
nikapcbKoro 3acoby.
142. | ECNA- NMopoLoK AN Ecnapma HimeuuunHa BMPOGHMLTBO HimeyunHa BHECEHHS 3MiH [JO peecTpaLiiiHnX 3a peyenmom UA/14782/01/01
DOLNH® OP&/IbHOTO PO3UNHY 6X Hepo3ghacoBaHOro martepianis: 3miHu | Tuny -
no 3000 mr/naker, NpPoAYyKTY, NepBUHHE AOMiHICTpaTMBHI 3MiHW. BunyyeHHs
no 8 r NopoLLKY nakyBaHHs, BTOPUHHE BMPOGHWYOI AiNbHML (BKIOYAKUN
(3000 wmr pjtouoi nakyBaHHs1, KOHTPO/1b OinbHUUi N APl NIPOMKHOTO
PeYoBUHM) Y NakeTi; SKOCTI, BUNYCK cepi: npoaykTy abo rotToBOro NikapcbKoro
no 1 nakety B Ningodhapm Mv6X, 3aco6y, AiNbHULI 4519 NPOoBEAEHHS
KapTOHHI ynakoBLi HimeyuunHa; BTOpUHHE nakyBaHHSs1, BUPOGHYKa,
nakyBaHHs: ecrnapma BiANOBIAaUILHOrO 3a BUNYCK Cepil,
dapma Cepsices 'm6X, MicLe NpoBefeHHSA KOHTPO/IO cepil)
HimeuunHa ab0 nocTayasibHMKa BUXIAHOTO
maTepiany, peareHty abo
[OMOMDDKHOT PEHOBUHM (AKLLO
3a3HayYeHo y [OCbE) - BunyyeHHs
BMPOGHMKA Aito40i peYoBUHU
hocchomiumHy TpomeTamorny, a
camve F.I.S. FABBRICA ITALIANA
SINTETICI S.p.A., ltaly BUPO6HMUK,
wo 3anmwaeTbcss CLAROCHEM
IRELAND LTD., Ireland BukoHye Ti x
cami oyHKUIT Lo A BUIYyYEHUI
143. | ETCET® TabneTku, BKpUTI TOB Ykpaina TOB "KYCYM ®APM", YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a peyernmom He UA/9658/01/02
06010HKO0, Mo 20 "KYCYM Ykpaina marepianis: 3miHu | Tuny - 3MiHu 3 nionsizae
Mr, Mo 14 TabneTok PAPM" abo SIKOCTi. [OTOBWIA Nikapcbknii 3aci6.
y 6nicTepi; no 2, abo TOB "TNEQ®APM NTA", 3MiHU y BUPOGHMUTBI. 3amiHa abo
no 4, abo no 6 Ykpaina BBE/IEHHSA A0AaTKOBOT AifbHULL

6nictepiB y
KapTOHHI ynakoBLi

BMPOGHMLTBA AN151 YacTuHM abo
BCbOro BUPOGHMYOro npouecy
roTOBOrO JliKapCbKOro 3acoby

(AiNbHUUSA, Ha SKI NPOBOASATLCS
6yAab-AKi BAPOGHUUI cTagii, 3a

BUHATKOM BUMYCKY CEpiii, KOHTPO/IIO
AKOCTi, NEPBVUHHOIO Ta BTOPUHHOTO
nakyBaHHs1, A1 HECTePUIbHUX
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1

nikapcbknx 3aco6is) CynyTHA 3MiHa -
3MiHM 3 aKoCTi. [oTOBWIA NiKAPCbKN
3aci6. 3MiHM y BUpObHULTBI. 3amiHa
a60 BBeieHHS 1O0AATKOBOI AiNbHUL
BMPOGHMLITBA A1 YaCTUHU abo
BCbOr0 BUPOOGHMNYOro npouecy
roTOBOrO JliKapCbKOro 3acoby
(AinbHUUSA ANS BTOPUHHOTO
nakyBaHHs) - 3MiHM 3 SIKOCTI.
[oTOBWIA NikapcbkWii 3aci6. 3MiHK Yy
BMPOG6HMLTBI. 3amiHa abo BBEAEHHS
[04aTKOBOT AiNbHULI BUPOGHMLTBA
NS YacTHM abo BCbOro
BMPOBHMYOrO NpoLEecy roToBoro
nikapcbKoro 3acoby (ginbHuUs ans
NepPBUHHOTO NakyBaHHS) BBEAEHHS
anbTepHaTUBHOro BMpo6Huka TOB
«FNEQPAPM NThO», YKpaiHa,
Bi4NoBiAa/IbHOrO 3a NepBuUHHe
nakyBaHHsl, BTOPMHHE MakyBaHHs Ta
6yAb-AKi BAPOOHUUYI cTagii, 3a
BUHATKOM BUMYCKY CEepiii, KOHTPO/IIO
AKOCTi, NEPBVNHHOIO Ta BTOPUHHOTO
nakyBaHHS, 415 HECTepPUSIbHUX
niKkapcbknx 3acobis. BBegeHHS 3MiH
npoTArom 6-Tn MicAUiB micns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK
3 KoCTi. FoTOBWMIA Nnikapcbkuii 3aci6.
3MiHM Yy BUPOBGHMLTBI. 3MiHa
iMnopTepa/aMiHu, L0 CTOCYIOTbCA
BUMYCKY Cepii Ta KOHTPO/IKO AKOCTI
rOTOBOrO JliKapCbKOro 3acoby
(3amiHa abo foaaBaHHSA BUPOGHMKA,
Lo BignoBigae 3a BBe3eHHA Ta/abo
BMMNYCK cepii) - Bkntovaroun
KOHTPO/b/BMNPOGYBaHHSA cepil -
BBE[EHHA anbTepHaTUBHOIO
BMpo6bHuKa TOB «MNTEADAPM
NTA», YkpaiHa, BignoBiganbHoro 3a
BUMYCK Cepii, BK/IIOYA0YN KOHTPO/b
AKOCTi. 3MiHN BHECEHO A0 IHCTPYKLT
AN MeAnYHOro 3acToCyBaHHs
nikapcbKoro 3acoby B po3zinm
"Brpo6HuMK", "MicLie3HaxomKeHHs
BMpO6HMKA Ta agpeca Micus
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
NPOBa/PKEHHS Or0 Ais/IbHOCTI", 3
BIANOBIAHUMY 3MiHAMMW [0 TEKCTY
MapKyBaHHS YNakoBKW NiKapcbKoro
3acoby. BBefieHHs 3MiH NpOTArom 6-
TN MicALiB NicNs 3aTBEPAKEHHS.
144. | ETCET® TabneTku, BKpUTI TOB Ykpaina TOB "KYCYM ®APM", YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a peyernmom He UA/9658/01/03
060/10HKO10, M0 40 "KYCYM Ykpaina mMartepianis: 3miHu | TUNYy - 3MiHK 3 nionsieae
Mr, no 14 TabneTok PAPM" abo SIKOCTi. [0TOBWMIA Nikapcbkuii 3aci6.
y 6nicTepi; no 2, abo TOB "TNEQ®APM NTA", 3MiHU y BUPOGHMUTBI. 3amiHa abo
no 4, abo no 6 Ykpaina BBEEHHS 404AaTKOBOI AiNbHUL

6nictepiB y
KapTOHHI ynakoBLi

BMPOGHMLITBA A1 YaCTUHU abo
BCbOro BUPOGHMYOro npouecy
roTOBOrO JliKapCbKOro 3acoby

(@inbHUUSA, Ha AKi NpoBOAATLCSA
6yAb-aKi BUPOGHUUYI cTagii, 3a

BUHATKOM BUMYCKY CEepiii, KOHTPO/IIO
AKOCTI, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHS1, /19 HECTePUbHUX
nikapcbknx 3aco6iB) CynyTHA 3MiHa -
3MiHM 3 aKocTi. FoTOBWIA NiKapCbKNi
3aci6. 3MiHM y BUpO6HULTBI. 3amiHa
a60 BBeeHHS [0AAaTKOBOI AiNbHNULL

BMPOGHMLITBA A1 YaCTUHU abo
BCbOr0 BUPOGHMYOro npouecy
roTOBOrO JliKapCbKOro 3acoby

(AinbHUUSA ANS BTOPUHHOTO
nakyBaHHs) - 3MiHU 3 SIKOCTi.
[oTOBWIA Nikapcbkunii 3aci6. 3MiHK Yy
BMPO6HMLTBI. 3amiHa abo BBEAEHHS
[0AaTKOBOI AiNbHUL BUPOBHMLITBA
NS YacTHM abo BCbOro

BMPOBHMYOrO NpoLecy roToBoro

nikapcbKoro 3acoby (ginbHuus ans
NepPBUHHOTO NakyBaHHs) BBeAEHHS
anbTepHaTUBHOro BMpo6Huka TOB

«FNEQPAPM NTO», YKpaiHa,
Bi4NOBiAa/IbHOIO 3a NepBUHHE

nakyBaHHs!, BTOPMHHE NakyBaHHs Ta
6yAb-aKi BUPOGHUUYI cTagii, 3a
BUHATKOM BUMYCKY Cepiii, KOHTPO/IIO
AKOCTI, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHS1, /19 HECTePUbHUX
nikapcbkunx 3acobis. BeegeHHs 3MiH
nNpoTArom 6-T1 MicALIB micns
3aTBEPKEHHSA. 3MiHU | TMNY - 3MiHK
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Ymosu

Peknam

Howmep

n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

yBaHHs

peecmpayjiliHo2o
nocBi04Y€eHHs1

3 KOCTi. FoTOBWMIA Nnikapcbkuii 3aci6.
3MiHM Yy BUPOBGHMLTBI. 3MiHa
iMnopTepa/aMiHu, L0 CTOCYIOTbCA
BUMYCKY Cepii Ta KOHTPO/IKO AKOCTI
rOTOBOrO JliKapCbKOro 3acoby
(3amiHa abo foAaBaHHSA BUPOGHMKA,
Lo BignoBigae 3a BBe3eHHA Ta/abo
BMMNYCK cepii) - Bkntovaroun
KOHTPO/b/BMNPOGYBaHHSA cepil -
BBEJEHHA anbTepHaTUBHOIO
BMpo6bHuKa TOB «MNTEADAPM
NTA», YkpaiHa, BignoBiganbHoOro 3a
BUMYCK Cepii, BK/IIOYA0YN KOHTPO/b
AKOCTi. 3MiHN BHECEHO A0 IHCTPYKLT
AN MeAnYHOro 3acToCyBaHHs
niKkapcbKoro 3acoby B po3zinm
"Brpo6HuMK", "MicLie3HaxomKeHHs
BMPOGHMKA Ta agpeca Micus
NPOBa/PKEHHS Or0 Ais/IbHOCTI", 3
BIANOBIAHUMY 3MiHAMMW [0 TEKCTY
MapKyBaHHS YNakoBKW NiKapcbKoro
3acoby. BBefieHHs 3MiH NpOTSArom 6-
TN MicALiB NicNs 3aTBEPAKEHHS.

3a peyernmom

He

UA/9658/01/04

145.

ETCET®

TabneTku, BKpUTI
060/10HKO10, Mo 80
Mr, no 14 Tabnetok
y 6nicTepi; no 2, abo
no 4, abo no 6
6nictepiB y
KapTOHHI ynakoBLi

TOB
"KYCYM
PAPM"

YkpaiHa

TOB "KYCYM ®APM",
YkpaiHa
abo

TOB "TNEA®APM NTA",

YkpaiHa

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
mMartepianis: 3miHu | TUNy - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbknii 3aci6.
3MiHU y BUPOGHMUTBI. 3amiHa abo
BBEEHHS 404AaTKOBOI AiNbHUL
BMPOGHMLITBA A1 YaCTUHU abo
BCbOr0 BUPOGHMYOro npouecy
roTOBOrO JliKapCbKOro 3acoby
(@inbHUUSA, Ha AKi NpoBOASATLCSA
6yAb-aKi BUPOGHUUYI cTagii, 3a
BUHATKOM BUMYCKY Cepiii, KOHTPO/IIO
AKOCTI, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHS1, /19 HECTePUbHUX
nikapcbknx 3acobiB) CynyTHA 3MiHa -
3MiHM 3 aKocTi. FoTOBWIA NiKapCbKNi
3aci6. 3MiHM y BUpO6HULTBI. 3amiHa
a60 BBeAEHHS 0AATKOBOI AiNbHULL
BMPOGHMLITBA A1 YaCTUHU abo
BCbOro BUPOGHMYOro npouecy
roTOBOrO JliKapCbKOro 3acoby
(AinbHUUSA ANS BTOPUHHOMO

nakyBaHHs1) - 3MiHWN 3 SKOCTI.

nionsieae
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

[oTOBWIA NikapcbkuMii 3aci6. 3MiHK Yy
BMPO6HMLTBI. 3amiHa abo BBEAEHHSA
[04AaTKOBOT AiNbHULI BUPOGHMLTBA
NS YacTHM abo BCbOro
BMPOBHMYOro NpoLEecy roToBoro
nikapcbKoro 3acoby (ginbHWUsa ans
NepPBUHHOTO NakyBaHHs) BBEAEHHS
anbTepHaTUBHOro BMpo6Huka TOB
«FNEQPAPM NThO», YKpaiHa,
Bi4NoBiAa/IbHOrO 3a NepBuHHe
nakyBaHHs1, BTOPMHHE MakKyBaHHs Ta
6yAb-AKi BAPOOHUUYI cTagii, 3a
BUHATKOM BUMYCKY CEepiii, KOHTPO/IIO
AKOCTi, NEPBVNHHOIO Ta BTOPUHHOTO
nakyBaHHS, 4151 HECTePUSIbHUX
niKkapcbknx 3acobis. BBegeHHS 3MiH
npoTArom 6-Tm MicAUiB micns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK
3 KOCTi. FoTOBWMIA Nnikapcbkuii 3aci6.
3MiHM Yy BUPOBGHMLTBI. 3MiHa
iMnopTepa/aMiHu, L0 CTOCYIOTbCA
BUMYCKY Cepii Ta KOHTPO/IKO AKOCTI
rOTOBOrO JliKapCbKOro 3acoby
(3amiHa abo foAaBaHHSA BUPOGHMKA,
Lo BignoBigae 3a BBe3eHHA Ta/abo
BMMNYCK cepii) - Bkntovaroun
KOHTPO/b/BMNPOGYBaHHSA cepil -
BBE[EHHA anbTepHaTUBHOIO
BMpo6bHuKa TOB «MNTEADAPM
NTA», YkpaiHa, BignoBiganbHoro 3a
BUMYCK Cepii, BK/IIOYA0YN KOHTPO/b
AKOCTi. 3MiHN BHECEHO A0 IHCTPYKLT
AN MeAnYHOro 3acToCyBaHHs
nikapcbKoro 3acoby B po3zinm
"Brpo6HuMK", "MicLie3HaxomKeHHs
BMPOGHMKA Ta agpeca Micus
NPOBa/PKEHHS Or0 Ais/IbHOCTI", 3
BIANOBIAHUMY 3MiHAMMW [0 TEKCTY
MapKyBaHHS YNakoBKW NiKapcbKoro
3acoby. BBefieHHs 3MiH NpOTSArom 6-
TN MicALiB NicNs 3aTBEPAKEHHS.

146.

ETCET®

TabneTku, BKpUTI
060/10HKO10, M0 10
Mr, Mo 14 TabneTok
y 6nicTepi; no 2, abo

TOB
"KYCYM
DAPM"

YkpaiHa

TOB "KYCYM ®APM",
YkpaiHa
abo
TOB "TNEA®APM NTA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
mMartepianis: 3miHu | TUNYy - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHM Yy BUpO6HMUTBI. 3amiHa abo

3a peyernmom

He
nionsieae

UA/9658/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
no 4, abo no 6 Ykpaina BBEJEHHS [04AaTKOBOI AiNbHUL
6nictepiB y BMPOGHMLTBA 4151 YacTuHM abo

KapTOHHI ynakoBLi

BCbOr0 BUPOGHMNYOro npouecy
roTOBOrO JliKapCbKOro 3acoby
(@inbHUUSA, Ha AKIN NPOBOAATLCSA
6yAb-AKi BAPOOHUUYI cTagii, 3a
BUHATKOM BUMYCKY CEepiii, KOHTPO/IIO
AKOCTi, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHS, 415 HECTepPUSIbHUX
nikapcbknx 3aco6iB) CynyTHA 3MiHa -
3MiHM 3 aKoCTi. [O0TOBWIA NiKAPCbKN
3aci6. 3MiHM y BUpO6HULTBI. 3amiHa
a60 BBeeHHS 0AATKOBOI AiNbHULL
BMPOGHMLITBA A4/15 YaCTUHU abo
BCbOr0 BUPOGHMNYOro npouecy
rOTOBOrO JliKapCbKOro 3acoby
(AinbHUUSA ANS BTOPUHHOTO
nakyBaHHs) - 3MiH/ 3 SIKOCTI.
[oTOBWIA NikapcbkMii 3aci6. 3MiHK Yy
BMPO6HMLTBI. 3amiHa abo BBEAEHHSA
[04AaTKOBOT AiNbHULI BUPOGHMLTBA
[ANs YacTyHM abo BCbOro
BMPOBHMYOro NpoLEecy roToBoro
nikapcbKoro 3acoby (ginbHWUsa ans
NepPBUHHOTO NakyBaHHS) BBEAEHHS
anbTepHaTUBHOro BMpo6Huka TOB
«FNEQPAPM NThO», YKpaiHa,
Bi4NoBiAa/IbHOrO 3a NepBuHHe
nakyBaHHsl, BTOPMHHE MakyBaHHs Ta
6yAb-AKi BAPOOHUUYI cTagii, 3a
BUHATKOM BUMYCKY CEepiii, KOHTPO/IIO
AKOCTi, NEPBVNHHOIO Ta BTOPUHHOTO
nakyBaHHS, 4151 HECTePUSIbHUX
niKkapcbknx 3acobis. BeegeHHS 3MiH
npoTArom 6-Tn MicAUiB micns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK
3 KoCTi. FoTOBWMIA Nnikapcbkuii 3aci6.
3MiHM Yy BUPOBGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTbCA
BUMYCKY Cepii Ta KOHTPO/IKO AKOCTI
rOTOBOrO JliKapCbKOro 3acoby
(3amiHa abo foaaBaHHSA BUPOGHMKA,
Lo BignoBigae 3a BBe3eHHA Ta/abo
BMMNYCK cepii) - Bkntoyaroun
KOHTPObL/BUNPOOYBaHHS cepil -
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

BBEJEHHSA anbTepHaTUBHOIO
BMpo6bHuKa TOB «MNTEADAPM
NTA», YkpaiHa, BignoBiganbHoro 3a
BUMYCK Cepii, BK/IOYA04N KOHTPO/b
AKOCTi. 3MiHN BHECEHO A0 IHCTPYKLT
AN MeAnYHOro 3acToCyBaHHs
nikapcbKoro 3acoby B po3zinm
"Brpo6HuMK", "MicLie3HaxomKeHHs
BMPOGHMKA Ta agpeca Micus
NPOBa/PKEHHS Or0 Ais/IbHOCTI", 3
BIANOBIAHUMY 3MiHAMMW [0 TEKCTY
MapKyBaHHS YNakoBKW NiKapcbKoro
3acoby. BBefieHHs 3MiH NpOTSArom 6-
TN MicALiB NicNs 3aTBEPAKEHHS.

147.

3EPBAKCA®

MOPOLLIOK A7A
KOHLeHTpaTy Ans
PO34KHyY Ans
iHdpysii, 1 /0,5 1; no
10 chnakoHis 3
MOPOLLKOM Y
KapTOHHI Kopo6Lyi

Mepk LWapn
i Joym IOEA
6X

LLiBeiuapis

BMPOOHWLTBO, NEPBUHHE
nakyBaHHSs, KOHTPO b
AKOCTI (TecTyBaHHsA npu
BUMYCKY), TECTYBaHHS
cTabinbHocTi: CTepi-
Papma, JIJIC, CLUA;
BTOPWHHE MakKyBaHHS,
KOHTPONb SIKOCTI
(TecTyBaHHs npn
BUMNYCKY),
BiANoBigabHMI 3a
Bunyck cepii: PAPEBA
Mipa6enb, ®paHuis

CLIA/
PpaHuis

BHECEHHS 3MiH [0 peecTpaviiiHnX
MaTepianis: 3miHu Il Tuny - 3MiHn 3
akocTi. A®l. Bupo6H1LTBO. 3MiHa
BMPOGHMKA BUXiQHOr0/MPOMIXHOro
NpoAayKTy/peareHTy, Lo
BVKOPVCTOBYIOTbCS Y BUPOOHUYOMY
npoueci A®l, abo 3miHa BUPO6GHUKa
(BKtOYatoum, ae HeobXigHO, Micue
NPOBeAEHHS KOHTPO/IHO skocTi) AdI
(3a BigcyTHOCTI cepTudpikata
BiANOBIgHOCTI E€Bponeiichkili
thapmakonei y 3aTBepaxeHoOMy
[0Cbe)(BBEAEHHS HOBOrO BMPOGHYMKA
A®I, KO/IM He NofaeTbCA MacTep-
thaiin Ha AdI Ta Wwo Bumarae
3Ha4HOI 3MiHM [0 BignoBigHOro
po3ainy Aocbe Ha AdI)
3aTrBepAKeHHs anbTepHaTUBHOIO
[bxepena noctayaHHs, BUPO6HNYOro
npotecy, cneyudikauiin Ta
aHaniTMYHNX MeTogiB AN
MPOMIXHOIO NPOAYKTY «Tasobakram
HaTpito», LLIO BUKOPUCTOBYETLCS Y
BMPOGHMLTBI iKapCbKOro 3acoby
3epbakca® (uedpTonosaH 1
r/tazobaktam 0,5r) — BUPOBGHUYOIT
ainbHuui Ouyka Kemikan Co., N1T4.,
AnoHisa (Otsuka Chemical Co., Ltd.,
Japan). logaBaHHA HOBOI
BMPOGHMYOT AiNbHULI AnA
BMPOGHMLTBA NPOMiXXHOIO NPOAYKTY

3a peyernmom

UA/16362/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1

«Ta3zobaKkTamoBa KuCoTa» BKIOYAE
TaKOX YAOCKOHa/IEHHS npoLecy
BMPOGHMLTBA 3 METOI ONMTUMi3aLil
eTanis BUPOGHULITBA, XiIMIYHUX
peareHTiB | YMOB peakLjii, Lo
npu3BOAUTL A0 NOKPaLLEeHHS
npodinto gomiwok. Hapasi
3apeecTpoBaHuWin naHuor
noctayaHHs Ta BCA NoB’sA3aHa
iHhopmaLis 3anmwaeTbes
3apeecTpoBaHo. 3MiHu Il Tuny -
3MiHn 3 sKocTi. A®l. Bupo6HMLTBO.
3MiHa BUpO6HMKa
BWXi4HOro/NMPOMiXXHOro
NpoAyKTy/peareHTy, Wo
BUKOPWCTOBYHOTLCS Y BUPOBHNYOMY
npoueci A®l, abo 3miHa BUpPO6HMKa
(Bkntovaroun, ge HeobxigHo, Micue
NpoBeAEeHHS KOHTPO0 AKoCTi) API
(3a BiacyTHOCTI cepTuchikata
BiANOBIAHOCTI EBpONeNiChKii
hapmakonei y 3aTBepKeHoMy
00Cbe)(BBEAEHHS HOBOTO BUPOGHMKA
A®I, KO/IM He NofaEeTbLCA MacTep-
thaiin Ha A®I Ta Wo B1Marae
3HAYHOI 3MiHM 4O BiANOBIAHOMO
po3ainy gocbe Ha A®I)
3aTBEPAKEHHA BUPOOHNYOI AiNbHULI
Ei.Ci.Ec. flo6dhap C.n.A., ITanisa
(ACS Dabfar S.p.A., ltaly) six
anbTepHaTUBHOIO Axepena
noctayaHHsl, BUPOGHMYOro npoLecy,
cneuudikayii Ta aHani TMYHUX
MeToZiB ANs Ailo4oi peYoBUHU
«Tazobakram HaTpito», SKWi
BUKOPVCTOBYETHCSA Y BUPOOHULITBI
nikapcbKoro 3acoby 3epbakca®
(uedpTonosaH 1 r/razobaktam 0,5 r).
Hapasi 3apeecTpoBaHuWii naHLor
noctayaHHs Ta BCA NoB’sA3aHa
iHthbopMmavis 3anvwaeTbcs
3apPEECTPOBaHOI0 Ta HE3MIHHOI.
MoToYHWIA (3apeecTpoBaHUiA) i
3anponoOHOBaHUA anlbTePHATUBHI
NaHLorV MOCTaBOK HE3aUTIEXHI, i
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
3MiLyBaHHA MaTtepiany MK HAMU He
6yge Bigbysartmcs.
148. | 3UBOKC PO34unH ANs iHQy3il, Mdpaiizep CLWA XM XangeH ®apma AC Hopseris BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a peyernmom UA/1969/02/01
2 mr/mn; no 300 mn IHK. MaTepianis: 3miHu | TUny - 3MiHK
B CUCTEMI gNs wozo 6e3snekn/edhekTMBHOCTI Ta
BHYTPILLUHbOBEHHOIO hapmakoHarnsgy. 3miHa 4yactoTu
BBEAEHHSs; no 1 Ta/abo TepMiHiB NOAAHHS PerynspHo
cMcTeMi B ynakoBLj 3 OHOB/IIOBAHUX 3BITIB 3 6e3nekn
namiHoBaHol NiKapcbKux 3acobiB - 3MiHW Y
honbru; no 100 mn YyacToTi Ta Aarax nofaHHs
B cucTemi Ans perynsipHoO OHOB/IOBAHOTO 3BiTY 3
BHYTPILLHLOBEHHOTO 6e3neku.
BBe/leHHs; no 1 [Litova pepakuin: Yactota nogaHHs
CMCTEMI B yNakoBL,i 3 perynsipHoO OHOBJ/IOBAHOTO 3BITY 3
namMiHOBaHoI 6e3nekun 5 pokiB. KiHueBa fata aons
honbrn BK/IHOYEHHA gaHux ao PO3b -
17.04.2022 p. faTta nofaHHs -
16.07.2022 p. NponoHoBaHa
pepakuis: YactoTta nogaHHs
perynsipHoO OHOB/IOBAHOTO 3BiTY 3
6e3nekn 3 poku. KiHueBa fata ans
BK/IHOYEHHA gaHux ao PO3b -
17.04.2025 p. [JaTta nofaHHs -
16.07.2025 p. PekomeHA0BaHO [0
3aTBEPKEHHS BiAMNOBIAHO A0
nepioguYHOCTI NoJaHHS perynsipHo
OHOBJ/IIOBaHVIX 3BITiB 3 6e3neku
NiKkapcbkux 3acobis y €C.
149. | 3INENOP® cnpeii gnsi poToBOI AT YkpaiHa AT «Papmak» YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHNX 6e3 peyenma UA/16107/01/01
NMOPOXHUHY, 1,5 «Papmar» MaTepianis: 3miHu | TUNy - 3MiHK

mr/mn no 15 mn aéo
30 mMn y donakoHi; no
1 chnakoHy B nauwi

wono 6e3nekn/epekTnBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) -
OHOB/IEHO TEKCT MapKyBaHHS
NnepBMHHOT Ta BTOPUHHOIT YNakoBKU
nikapcbkoro 3acoby, a came
BWU/TyYEHO iH(hopMaLlito, 3a3HauYeHy
poCiiicbKolo MOBOI. BBEEHHSA 3MiH
nNpoTsArom 6-Tv MicsiLiB nicns
3aTBepXeHHA. 3MiHu | Tuny - 3MiHn
wono 6e3nekn/epekTnBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) -
BHECEHO He3HauHi 3MiHW Yy TEKCT
MapKyBaHHSA nepBuHHOI (. 1, 6) Ta
BTOPWHHOI (n. 1, 11, 16, 17)
yNaKkoBKM M1iKapCbKOro 3acoby, a
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

TakoX YTOYHEHO iHGhopMaLito LLoao
norotuny. BBefieHHs 3MiH NPOTArom
6-TW MicALIB Nic/1a 3aTBEPAKEHHS.

150.

3IPKA

6anb3am pigkuia, no
5 mn 'y chnakoHi; no
1 chnakoHy y
KapTOHHIN nauui;

JNAHCOH-
Br 004,

Pecny6nika
Bonrapis

[anacha
dapmacbloTikas [IKOIHT
CTtok Komnani

B'eTHam

BHECEHHS 3MiH [J0 peecTpaLiiiHnx
mMarepianis: 3MiHu | TRy - 3miHK
Loao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo
3MiHW [0 y3ara/ibHEHNX JaHuX Npo
cucTemy thapmakoHarnsgy
(BBEAEHHA Y3araslbHEHUX AaHWX Npo
cuctemy chapmakoHarnasgy, amiHa
YMOBHOBaXEHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsay; KOHTakTHOT 0cobu
3 thapmakoHarnsagy 3assHvKa a5
3AiicHEHHs1 chapmakoHarnsay B
YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
YMOBHOBaXEHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnagy (Bkavarun
KOHTaKTHi faHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXKEHOI
0cobu 3asiBHMKA, BIANOBIAALHOT 38
hapmakoHarniag. 3miHa KOHTakTHOT
0co6u 3asiBHMKA, BiANoBiAabHOT 3a
hapmakoHarnag B Ykpaini. [irova
pefakuisi: BonowuvHa AHacTtacis
AHaToniiBHa. MponoHoBaHa
pepakuis: XoniHa OneHa BacuniBHa.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOT
oco6u 3asiBHMKA, BiANoBiAa/bHOT 3a
hapmakoHarnsg B YkpaiHi. 3miHa
MiCLie3HaxXoMKeHHs macTep-haina
cucteMun dhapmakoHarnsgy Ta noro
HoMepa. 3MiHa MicLs 3LiACHEHHS
OCHOBHOI AjsifIbHOCTI 3
hapmakoHarnagy

be3s peyenma

UA/7031/03/01

151.

IBYNMPOM
CMPUHT MAKC

Kancynm m'ski no
400 wmr; no 6 kancyn
y 6nicTepi; no 1
6nicTepy B
KapPTOHHI KOpo6Lyj;
no 10 kancyny

tOHina6, Nn

CLWA

MepBuHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO/Ib Ta
Bunyck cepii: TOB HOC
dapmauis, MonbLua,;
Bupo6bHMLTBO Ta
KOHTPO/b SIKOCTi

Monbwa/
HigepnaHgn

BHECEHHS 3MiH 10 peecTpavLintHnx
mMartepianis: 3miHu | Tuny - 3MiHK 3
AKocTi. CepTudikat
BignosigHocTi/IE-cepTudikat
BiAMNOBIAHOCTI €BpONeNiCbKili
thapmakonei/moHorpacdii. MogaHHA

6e3 peyenma

UA/13880/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1

6nictepi; no 1 a6o
no 2 6nictepu B
KapTOHHI Kopo6Lyi

npoAykty in bulk,
KOHTPO/Ib B NPOLECI
BMPOOHWLTBA, KOHTPO/Tb
cepii: NateoH
Cootaxenc b.B.,
HigepnaHgu; KoHTponb
cepii: Mpokci
Na6opaTtopis b.B.,
Higepnangm

HOBOro abo OHOB/IEHOTO
cepTucbikaTa BigNOBIAHOCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeiiChKiit
dapmakonei: ana Adl; ana
BUXiAHOTO
MaTtepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA Y
BMPOGHMLTBI A®I; AnA 4ONOMIKHOT
peyoBuHu (FE-cepTudikaT
BiANOBIAHOCTI EBpPONENCHKI
thapmakonei ans Adl/BuxigHoro
MaTtepiany/peareHTy/npoMibKHOro
npoaykTy abo AONOMiIXHOT
peyoBuHK) - OHOBMEHUIA cepTudikaT
Bif], BXE 3aTBEPAXEHOr0 BUPOGHUKA
- MopaHHsa oHoBneHoro MNE-
cepTudpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei ans
[0NOMDKHOT PEYOBMHU XenaTuH Big
BXe 3aTBEepPAKEeHOro BUPO6GH/Ka
Russelot SAS — CEP No. R1-CEP
2000-029-Rev 06 (nonepeaHs
Bepciss CEP No. R1-CEP 2000-029-
Rev 05). 3miHn | Trny - 3MiHuK 3
akocTi. CepTucpikat
BignoBigHocTi/E-cepTudikat
BiANOBiAHOCTI EBpONeiiChKiit
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBJ/IEHOTO
cepTudikarta BignoBigHOCTI abo
BW/yYEHHS cepTudikara
BiANOBIAHOCTI EBpONeNiChKii
thapmakonei: ana A®l; ans
BUXifHOTO
Marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI API; N8 4ONOMIXKHOI
peuoBuHu (FE-cepTudikat
BiANOBiAHOCTI EBpONeiiChKiit
thapmakonei ans Adl/smxigHoro
Marepiany/peareHTy/npomikHOro
nNpoAayKTy abo AONOMDKHOT
peyoBuHKn) - OHOBNEHWIA cepTudlikaT

Bif] BXXe 3aTBEpAKEHOT0 BUPOGHMKA
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
- MopgaHHAa oHoBneHoro MNe-
cepTudikaT BifgnoBigHOCTI
€Bponeiicbkili hapmakonei ans
[OMOMIXHOI PEYOBWHW XENaTuH Bif,
BXE 3aTBEP)KEHOro BUPOOHMKa
Tessenderlo Group N.V. -CEP
2000-045 Rev 06 (nonepegHs
Bepcis R1 CEP 2000-045 Rev 04).
152. | IMOBAKC cycneHsisa gns CaHodi PpaHuis BMPOGHMLTBO PpaHuia/ BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a peyenmom UA/14266/01/01
nonio® iH’ekuilA; no 0,5 mn MacTep Hepo3ghacoBaHOro YropwumHa mMartepianis: 3miHu | TUNYy - 3MiHK 3
BAKUVHA ANA | (1 posa) y NPOAYKTY, KOHTPO/Ib akocTi. CepTucpikat
MPO®PINAKTUK | nonepegHbo AKOCTI BignosigHocTi/lE-cepTudikar
n 3arnoBHEeHOMY Hepo3ghacoBaHOro BiANOBiAHOCTI EBpONelichkiit
nonioMIeNITY | wnpwyi 3 NPOAYKTY, BTOPUHHE thapmakonei/MoHorpadii. 3miHu,
IHAKTUBOBAH | npukpinneHoto nakyBaHHs1, KOHTPO/1b noB'A3aHi 3 HeOOXiAHICTIO
A PIOKA ronkoto (abo 2-ma SAKOCTi Ta BUNYCK cepii nNpuBeLEHHN Y BIAMNOBIAHICTb A0

OKpEMUMU TofIkamn);
no 1 wnpuuy B
KapTOHHIA KopobL;
no 0,5 mn (1 gosa) y
nonepeHbLO
3anoBHEHOMY
wnpuyi 3
MPUKPINJIEHo0
ronkoto (abo 2-ma
OKpPEMUMU roniKamm)
B CTaHAAPTHO-
€KCMOPTHIN
ynakoBLi, sika
MIiCTUTbCA Y
KapTOHHIA Kopoo6Li 3
IHCTpYyKLUieo ans
MeAMYHOro
3aCTOCyBaHHS; No 5
mn (10 go3) y
(DNaKOHI 3 3aXMCHUM
koBnaykom; no 1 a6o
10 pnakoHis B
KapTOHHI KopobL;
no 5 mn (10 po3s) y
pNaKoHi 3 3aXMCHUM

(ansa nonepegHbLO
3arnoBHEHVX LWNPULLB);
BUPOBHULTBO
Hepo3dacoBaHoro
NpPOAYKTY, KOHTPO/b
AKOCTI
Hepo3dacoBaHoro
NPOAYKTY, HANOBHEHHS
(NepBuHHE NakyBaHHS),
BTOPUHHE NakyBaHHS,
KOHTPO/Tb AKOCTi Ta
BUNycK cepii (ans
donakoHiB): CaHodi
MacTep, ®paHuis;
BUPOBHULTBO
Hepo3dacoBaHoro
NPOAYKTY, KOHTPO/b
AKOCTI
Hepo3dacoBaHoro
NPOAYKTY, HANOBHEHHS
(nepBuHHE NakyBaHHS)
Ta iHCNEeKTyBaHHS,
BTOPWHHE MakKyBaHHS,
KOHTPO/Tb AKOCTi Ta
BUNYCK cepii (gns

MoHorpadii APY abo Esponeiicbkoi
thapmakonei, abo iHLOi
HaLioHanbHOT hapmakonei Aepxasu
€C (3miHa y cneuundikauii
HedhapmakoneiiHoro A®I ans
nNpuBeLEHHN Y BIAMNOBIAHICTb A0
BumMor oY abo €Bponeiicbkoi
thapmakonei, abo iHLOoi
HaLioHaNbHOT hapmakonei Aepxasu
€C) - LonomixHa
peyoBuHa/BUXiAHUIA MaTepian ans
BMpobHULUTBa AP, MNprBEaeHHA
cneumdikauii doeTasibHOI Tensayoi
cuposatkn (®TC) Ta Tenaqoi
cupoBatku (TC) y BIANOBIAHICTb A0
BuMoOr EP, a came: BNnpoBafKeHHsA
TPLOX [0AAaTKOBUX BUNPOOYBaHb
(izeHTudikavis
enekTpodopeTnyHUM npodinem,
OCMOJIASBHICTb, FeMorno6iH) Ta
BUAASIEHHA BUMPOGYBaHHS Ha
30BHILLHIN BUrNAA, aNs hetanbHol
Tenavoi cuposatku (PTC) Ta
Tensayoi cuposatku (TC), wo
BMKOPVCTOBYIOTbHCS Y BUPOOHULITBI

koBnaykom; no 1 a6o nonepeaHLo nonioBakLWHW, BiANOBIAHO [0

10 cpnakoHis B 3arnoBHEHVX LUNPULLB); UYMHHOI MoHorpadii Ph. Eur. 2262.
cTaHAapTHO- BMPOGHMLTBO MocuneHHs KpUTepito NPUAHATHOCTI
EKCMOPTHIf Hepo3acoBaHoro Ans BunpobyBaHHA Ha reMor106iH
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
ynakoBLij, sika NPOAYKTY, KOHTPONb 3rigHo 3 Bumoramm USP Ta
MICTUTBCA Y AKOCTI 36epexeHHs BHYTPILLUHbOT METOAMKN
KapTOHHiI kopobu,j 3 Hepo3dacoBaHoro Ansa BUNpobyBaHHA Ha 3aranbHui
IHCTpyKLUieto ansa NPOAYKTY, HANOBHEHHS GiNOK 3 KPUTEPIAMU NPUAHSATHOCTI,
MeANYHOro (nepBuHHE NakyBaHHs), Lo BignosigaoTs Bumoram Ph. Eur.
3acTocyBaHHsA BTOPVHHE NakKyBaHHS, 2262.
KOHTPO/Ib AKOCTi Ta
BUNYCK cepii (gns
chnakoHiB): CaHodi
MacTep, ®paHuis;
BTOPUHHE NaKyBaHHS,
BUNycK cepii (gns
nonepeaHLo
3aMoBHEHMX LUNPULIB Ta
dhnakoHiB): CaHodi-
ABeHTIiC 3pT.,
YropLimHa; 3anoBHEHHS
Ta IHCMeKTyBaHHSA
LUNPWLiB, KOHTPO/b
AKOCTI (CTEPUNBHICTb)
(ansa nonepefHL0
3anoBHEHVX LUNPULLB):
CAHO®I BIHTPOIN
IHOACTPIA, ®paHuis
153. | IHCTI rpaHynun; no 5,6 ry XepbioH MaknctaH XepbioH MakuctaH MakncTtaH BHECEHHS 3MiH [JO peecTpaLiiiHnx 6e3 peyenma UA/9038/01/01
calle-nakeTi; no 5 MaknctaH MpaiiseT JlimiTeq, mMarepianis: 3MiHu | TRy - 3miHK
abo 10 cawe- MpaiiBeT Loao 6e3nekn/edpekTBHOCTI Ta
NakeTiB y KAPTOHHIi Nimitepq thapmakoHarnagy (iHwi 3miHu) -
KOpOoO6Li OHOB/EHHS TEKCTY MapKyBaHHS
NEepBUHHOI Ta BTOPUHHOI YNakoBOK
niKkapcbKoro 3acoby
154. | IHCTI 3l rpaHynmn, no 5,6 ry XepbioH MaknctaH XepbioH MakncTaH MakncTtaH BHECEHHS 3MiH A0 peecTpaLiiHNX bes peyenma UA/9042/01/01
CMAKOM calle-nakerti; no 5 MakncTtaH MpaiiBeT JlimiTeq, MaTepianis: 3miHu | TUNy - 3MiHK
NMMOHA a6o 10 cawe- MpaliBeT wopo 6e3sneku/epekTMBHOCTI Ta
nakeTiB y KAPTOHHIl Nimiteq hapmakoHarnsgy (iHwi 3MiHn) -
Kopo6Li OHOBJIEHHSA TEKCTY MapKyBaHHs
NnepBMHHOT Ta BTOPUHHOI YNakoBOK
NiKapcbKoro 3acoby
155. | IHTEN/AH kancynu, no 20 abo XepbioH MaknctaH XepbioH MakuctaH MakncTtaH BHECEHHS 3MiH [JO peecTpaLiiiHnx be3 peyenma UA/2009/02/01
no 60 kancyny MakucTtaH MpaviseT fimiTes, marepianis: 3MiHu | Tuny - 3miHK
chnakoHi; no 1 MpariBeT oo 6e3nekn/edpekTNBHOCTI Ta
hNakoHy B Nimitepn thapmakoHarnagy (iHwi 3MiHu) -

KapTOHHI Kopobuj

OHOBEHHA TEKCTY MapKyBaHHs
NEepBUHHOI Ta BTOPUHHOI YNakoBOK
niKkapcbKoro 3acoby
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
156. | IH®GAHPUKC cycneHsia (DTPa- nakcoCmit Benuka nakcoCMmiTKnsiAH Benbris BHECEHHS 3MiH 10 peecTpaLiiiHnx 3a peyenmom UA/16235/01/01
FEKCA HBV-IPV) gna Knsinx BpuTtaHis Bionogxikans C.A. marepianis: 3miHu Il Tuny - 3miHn 3
KOMBIHOBAH iH’ekuiii no 0,5 mn (1 Ekcnopt AKoCTi. [0TOBWIA Nikapcbknii 3aci6.
A BAKUVHA [o3a) Ta nioginisar Nimiten 3MiHW Y BUPOOHULTBI. 3MiHa
ana (Hib); 1 nonepeaHb0 iMnopTepa/3aMiHu, L0 CTOCYIOTbCA
MPO®INAKTUK | HanoBHeHwui BWMYCKy Cepii Ta KOHTPO/IH0 SKOCTI
N BUDTEPII, 0HOPAa30Buii roTOBOrO JliKapCbKOro 3acoby
NPABLA, wnpwy, (no 0,5 mn (1 (3amiHa abo gofaBaHHS AibHUL,
KALUTOKY [03a)) Y KOMMJIeKTi 3 Ha SIKii 34iICHIOETLCA KOHTPOSb
(ALENONAPH [BOMa rosikamu Ta AKOCTI/BUNPOGYBaHHA cepil ons
nn chnakoH 3 6i010ri4YHOro/iMyHOMOrYHOrO
KOMMOHEHT), | niodinizatom (Hib) nikapcbKoro 3acoby, Ta 6yab-akoi
FENATUTY B, ans 1 nosu, wo OiNbHUL, Ha sIKili 3aCTOCOBYETLCS

noniomMienitTy
TA
3AXBOPHOBAH
b,
36YAHNKOM
AKNX €
HAEMOPHILUS
INFLUENZAE
TNy B

3MiLYOTbCA nepes
BUKOPUCTaHHAM; ABi
rofiku, Wwnpuy, Ta
pNakoH repMeTuyHO
3anakoBaHi y
nNacTyKoBUiA
KOHTeliHep; no 1 a6o
no 10 nnacTuKoBux
KOHTeliHepiB y
KapTOHHI Kopoo6Lii 3
MapKyBaHHSAM
YKpPaiHCLKO MOBOIO;
1 nonepefHbLO
HarnoBHEHW
0HOPAa30Buii
wnpwy, (no 0,5 mn (1
[03a)) Y KOMMJIeKTi 3
[BOMa rofikamu Ta
hnakoH 3
niodpinizatom (Hib)
ana 1 posu, wo
3MiLYOTbCA nepes
BUKOPUCTaHHAM; ABi
rofiku, Wwnpuy, Ta
pNakoH repMeTuyHO
3anakoBaHi y
nNacTyKoBUiA
KOHTeliHep; no 1 a6o
no 10 nnacTuKoBux
KOHTeliHepiB y
KapTOHHI Kopoo6Lii 3
MapKyBaHHSAM

6i0N0riYHMIA/iMYHONOTIYHNI METOZ,
BMNpOoGyBaHHS) [logaBaHHA AiTbHNL
"GlaxoSmithKline Vaccines S.R.L.",
Via Fiorentina, 1, 1-53100 Siena,
Italy Ans nposefeHHs
hapmakoneiHux TecTis Ans
KOHTPO/IO SIKOCTI iN-vivo, 6e3 3MiH y
MeToAax KOHTposto. PepakuiiiHi
npasku Ao po3ainy 3.2.P.3.1. TepmiH
BBEeAEHHS 3MiH - 30.06.2026
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
aHrniicbkoo MOBOKO
3i cTrKepamu
YKPaIHCbLKOK MOBOH
157. | IHOAHPUKC cycneHsia (DTPa- nakcoCmit Benuka InakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHnx 3a peyenmom UA/15832/01/01
INB XIb IPV) ans in’exuiii no Knsiin BpuTtaHis Bionogxikans C.A. marepianis: 3miHu Il Tuny - 3miHK 3
KOMBIHOBAH 0,5 mn (1 gosa) Ta Ekcnopt AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
A BAKUVHA niodpinizar (Hib); Nimitepq 3MiHM Y BUPOBHULTBI. 3MiHa
ana cycnensia (DTPa- iMnopTepa/3aMiHu, L0 CTOCYIOTbCA
MPO®INAKTUK | IPV) gns iH’ekuiin no BMNYCKY Cepii Ta KOHTPONIO AKOCTI
N QUNDTEPII, 0,5wmn (1 po3a) y roTOBOrO JliKapCbKOro 3acoby
NMPABLA, nonepeaHL0 (3amiHa abo fofaBaHHS AibHUL,
KALLUJTHOKY HanoBHEHOMY Ha SIKiil 34iACHIOETLCSA KOHTPO/b
(ALENONAPH 04HOPa30BOMY AKOCTI/BUNPOGYBaHHSA cepil ans
nin wnpui Ne 1y 6i010ri4YHOro/iMyHOMOrYHOTO
KOMMOHEHT), KOMMNJIeKTi 3 ABOMa nikapcbKoro 3acoby, Ta 6yab-akoi
noniomMIeNITY | ronkamu Ta OiNbHUL, Ha sKili 3aCTOCOBYETLCS
TA niodpinizat (Hib) y 6i0N0rivyHMIA/iMyHONOTIYHNI MEeTOg,
3AXBOPKOBAH | dnakoHi Ne 1, wo BMNpOGYyBaHHS) [loaaBaHHA AibHNL
b, 3MiLLYIOTbCA nepes, "GlaxoSmithKline Vaccines S.R.L.",
36YAHNKOM BVMKOPUCTaHHAM: Mo Via Fiorentina, 1, 1-53100 Siena,
AKNX € 1 nonepefHbO Italy ans npoBefeHHsA
HAEMOPHILUS | HanoBHeHOMy hapmakoneiHux TecTis Ans
INFLUENZAE 0fiHOpPa30BOMY KOHTPO/I0 SKOCTI in-vivo, 6e3 3MiH y
TNy B LINPULY Y KOMNNEKTI MeToAax KOHTposto. PepakuiiiHi
3 iBOMA ronikamu tTa npaskun Ao po3ainy 3.2.P.3.1. TepmiH
1 dhnakoHom 3 BBe/EHHS 3MiH - 30.06.2026
niodpinizatom (Hib) y
BaKyyMHili
CTepW/bHIl
ynakosLi; no 1
BaKyyMHili
CTepWsIbHIli ynakoBLii
Y KapTOHHIl Kopobui
158. | IHOPNAMA®DEP | po3uvH Ans iH'exujit TOB "HIP" YkpaiHa TOB "HIP" YkpaiHa BHECEHHS 3MiH 10 peecTpavLintHnx 3a peyenmom UA/0611/01/01
TUH® no 2 M B amny/ii; mMartepianis: 3miHu | Tuny - 3MiHK 3

no 5 a6o 10 amnyn B
KOpo6Li 3 KapTOHyY 3
nosliMepHo
YapyHKOBOIO
BK/1A1KOI0

AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpPO/b roTOBOrO NiKapcbKoro
3acoby. 3miHa y meTogax
BMMNPOOYBaHHA rOTOBOTO NiKapCbKOro
3aco06y (iHWi 3MiHK Yy MeTofax
BMMNPOOGYBaHb (BK/1l0HAKOUM 3aMiHy
ab0 AONOBHEHHS)) 3MiHN B
3aTBEPAKEHIN MeToauL
BUMNPOOYBaHHSA 3a NMOKa3HUKOM
«KisibkKicHe BU3HAYEHHS.
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1

IHdhnamachepTnH» (APY 2.2.25).
3MiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6.
KOHTPO/b roTOBOrO MiKapcbKoro
3acoby. 3miHa y meTofax
BUMPOOYBaHHA rOTOBOTO NiKapCbKOro
3aco06y (iHLWi 3MiHK Y MeToAax
BMNpobyBaHb (BK/IOYAUM 3aMiHy
ab0 AONOBHEHHS)) 3MiHN B
3aTBEPMXKEHI MeToauL
BUMNPO6YBaHHA 3a NMOKa3HMKOM
«laeHTudikauis. XiHozon»
(konbopoBa peakLis), a came
3MEHLUEHHA 06'eMy peareHTy Ta
BWy4YEHHs eTany dinbTpauii
PO3UMHY
3MiHn | TUNY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6.
KOHTPO/b roTOBOrO MiKapcbKoro
3acoby. 3miHa y meTofax
BUMPOOYBaHHA rOTOBOTO NiKapCbKOro
3aco06y (iHLWi 3MiHK y MeToAax
BMNpobyBaHb (BK/IOYAUM 3aMiHy
a60 gonoBHeHHS1)) CynyTHA 3MiHa
- 3MiHu 3 siKoCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[0MNyCTUMUX MEX rOTOBOTO
nikapcbKoro 3acoby (iHLwi 3MiHN)
3aMiHa Ha3BM nokasHuka «ycTnHa»
Ha NokasHWK «BigHocHa rycTuHa
(n.3 MK4, AdYy*, n.2.2.5, N, meTog,
1). 3miHn Il TMNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbknin 3aci6. 3MiHN Y
BMPOGHULTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOrO /1iKapCbKOro
3aco6y, BK/IHOYAKUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETHLCS NPK
BMPOOHULITBI FOTOBOTO J1iKAPCLKOr0
3acoby (cyTTeBa 3MiHa y nNpoLeci
BMPOOHMLITBA, AKa MOXe MaTu
iCTOTHWI1 BNB Ha SKIiCTb, 6e3neky Ta
eheKTMBHICTb MikapCcbKoro 3acoby)
3MiHa y TexHo/1oriyHoMYy npoueci /13,
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

30Kpema 3MiHa y (DibTpyBasIbHOMY
efleMeHTi Ha cTagil npoTeonisy
3miHu Il TUnNy - 3MiHM 3 SKOCTiI.
[oTOBWIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbKoro
3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AonycTUMmX
MEX FOTOBOr0 NiKapCbKoro 3acoby
(3MiHa 3HaxoauTbCSA nosa
3aTBEPAKEHVMU JONYCTMUMU
Mexamu cneumdikaLlin)
3MiHa KpUTEepito MPUIAHATHOCTI B
crneuundikavii 13 3a NoOKasHWKOM
«Cyxuii 3a/IMLIoK». 3aTBEPAXKEHO:
Big 28,490 go 31,150 mr/mn.
3anponoHoBaHo: Big 15,00 go 24,00
Mr/MA. 3MiHu | Trny - 3miHn 3
AKoCTi. [0TOBWIA Nikapcbknii 3aci6.
KOHTPO/b roTOBOrO MiKapcbKoro
3acoby. 3miHa napameTpis
cneundikauii Ta/abo AonycTUMmX
MeX roTOBOrO NikapCbKOro 3acoby
(3MiHa 3HaxoauTbCa nosa
3aTBEPMKEHVMUN JONYCTMUMU
Mexamu cneuudpikadiii) 3miHa
KpUTEpIito NPUIAHATHOCTI B
cneuudikayii 13 3a NOKa3HUKOM
«pH» (APY 2.2.3) 3aTBEpPOXKEHO: Bif
5,0 go 7,0 3anponoHoBaHo: Big 4,5
no75

159.

IPBETAH

Tabnetku no 300 mr
no 10 TabneTtok y
6nicTepi; no 2
6nictepu B nauuj

AT
"KUIBCbKW
"
BITAMIHHI
" 3ABOA"

YkpaiHa

AT "KUTBCbKMIA
BITAMIHHUA 3ABO/"

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHnx
mMarepianis: 3MiHu | TRy - 3miHK
Loao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili
XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT AN
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTaBi perynspHo OHOB/TIOBAHOMO
3BiTy 3 6e3neku Nikapcbkoro 3acoby,
a60o pocnifxeHb 3 6e3nekn
3aCTOCYBaHHSA ikapCbKoro 3acoby B
nicnspeecTpauiiiuii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3
JocnigpkeHb, NpoBeAeHnX
BifNOBIAHO A0 NnaHy negiatpuyHmux

3a peyenmom

He
nionseae

UA/6820/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

pocnipkeHs (PIP) (3MiHy y3roakeHo
3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHM BHECEHO [0 IHCTPYKLUIT Ansa
MeJMNYHOro 3aCTOCyBaHHS

nikapcbKoro 3acoby y po3ainm
"Oco611BOCTI 3aCTOCyBaHHA",

"Mo6iuHi peakwii" BiANOBIAHO A0

OHOBJIEHOT iHhopMaLii 3 6e3neku

Lito4oi pevyoBuHU. BBeeHHSA 3MiH
npoTArom 6-Tn MicAUIB micns

3aTBEPAKEHHS

160.

NOAOMAPUH®
100

Tabnetkv no 100
MKr; no 50 a6o no
100 TabneTok y
thnakoHi; no 1
ch1akoHy B
KapTOHHI Kopo6Lyi

BEP/IH-
XEMI AT

HimeyunHa

Bupo6HuLTBO “in bulk”,
KOHTPOb cepiii:
BEP/IH-XEMI AT,
HimeuuunHa; KoHTposb
Ta BUNYCK cepiii:
BEP/IH-XEMI AT,
HimeuuunHa;
Bupo6HmLTBO “in bulk”,
nakyBaHHS Ta KOHTPO/Ib
cepiii: MeHapiHi-®oH
XengeH MvbX,
HimeuunHa

HimeuunHa

BHECEHHS 3MiH [JO peecTpaLiiiHnx
marepianis: TexHi4yHa noMuka
(3rigHo Haka3y MO3 Big 23.07.2015
Ne 460). BunpaBneHHs1 TEXHIYHOI
NOMUKK, 3rigHO N.2.4. nn. 4 po3ainy
VI Hakazy MO3 YkpaiHu Big,
26.08.2005p. Ne 426 (y pepaxuii
Hakady MO3 Ykpainu Big 23.07.2015
p Ne 460) - BUNpaBneHHs1 TEXHIYHOI
nomunkun B MKA /13, gonyLieHoi npn
nepeHeceHHi iHdopmadi i3
opuriHaNbHUX marepianis
peecTpauiiiHoro Aocbe, a came B
3arBepmxeHux MKA 13 6yno
MPONYLLEHO MOKa3HUK
«laeHTUdikauis nogua-ioHie»
(pignHHa xpomartorpadist Ph. Eur.
2.2.29) y Cneumadikauii Ha TepMiH
NpuAATHOCTI, SKUIA HAsBHUIA B
po3sgini 3.2.P.5.1. Cneuudikauis (Ha
BUNYCK Ta Ha TEPMIH NPUAATHOCTI).
3aTtBepmkeHo:Cneundikauis (Ha
TEePMiH NpPUAATHOCTI).
HalimeHyBaHHSA noka3Hvka Metoau
KOHTpoONto [lonycTumi Mexi ---
3anponoHoBaHo: Cneuudikauis (Ha
TEepMiH NpUaaTHOCTI).
HaiimeHyBaHHSA nokasHvka Metoam
KOHTpOA0 JonycTuMi Mexi
laeHTudikalia oana-ioHiB pigMHHA
xpomatorpadist Ph. Eur. 2.2.29
NiATBEPMAKEHHS iAEHTUYHOCTI 3a
[0MOMOrol pepepeHTHOT pevyOBUHN

6e3 peyenma

UA/0156/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
- 3a3HayeHe BUNpaBEHHSA
BiAgnosigae marepianam
peecTpauiiHoro Aocke, Sk
npeacTasrieHi B apxisi (po3ain
3.2.P.5.1. Cneupndpikauis Ha BUMYCK
Ta TEPMiH NpUAATHOCTI)
161. | KANIMIH® 60 H | Ta6netky no 60 wr, TOB «TeBa Ykpaina [lo3Bin Ha BMNycCK cepii: HimeuunHa BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a peyenmom UA/9462/01/01
no 50 a6o no 100 YkpaiHa» Mepkne 'm6X, mMarepianis: 3MiHu | TRy - 3miHK
TabneTok y chriakoHi; HimeuuunHa; woao 6e3nekn/edpekTMBHOCTI Ta
no 1 chnakoHy B Bupo6bHMLTBO thapmakoHarnagy (iHwi 3miHu) -
KopoobUi Hepo3dgacoBaHol 3MiHV BHECEHO Y TEKCT MapKyBaHHS
NPOAYKLUiT, NepBnHHa Ta NepBuHHOT (N. 2, 5, 6) Ta BTOPUHHOI
BTOPVHHA yNakoBKa: (n. 11, 12, 17) ynakoBKu NikapcbKoro
Knoke ®apma-Cepsic 3aco6y, a TakoX 3p06/IEHO HE3HAYHI
M6X, HimeuunHa; pefakuifiHi NpaBKK B iHLWIMX MYHKTax
MepBuWHHA Ta BTOPMHHA TEKCTYy MapKyBaHHS. BBefeHHs 3MiH
ynakoska: Kroke npoTsArom 6-Tv MicsLiB nicns
BepnakyHrc-Cepsic 3aTBepKEHHSA
vM6X, HimeuunHa
162. | KANIYM Tabnetku, no 80 [Lolive HimeuunHa [oliue XomeonaTi-YHioH HimeuunHa BHECEHHS 3MiH A0 peecTpaLiiHNX 6e3 peyenma UA/11883/01/01
CYNb®YPUKY Tabnetok y cpnakoHi; | Xomeonarti- OXY-ApuHaiimiTTens MaTepianis: 3miHu | TUNy - 3MiHK
M Cifnb no 1 dpnakoHy B YHioH AXY- M6X & Ko. KI wono 6e3nekn/epekT1BHOCTI Ta
AOKTOPA KapPTOHHIn KopooL;i ApuHaiimiTT thapmakoHarnagy (iHwi 3miHu).
LLUKOCC/EPA enb MM6X & 3MiHM BHeceHo y n. 17. IHWE Tekcty
Ne6 Ko.KI" MapKyBaHHA BTOPMHHOT yNakoBKu
NiKapcbKoro 3acoby LWoao
BWIYYEHHS iHdhopmaLii npo
EKCK/H3MBHOIo NpefcTaBHuKa.
163. | KANIYM Tabnetku, no 80 [Loliue HimeuunHa [oliue XomeonaTi-YHioH HimeuunHa BHECEHHS 3MiH [0 peecTpavLiiiHnX 6e3 peyenma UA/11884/01/01
POCDOPUKYM | Tabnetok y chnakoHi; | Xomeonari- OXY-ApuHaiimMiTTenb MaTepianis: 3miHu | TUny - 3MiHK
Ciib no 1 dpnakony y YHioH OXY- v6X & Ko. KI oo 6e3nekn/epekTnBHOCTI Ta
NOKTOPA KapTOHHI Kopo6Lyi ApuHaimMiTT thapmakoHarnsgy (iHwi 3MiHn).
LLIKOCC/EPA enb 'mM6X & 3MiHM BHeceHo y n. 17. IHWE TekcTy
Ne5 Ko.KI MapKyBaHHA BTOPVMHHOT yNakoBKu
nikapcbKoro 3acoby woao
BWYYEHHS iHhopMmaLii npo
EKCK/H3MBHOIo NpefcTaBHKa.
164. | KANIYM Tabnetku, no 80 [Loliue HimeuunHa [oliue XomeonarTi-YHioH HimeuunHa BHECEHHS 3MiH 0 peecTpavLiiiHnX 6e3 peyenma UA/12586/01/01
XNOPATYM TabneTtok y chnakoHi; | Xomeonarti- OXY-ApuHaiimiTTens MaTepianis: 3miHu | TUny - 3MiHK
Cinb no 1 dponakoHy B YHioH AXY- M6X & Ko. KI oo 6e3nekn/epekTnBHOCTI Ta
NOKTOPA KOpoo6Li ApuHaimMiTT hapmakoHarnagy (iHwi 3MiHn).
LLIKOCC/IEPA enb 'mM6X & 3MiHM BHeceHo y n. 17. IHWE Tekcty
Ne 4 Ko. KI MapKyBaHHA BTOPMHHOT YNakoBKu
nikapcbKoro 3acoby woao
BWIYYEeHHS iHdhopMaLii npo
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
€KCK/03MBHOTO NpeAcTaBHMKa.
165. | KAnbuUlyMm Tabnetku; no 80 [Lolive HimeuunHa [oliue XomeonaTi-YHioH HimeuunHa BHECEHHS 3MiH 40 pPeecTpaLiiHnX 6e3 peyenma UA/12195/01/01
CYNb®YPUKY Tabnetok y chnakoHi; | Xomeonarti- OXY-ApuHaiimMiTTenb MaTepianis: 3miHu | TUNy - 3MiHK
M Cl/1b no 1 chnakony y YHioH AXY- m6X & Ko. KI wopo 6e3sneku/edpekTMBHOCTI Ta
AOKTOPA KapTOHHI Kopo6Lyi ApuHaimiTT hapmakoHarnagy (iHwi 3MiHn) 3MiHun
LLKOCC/EPA enb MM6X & BHeceHo y n. 17. IHWE Tekcty
Nel2 Ko. KI MapKyBaHHSA BTOPUHHOT YNakoBKMN
NiKapcbKoro 3acoby LWoao
BWIyYeHHS iHdhopmaLii npo
EKCK/03MBHOTO NpeACcTaBHMKa.
166. | KANbuUlyMm Tabnetku, no 80 [Lolive HimeuunHa [oliue XomeonaTi-YHioH HimeuunHa BHECEHHS 3MiH A0 peecTpaLiiHNX 6e3 peyenma UA/12196/01/01
DTYOPATYM Tabnetok y cpnakoHi; | Xomeonarti- OXY-ApuHaiimiTTens MaTepianis: 3miHu | TUNy - 3MiHK
Cinb no 1 dpnakony y YHioH AXY- 6X & Ko. KI wono 6esnekn/epekTnBHOCTI Ta
AOKTOPA KapPTOHHIn KopooL,ji ApuHaiimiTT thapmakoHarnagy (iHwi 3miHu).
LLUKOCC/EPA enb MM6X & 3MiHM BHeceHo y n. 17. IHWE Tekcty
Nel Ko. KI MapKyBaHHA BTOPMHHOT yNakoBKu
NiKapcbKoro 3acoby LWoao
BWIYYEHHS iHdhopmaLii npo
EKCK/TH3MBHOIo NpefcTaBHuKa.
167. | KANnbulyMm Tabnetku; no 80 [Loliue HimeuunHa [oliue XomeonaTi-YHioH HimeuunHa BHECEHHS 3MiH [0 peecTpavLiiiHnX 6e3 peyenma UA/12197/01/01
POCDOPUKYM | Tabnetok y chnakoHi; | Xomeonari- OXY-ApuHaiimMiTTenb MaTepianis: 3miHu | TUny - 3MiHK
Ciib no 1 dpnakony y YHioH OXY- v6X & Ko. KI woao 6e3nekn/epekTnBHOCTI Ta
NOKTOPA KapTOHHI Kopo6Lyi ApuHaimMiTT thapmakoHarnagy (iHwi 3MiHu) -
LLIKOCC/IEPA enb 'mM6X & 3MiHM BHeceHo y n. 17. IHWE Tekcty
Ne 2 Ko. KI MapKyBaHHA BTOPMHHOT yNakoBKu
nikapcbKoro 3acoby woao
BWYYEHHS iHhopMmaLii npo
EKCK/H3MBHOIo NpefcTaBHKa.
168. | KAHAIDPOPC- Kancynv Teepgi no MAHKANHL, IHgis KoxaHc NaiidpcaiieHc IHais BHECEHHS 3MiH 0 peecTpavLiiiHX 3a peyenmom UA/17640/01/01
100 100 mr, no 10 PAPMA NimiTen MaTepianis: 3miHu | TUny - 3MiHK
Kancyn y énicrepi; NIMITEL, oo 6e3nekn/epekTnBHOCTI Ta

no 3 6nictepu B
KapTOHHI ynakoBLi

thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHeHWX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHS y3araslbHEHNX AaHUX Npo
cuctemy chapmakoHarnagy, amiHa
YMOBHOBaXEHOI 0CO6Y,
BiANOBiAA/IbHOT 32 3AiCHEHHS
chapmakoHarnsgy; KOHTaKkTHoi 0cobm
3 thapmakoHarnsgy 3asiBHVKa Ans
3gificHeHHs chapmakoHarnsay B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0COobY,
BiANOBiAA/IbHOT 32 3AiCHEHHS
hapmakoHarnagy (Bka4yaruu
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
KOHTaKTHi flaHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) 3miHa
YNOBHOB&XXEHOT 0COOU 3aABHUKA,
BiANOBIAaUIbHOI 3a hapmakoHarnag.
[itoua pepakuis: Pamxat Civran /
Rajat Singal. NMponoHoBaHa
pepakuis: ip. Hity CiHxa / Dr. Nitu
Sinha. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXEHOI 0CcobY,
Bi4NOBiAa/IbHOI 32 hapmakoHarnsg
169. | KETOAEKCA TabneTku, BKpUTI TOB Ykpaina TOB «<ACTPAPAPM» YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHnX 3a peyernmom He UA/16020/01/01
NAiBKOBOO «[peacraBH MaTtepianis: 3miHa 3asBHuUka 13 nionszae
060/10HKOI0, M0 25 nUTBO (MIBIM) (BnacHWKa peecTpauiitHoro
mr; no 10 Tabnetok BAYM noceigyeHHs) (3rigHo Hakasy MO3
y 6nictepi; no 1 abo PAPM Bifg 23.07.2015 Ne 460): TepmiH
no 3 6nictepn y TMBX>»

KOpoo6Li

BBEJEHHS 3MiH NPOTArom 6 micsuis
nicnsa 3aTBepikeHHs. 3MiHu | Tuny -
3MiHV Woao 6e3nekun/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3ara/lbHeHUX JaHux npo
cucTemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX Npo
cuctemy chapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0Ccoby,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KOHTakTHOi 0cobm
3 (hapmakoHarnsgy 3asBHuKa Ans
3fjificHeHHs chapmakoHarnsgy B
YKpaiHi, AKWO BOHA BiAMIHHA Bif,
YNOBHOBAaXEHOI 0CcobY,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
thapmakoHarnagy (Bkiodaroum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
[litova pepakuis: LWoskosa IpvHa
BaneHTuHiBHa. MNponoHoBaHa
pefakuisi: Bucoybka Onbra
puropisHa. 3MiHa KOHTaKTHUX
[aHuX ynoBHOBaXXEHOT 0co6U
3asBHWVKa, BiANOBIAA/IbHOI 3a
thapmakoHarnsg. 3miHa
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

MiCLLe3HaXOKEHHSI MacTep-haiina
cmcTeMu hapmakoHarnsgy Ta oro
Homepa.
3MiHa MicLA 3AiACHEHHSI OCHOBHOI
AISNbHOCTI 3 hapmakoHarnsgy.
3MiHu | TMRY - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN)
OHOBJIEHHSA TEKCTY MapKyBaHHs
NepBUHHOI Ta BTOPUHHOI YNaKoBOK
niKkapcbKoro 3acoby, 3okpema
BWyYEHHS iHhopMaLi, 3a3HayYeHol
POCIiCbKOI0 MOBOIO, Ta BHECEHHS
peaakuiiHnX NpaBokK Mo TEKCTY.
TepMiH BBeZeHHS 3MiH NPOTArom 6
MicALiB nicna 3aTBepKEeHHs. 3MiHU
| TNy - AOMIHICTPaTMBHI 3MiHW.
3miHa HalimeHyBaHHs Ta/abo
afpecy MicLs NPOBaKEHHS
AiSnbHOCTI BUpobHUKa/imnopTepa
roTOBOrO JlikapcbKoro 3acoby,
BKJ/THOYAKOUN AiNbHULI BUMYCKY cepil
ab0 MicLe NpoBeAEeHHS KOHTPOSI0
AKOCTI. (QISNbHICTb, 3a AKy
Bignosigae BUPOGHUK/iMNopTep,
BK/IHOYAK0UM BUMYCK cepili) 3MiHa
aapecy BMpo6Huka M3 Ketopekca,
a came 3 (08132, Kuiscbka 0611.,
Kneso-CBATOLUNHCBHKNIA P-H., M.
BuwHeBe, Byn. KniBcbka, 6) Ha
(08132, KniBcbka 06/1., ByuaHcbkuii

p-H, M. BuwiHese, Byn. Kniscbka, 6.).

Micue3HaxomKeHHs Ta BUpOGHWUI
npouecy AiNbHUL He 3MIHWUCD.
3MiHN BHECEHO B IHCTPYKLit0 ANA
MeAMYHOro 3acTOCyBaHHSA
nNiKapcbKoro 3acoby y po3ain
«MicLe3HaxomkeHHs BUPOGHMKa Ta
agpeca MicLs NpoBaXeHHS oro
LiSiNbHOCTI» 3 BigNOBIgHUMY
3MiHamK y TEKCTi MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby.
TepMmiH BBEEHHS 3MiH NPOTAroM 6
MicSILLiB NiCNs 3aTBEPAKEHHS.

170.

KNABEN® 500

TabNeTkn, BKPUTI

HOBEN

TypeydnHa

HOBE/ I/JAY CAHAI BE

TypeyyunHa

BHECEHHS 3MiH 40 peecTpaLiiHNX

3a peyenmom

He

UA/7034/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep

peecmpayjiliHo2o

nocBi04Y€eHHs1

060/10HKO10, N0 500
Mr; no 7 TabneTok y
6nicTepi; no 2
6nictepu y
KapTOHHI ynakoBLi

IJIAY CAHAT
BE
TIIKAPET
A.LL.

TII>KAPET A.LL.

MaTepianis: 3miHu | TUny - 3MiHK
oo 6e3nekn/epekTnBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpOTKili
XapakTepucTuLi nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyHMX/ribpuaHnx/6ionodibHux
NiKapcbKnx 3acobiB Nic/1s1 BHECEHHS
Tiel camoi 3MiHV Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
Ha[aHHS XXOAHWUX HOBUX [0AATKOBUX
[aHnx) 3MiH1 BHECEHO A0 iIHCTPYKL,i
AN MeAMYHOro 3acToCyBaHHs
nikapcbKoro 3acoby y po3ginu
"Moka3zaHHA", "TIpoTMUnoKasaHHA",
"B3aemogis 3 iHLWMMU NiKapCbKUMM
3acobamu Ta iHWi BUAN B3aemogiii",
"Oco6nMBOCTI 3aCTOCYBaHHS",
"Mepepo3yBaHHA", "T06IYHI peakuii”
BiANOBIAHO A0 iHhopMmaL,i Wwoao
MeAMYHOro 3acTOCyBaHHSA
pedhepeHTHOro /ikapcbKoro 3acoby
(KNAUWA, Tabnetkun, BKpUTI
NniBKOBOK 000/I0HKOI). BBEAEHHSA
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS

nionsieae

171.

KNOCAPT®

TabneTku, BKpUTI
N1iBKOBOIO
0060/10HKOI0, N0 25
Mr no 14 TabneTok y
6nictepi, no 1, 2 abo
6 6nicTepis B
KapTOHHI ynakoBLi

TOB
"TNEAGAP
M NTA"

YkpaiHa

TOB "KYCYM ®APM",
YkpaiHa
abo
TOB «NMEAPAPM
NTO», YkpaiHa

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
mMartepianis: 3miHu | TUNYy - 3MiHK 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHU y BUPOGHMUTBI. 3amiHa abo
BBEEHHS 404AaTKOBOI AiNbHUL
BMPOGHMLITBA A1 YaCTUHU abo
BCbOro BUPOGHMYOro npouecy
roTOBOrO JliKapCbKOro 3acoby
(@inbHUUSRA, Ha AKi NpoBOASATLCSA
6yAb-aKi BUPOGHUUYI cTagii, 3a
BUHATKOM BUMYCKY Cepiii, KOHTPO/IIO
AKOCTI, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHS1, /19 HECTePUbHUX
nikapcbknx 3acobis) - CynyTHs 3MiHa
- 3MiHK 3 AKoCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHn y
BMPO6GHULTBI. 3amiHa abo BBEAEHHSA
[04aTKOBOT AiNbHULI BUPOBGHMLTBA
[N5 YacTvHW abo BCbOro

3a peyernmom

He
nionsieae

UA/8765/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
BMPOGHMYOro NpoLEecy roToBoro

nikapcbKoro 3acoby (ainbHuua ans
BTOPWHHOTO NakyBaHHs) - CynyTHA
3MiHa - 3MiHK 3 AKoCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI Ai/bHULi BUPOBHULTBA
[Ans YacTvHM abo BCbOro
BMPOGHNYOro npouecy rotoBoro
nikapcbKoro 3acoby (ainbHuuA ans
NEePBUHHOIO NakyBaHHS) - BBEAEHHS
anbTepHaTUBHOro BMpo6Huka TOB
"TNEAPAPM NTA", YkpaiHa
BiANOBIA4a/IbHOrO 3a BUPOGHMLTBO,
nepBUHHE, BTOPUHHE NakyBaHHS.
3MiHY € pilleHHA MEHEeKMEHTY
KOMMNaHii 3 MeTol onTuMi3aLli
iBUpOGHMLTBA Ta 6Gi3HeC npouecis.
BBefeHHSA 3MiH NPOTAroM 6-Tn
MiCALIB MiCNA 3aTBEPKEHHS. 3MiHM
| TNy - 3MiHK 3 AKocTi. FoToBWIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHA
iMnopTepa/aMiHu, L0 CTOCYIOTbCA
BUMYCKY Cepii Ta KOHTPO/IKO AKOCTI
rOTOBOTO JliKapCbKOro 3acoby
(3amiHa abo foaaBaHHSA BUPOGHMKA,
Lo BignoBigae 3a BBe3eHHA Ta/abo
BMMNYCK cepii) - Bkntoyaroun
KOHTPO/b/BMNPOGYBaHHSA cepil -
BBEJEHHA anbTepHaTUBHOIO
BMpo6Huka TOB "TMEA®APM NTA",
YkpaiHa BiAnoBigabHOro 3a BUMycK
cepil, BKOYaoUy KOHTPO/Ib AKOCTI.
3MiHU € PiLLEHHA MEHEKMEHTY
KOMNaHii 3 MeToo onTumisadji
BMpo6HULTBA Ta 6i3Hec npoLecis.
3MiHN BHECEHO B IHCTPYKLit0 ANA
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3aiiv
"Brpo6HuMK", "MicLie3HaxomKeHHs
BMPOGHMKaA Ta agpeca Micus
NPOBa/PKEHHS Or0 AisSIbHOCTI" 3
BiANOBIAHMMW 3MiHAMW B TEKCTI

MapKyBaHHs yNakoBOK. BBefleHHs!
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS.
172. | KNOCAPT® TabneTku, BKpUTI TOB Ykpaina BVMPOGHWLTBO, NEPBUHHE Ykpaina/ BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a peyernmom He UA/8765/01/02
NAiBKOBOO "TNEQPAP nakyBaHHs, BTOPUHHE IHais/ mMartepianis: 3miHu | TUNy - 3MiHK 3 nionsieae
o060n0Hkoto, no 50 MNTAh" nakyBaHHs1, KOHTPO/1b AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.

mr, no 14 tabneTtok
y 6nictepi; no 1, 2
abo 6 6nicTepis B
KapTOHHI ynakoBLi

SAKOCTI, BUNYCK cepil
abo
BTOPUHHE NakyBaHHS,
KOHTPOJ1b AKOCTI, BUMYCK
cepii 3 npoaykuii in bulk:
TOB "KYCYM ®APM",
YkpaiHa
abo
BVMPOGHWLTBO, NEPBUHHE
nakyBaHHs, BTOPUHHE
nakyBaHHs!, KOHTPO/1b
AKOCTI, BUNYyCK cepil
abo
BUPOBHMLTBO NPOAYKLii
in bulk:
KYCYM XENTXKEP
MBT NTA, HAis

abo
BMPOBHWLTBO, NEPBUHHE
nakyBaHHs!, BTOPUHHE
nakyBaHHS, KOHTPO b
SAKOCTI, BUNYCK cepil
abo
BTOPWHHE MakKyBaHHS,
KOHTPO/b SKOCTi, BUNYCK
cepii 3 npoaykuiji in bulk:
TOB «[MEA®APM
NTO», YkpaiHa

3MiHU y BUPOGHMUTBI. 3amiHa abo
BBEEHHS 404AaTKOBOI AiNbHUL
BMPOGHMLITBA A1 YaCTUHU abo
BCbOro BUPOGHMYOro npouecy
roTOBOrO JliKapCbKOro 3acoby
(@inbHUUSRA, Ha AKi NpoBOASATLCSA
6yAab-AKi BUPOGHUUI cTagii, 3a
BUHATKOM BUMYCKY Cepiii, KOHTPO/IIO
AKOCTI, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHS1, /19 HECTePUbHUX
nikapcbknx 3acobis) - CynyTHs 3MiHa
- 3MiHK 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHn y
BMPO6GHULTBI. 3amiHa abo BBeAEHHSA
[04aTKOBOT AiNbHULI BUPOBHMLTBA
NS YacTviHW abo BCbOro
BMPOGHMYOro NpoLecy rotoBoro
niKkapcbKoro 3acoby (ainbHuua ans
BTOPVHHOrO MakyBaHHS) - CynyTHs
3MiHa - 3MiHK 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI Ai/TbHULi BUPOBHULTBA
[Ansa YacTvHM abo BCbOro
BMPOGHNYOro npoLecy rotoBoro
nikapcbKoro 3acoby (ainbHuua ans
NepBUHHOIO NakyBaHHS) - BBEAEHHS
anbTepHaTUBHOro BMpo6Huka TOB
"TNEAPAPM NTA", YkpaiHa
BiANOBIAa/IbHOrO 3a BUPOGHMLTBO,
nepBUHHE, BTOPUHHE NakyBaHHS.
3MiHU € pilLeHHA MEHEeKMEHTY
KOMMNaHii 3 MeTo onTuMi3aLli
iBUpOOHMLTBA Ta 6Gi3Hec npouecis.
BBefeHHS 3MiH NPOTAroMm 6-Tn
MiCALIB MiCNA 3aTBEPKEHHS. 3MiHM
| TNy - 3MiHK 3 AKocTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHA
iMmnopTepa/aMiHu, L0 CTOCYTbCA
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

BUMYCKY Cepii Ta KOHTPO/IKO AKOCTI
roTOBOrO JliKapCbKOro 3acoby
(3amiHa abo foAaBaHHSA BUPOGHMKA,
Lo BignoBigae 3a BBe3eHHA Ta/abo
BMMNYCK cepii) - Bkntovaroun
KOHTPO/b/BMNPOGYBaHHSA cepil -
BBE[EHHA anbTepHaTUBHOIO
BMpo6Huka TOB "TMEA®APM NTA",
YkpaiHa BiAnoBigabHOro 3a BUMycK
cepil, BKOYaoUy KOHTPO/Ib AKOCTI.
3MiHU € PiLLEHHA MEHEKMEHTY
KOMNaHii 3 MeTolo onTumisadi
BMpo6HULTBA Ta 6i3Hec npoLecis.
3MiHN BHECEHO B IHCTPYKLil0 ANA
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3aiiv
"Brpo6HuMK", "MicLie3HaxomKeHHs
BMPOGHMKA Ta agpeca Micus
NPOBa/PKEHHS Or0 AisSIbHOCTI" 3
BiANOBIAHMMW 3MiHAMW B TEKCTI
MapKyBaHHS YNakoBOK. BBeeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPKEHHS.

173.

KNOCAPT®

TabneTku, BKpUTI
N1iBKOBOIO
060/10HKOI0, N0 100
mr, no 14 tabneTtok
y 6nictepi, no 1, 2
abo 6 6nicTepis B
KapTOHHI ynakoBLi;
no 10 TabneTtok y
6nictepi; no 3, 9 abo
10 6nicTepis B
KapTOHHI ynakoBLi

TOB
"TNEAGAP
M NTA"

YkpaiHa

BMPOOHWLTBO, NEPBUHHE
nakyBaHHsl, BTOPUHHE
nakyBaHHs!, KOHTPO/1b
SAKOCTI, BUNYCK cepil

abo
BTOPUHHE NakyBaHHS,

KOHTPOJ1b AKOCTI, BUMYCK

cepii 3 npoaykuii in bulk:
TOB "KYCYM ®APM",

YkpaiHa
abo

BVMPOGHWLTBO, NEPBUHHE
nakyBaHHs, BTOPUHHE
nakyBaHHs!, KOHTPO/1b
AKOCTI, BUNYyCK cepil

abo

BUPOGHMLTBO NPOAYKLi

in bulk:
KYCYM XENTXKEP
MBT NTA, HAis
abo
BMPOOHWLTBO, NEPBUHHE

Ykpaina/
IHais

BHECEHHS 3MiH [0 peecTpaLiiiHnX
mMartepianis: 3miHu | TUNy - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbknii 3aci6.
3MiHU y BUPOGHMUTBI. 3amiHa abo
BBEEHHS 404AaTKOBOI AiNbHUL
BMPOGHMLITBA A1 YaCTUHU abo
BCbOr0 BUPOGHMYOro npouecy
roTOBOrO JliKapCbKOro 3acoby
(@inbHUUSA, Ha AKi NpoBOASATLCSA
6yAb-aKi BUPOGHUUYI cTagii, 3a
BUHATKOM BUMYCKY Cepiii, KOHTPO/IIO
AKOCTI, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHS1, /19 HECTePUbHUX
nikapcbknx 3acobis) - CynyTHs 3MiHa
- 3MiHK 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHn y
BMPO6GHULTBI. 3amiHa abo BBEAEHHSA
[04AaTKOBOT AiNbHULI BUPOBHMLTBA
NS YacTviHW abo BCbOro
BMPOGHMYOro NpoLecy rotoBoro
niKapcbKoro 3acoby (ainbHuua ans
BTOPMHHOIO NakyBaHHs) - CynyTHA

3a peyernmom

He
nionsieae

UA/8765/01/03
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

nakyBaHHsl, BTOPUHHE
nakyBaHHs!, KOHTPO/1b
SKOCTI, BUNYCK cepil
abo
BTOPVHHE MaKyBaHHS,
KOHTPO/b SKOCTI, BUMYCK
cepii 3 npoaykuii in bulk:
TOB «MMEA®APM
NTO», YkpaiHa

3MiHa - 3MiHKW 3 AKoCTi. FoTOoBWIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI Ai/bHULi BUPOBHULTBA
[Ans YacTvHKM abo BCbOro
BMPOGHNYOro npouecy rotoBoro
nikapcbKoro 3acoby (ainbHuuA ans
NEePBUHHOIO NakyBaHHS) - BBEAEHHS
anbTepHaTUBHOro BMpo6Huka TOB
"TNEAPAPM NTA", YkpaiHa
BiANOBIAa/IbHOrO 3a BUPOGHULTBO,
nepBUHHE, BTOPUHHE NakyBaHHS.
3MiHU € pilleHHA MEHEeKMEHTY
KOMMNaHii 3 MeTol onTuMi3aLli
iBUpOOHMLTBA Ta 6Gi3Hec npouecis.
BBefeHHSA 3MiH NPOTAroM 6-Tn
MiCALIB MIiCNA 3aTBEPKEHHS. 3MiHM
| TNy - 3MiHK 3 AKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHA
iMnopTepa/aMiHu, L0 CTOCYIOTbCA
BUMYCKY Cepii Ta KOHTPO/IKO AKOCTI
rOTOBOrO JliKapCbKOro 3acoby
(3amiHa abo foAaBaHHSA BUPOGHMKA,
Lo BignoBigae 3a BBe3eHHA Ta/abo
BMMNYCK cepii) - Bkntovaroun
KOHTPO/b/BMNPOGYBaHHSA cepil -
BBE[EHHA anbTepHaTUBHOIO
BMpo6Huka TOB "TMEA®APM NTA",
YkpaiHa BiAnoBigabHOro 3a BUMycK
cepil, BKOYaoUn KOHTPO/Ib SKOCTI.
3MiHU € PiLLEHHA MEHELKMEHTY
KOMNaHii 3 MeTol onTumisadji
BMpo6HULTBA Ta 6i3Hec npoLecis.
3MiHN BHECEHO B IHCTPYKLit0 ANA
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3aiiv
"Brpo6HuMK", "MicLie3HaxomKeHHs
BMPOGHMKaA Ta agpeca Micus
NPOBa/PKEHHS Or0 AisSIbHOCTI" 3
BiANOBIAHMMW 3MiHAMW B TEKCTI
MapKyBaHHS YNakoBOK. BBeeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS.

174.

KNOCAPT®

TabNeTkn, BKPUTI

TOB

YkpaiHa

KYCYM XEJITXKEP

IHAiA

BHECEHHS 3MiH 40 peecTpaLiiHNX

UA/20514/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
NAiBKOBOO "TNEQ®PAP NBT NTA4 mMartepianis: 3miHu | TUNY - 3MiHK 3
060n0Hkot0, No 50 MNTA" AKOCTI. [0TOBWIA Nikapcbknii 3aci6.

mr, in bulk: Ne2520
(14x180): no 14
TabneTtok y 6nictepi;
no 180 6nicTepiB y
KapTOHHI Kopo6Lyi

3MiHU y BUPO6HMUTBI. 3amiHa abo
BBEEHHS 404AaTKOBOI AifbHUL
BMPOGHMLITBA A1 YaCTUHU abo
BCbOr0 BUPOOGHMNYOro npouecy
roTOBOrO JliKapCbKOro 3acoby
(@inbHUUSA, Ha AKIN NPOBOAATLCSA
6yAb-AKi BAPOOHUUYI cTagii, 3a
BUHATKOM BUMYCKY CEepiii, KOHTPO/IIO
AKOCTI, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHS, 4151 HECTePUSIbHUX
nikapcbknx 3acobis) - CynyTHs 3MiHa
- 3MiHK 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHn y
BMPOBOHULTBI. 3amiHa abo BBEeAEHHSA
[04AaTKOBOT AiNbHULI BUPOBGHMLTBA
NS YacTVHM abo BCbOro
BMPOGHMYOro npoLecy rotoBoro
nikapcbKoro 3acoby (ainbHuua ans
BTOPWHHOTO NakyBaHHs) - CynyTHA
3MiHa - 3MiHK 3 AKoCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI Ai/bHULi BUPOBHULTBA
[Ans YacTvHM abo BCbOro
BMPOGHNYOro npouecy rotoBoro
nikapcbKoro 3acoby (ainbHuuA ans
NEePBUHHOIO NakyBaHHS) - BBEAEHHS
anbTepHaTUBHOro BMpo6Huka TOB
"TNEAPAPM NTA", YkpaiHa
BiANOBIAa/IbHOrO 3a BUPOGHMLTBO,
nepBUHHE, BTOPUHHE NakyBaHHS.
3MiHU € pilleHHA MEHEeKMEHTY
KOMNaHii 3 MeTol onTuMi3aLli
iBUpOGHMLTBA Ta 6Gi3HeC npouecis.
BBefeHHA 3MiH NPOTAroM 6-Tn
MiCALIB MiCNA 3aTBEPKEHHS. 3MiHM
| TNy - 3MiHK 3 AKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHA
iMnopTepa/3aMiHu, L0 CTOCYIOTbCA
BUMYCKY Cepii Ta KOHTPO/IKO AKOCTI
roTOBOrO JliKapCbKOro 3acoby

(3amiHa ab0 goaaBaHHS BUPOOHMKA,




Hassa
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n/n

NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

Lo BignoBigae 3a BBe3eHHA Ta/abo
BMMNYCK cepii) - Bkntoyaroun
KOHTPO/b/BMNPOGYBaHHSA cepil -
BBEJEHHA anbTepHaTUBHOIO
BUpoGHMKa TOB "rMEAPAPM NTA",
YkpaiHa BiAnoBigabHOro 3a BUMycK
cepil, BKOYaoUy KOHTPO/Ib AKOCTI.
3MiHU € PiLLEHHA MEHEKMEHTY
KOMNaHii 3 MeTolo onTumisadi
BMpo6HULTBA Ta 6i3Hec npoLecis.
BBefeHHs 3MiH NpoTArom 6-Tu
MicALB Nic/1a 3aTBepAKEHHS.

175.

KNOCAPT®

TabneTku, BKPUTI
MN/1iBKOBOIO
060/10HKO0, Mo 100
mr; in bulk: Ne1800
(10x180): no 10
Tabnetok y 6nictepi;
no 180 6nicTtepiB y
KapTOHHI Kopo6Lyi

TOB
"TNEAGAP
M NTA"

YkpaiHa

KYCYM XENTXKEP
MBT NTA

IHais

BHECEHHS 3MiH [JO peecTpaLiiiHnx
marepianis: 3miHu | Tuny - 3miHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHV Yy BUpO6HMUTBI. 3amiHa abo
BBE/EHHSA A0AAaTKOBOT AiNbHULL
BMPOGHULITBA A4/151 YaCTUHU abo
BCbOro BUPOBHMYOro npouecy
rOTOBOTO JliKapCbKOro 3acoby
(@inbHUUSA, Ha AKi NpoBOASATLCSA
6yab-sKi BUpobHUUI cTagji, 3a
BVMHATKOM BWMYCKY CEpiii, KOHTPO/O
AKOCTi, NEPBVNHHOIO Ta BTOPUHHOTO
nakyBaHHS1, 419 HECTePUbHUX
nikapcbkux 3acobis) - CynyTHSA 3MmiHa
- 3MiHu 3 AKoCTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHN Y
BMPO6HMLTBI. 3amiHa abo BBEAEHHS
[0AaTKOBOI AiNbHUL BUPOBHMLITBA
NS YacTHM abo BCbOro
BMPOBHMYOrO NpoLecy roToBoro
nikapcbKoro 3acoby (ginbHuus ans
BTOPWHHOTO NakyBaHHs) - CynyTHs
3MiHa - 3MiHM 3 aKocTi. FoToBWMiA
nikapcbkuii 3aci6. 3MiHn y
BMPO6GHULTBI. 3amiHa abo BBEAEHHSA
[04aTKOBOT AiNbHULI BUPOBHMLTBA
NS YacTviHW abo BCbOro
BMPOGHMYOro NpoLecy rotoBoro
niKkapcbKoro 3acoby (ainbHuua ans
NepBMHHOIO NakyBaHHS) - BBEAEHHS
anbTepHaTMBHOIO BUpo6HMKa TOB
"TNEAPAPM NTA", Ykpaina
Bi4noBiAa/IbHOrO 3a BUPOOGHULITBO,

UA/20514/01/02




161

n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

nepBUHHE, BTOPUHHE NakyBaHHS.
3MiHU € PiLLEHHA MEHELKMEHTY
KOMMNaHii 3 METol onTuUMi3aLli
TBMPOGHMLTBA Ta 6i3HEeC npoLecis.
BBefeHHs 3MiH NpoTArom 6-Tu
MicALIB MiCNA 3aTBEPKEHHS. 3MiHM
| TNy - 3MiHK 3 AKoCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHA
iMnopTepa/3miHu, L0 CTOCYTbCA
BWMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
rOTOBOrO J1iKapCbKOro 3acoby
(3amiHa abo fofaBaHHS BUPOOHMKA,
LLIO BignoBiAaE 3a BBE3eHHs Ta/abo
BMMYCK cepii) - Bkntovaroun
KOHTPONb/BUNPOBYBaHHSA cepil -
BBE/IEHHS a/IbTEPHATUBHOIO
BMpo6Huka TOB "TMEA®APM NTA",
YKpaiHa BignosiganbHOro 3a BUNycK
cepii, BK0Yauy KOHTPOIb AKOCTI.
3MiHU € piLLEHHA MEHEIKMEHTY
KOMNaHii 3 MeTot onTuMisauii
BMPOGHMLTBA Ta Bi3HEC NpoLeciB.
BBegeHHS 3MiH npoTsArom 6-tv
MicALB Nic/A 3aTBEPAKEHHS.

176.

KONTOMAK®
M

PO3YMH HaLLKIpHWT
167,0 mr/r; no 10 mn
y thnakoHi, no 1

dpNnakoHy y
KapTOHHI Kopo6Lyi

ANEKCOAP
M FMBX
nTp

CnonyyeHe
KoponiscTBO

MegiHdap
MaHydaktypiHr C.A.

MopTyranis

BHECEHHS 3MiH [0 peecTpaLiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK
wopo 6e3snekv/edpekTMBHOCTI Ta
hapMakoHarnagy. 3miHa y KopoTkil
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo OHOB/THOBAHOTO
3BiTY 3 6e3neku NikapcbKoro 3acoby,
abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHS NikapcbKkoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BIiTYy 3
JocnifpKeHb, NPOBEAEHNX
BiANOBIAHO [0 NNaHy negiaTpuyHmx
pocnigxeHb (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXXEHUM
opraHom)
3MiHVN BHECEHO A0 IHCTPYKUii Ans
MeAMYHOro 3acTOCYBaHHS

6e3 peyenma

UA/17397/01/01




162

n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

niKapcbKoro 3acoby A0 po3ainy
"3acTocyBaHHA y nepiog BariTHoCTi
abo rogyBaHHs rpy4a0” BignosigHO
[0 OHOB/EHOI iHGhopMaLii 3 6e3nekn
Ai040T peyvoBuHN (KNCNoTn
caniynioBoi) 3rigHo 3
pekomeHpauismm PRAC. CynyTHs
3MiHa - 3MiHK WoA0
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. BHeceHHss a6o
3MmiHa(K) 40 3060B'A3aHb Ta YMOB
BMAAYi peecTpaviiiHoro
nocBigYeHHs, Bkovatoun Mnax
yNpaBnAiHHA pu3nKamm
(3acTocyBaHHs TEKCTY, SKUiA
NOrOKEHWI 3 KOMMETEHTHUM
opraHom) 3asiBHMKOM HaAaHo
OHOB/IEHUIA MnaH ynpaBniHHA
pusmkamm Bepcisa 2.0. 3miHn
BHECeHO 10 YacTuH:l «3arasibHa
iHcpopmauis», V «3axoau 3
MiHiMi3auii pu3ukiB», VI «Pe3tome
nnaHy ynpasniHHA pusukamm», VII
«lopaTkm» y 3B'A3KY 3 OHOBJ/IEHHAM
PYTUHHUX 3aX0A4iB 3 MiHiMi3aujl
pY3KKiB BHACMIAOK OHOB/EHHS
iHchopMauii B NpoekTi IHCTpyKLii ans
MeAMYHOro 3acToCyBaHHA
pekomeHAauii Ha nigcTasi
pekomeHgauii PRAC. Pesiome
MnaHy ynpaBniHHSA pu3nkamu Bepcis
2.0 fofaeTbes.

177.

KOHTPAMNIN®

cynosuTopii
BariHasibHi, no 0,015
r no 5 cynosutopiis
B 6nictepi, no 1
6nictepy B navui 3
KapTOHY

KonektveHe
HaykoBO
BMpPOBaAXyB
a/lbHe Mane
nignpuemcTs
0 "IcHa"

YkpaiHa

MpvBaTHE aKuioHepHe
TOBapUCTBO "J1ekxim-
Xapkis"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK
oo 6e3nekn/epekTnBHOCTI Ta
chapmakoHarnsgy. BeefeHHsa abo
3MiHW [0 y3arasibHeHWX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX Npo
cuctemy hapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0CO6M,
BiANOBiAA/IbHOI 32 3AiACHEHHS
chapmakoHarnsgy; KOHTakTHOI 0cobm
3 thapmakoHarnsgy 3asiBHVKa Ans
3AiiCHEHHS1 chapMakoHarnsay B

6e3 peyenma

UA/19545/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
YKpaiHi, AKL0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0COobY,
BiANOBiAA/IbHOI 32 3AiCHEHHS
thapmakoHarnagy (Bkiovaouu
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiAMOBIAa/IbHOI 32 hapMakoHarnsg.
[litova pepakuin: TkauyeHko TeTsaHa
MeTpiBHa. MponoHoBaHa pegakuis:
CasueHko Haranis BitaniiBHa.
3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiAMNOBIAa/IbHOI 32 hapMakoHarnsas.
3MiHa HoMepa MacTep-ghaiina
cucTemu dpapmakoHariagy.
178. | KOPIMIKOH PO3YMH ANS iH'EKi, TOBAPUCT Ykpaina KOHTPO/1b AKOCTI, BUNYCK YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a peyernmom UA/4857/02/01
0,6 mr/mn; no 1 mn B BO 3 cepii: MaTepianis: 3miHu | TUny - 3MiHK
amnyni; no 10 amnyn | OBMEXXEH ToBapucTso 3 woAo 6e3nekn/epekTnBHOCTI Ta
y nauyui 3 KapToHy; (0],0) obmexeHo hapmakoHarnsagy (iHwi 3miHn)
no 1 mn B amnyi; BIANOBIOA Bi4NoBiAA/IbHICTIO OHOB/IEHHSA TEKCTY MapKyBaHHS
no 10 amnyny NbHICTIO "[locnigHwii 3aBog NepBMHHOT Ta BTOPUHHOI YNakoBOK
6nicTepi; no 1 «KOPIMOPA "THUCY, nikapcbkoro 3acoby, a came:
6nictepy B navui 3 LA Ykpaina - BUNy4YeHo iHhopmaLito, 3a3HaveHy
KapToHy; no 1 mn B «340POB'A BCi CTafii BUPO6HMLTBA, POCIiCbKOI0 MOBOIO;
amnyni; no 5 amnyn » KOHTPO/1b AKOCTI, BUNYCK - NepeHeceHo MiKHapOAHi
y 6nictepi; no 2 cepii: NO3HAYEHHS OAMHULL BUMIPIOBAHHS;
6nicTepu B nauui 3 ToBapucTBO 3 - YTOYHEHO iHthopmaL,ito Woao
KapTOHY 06MeXeHo NIOroTUMY 3asBHUKA Ta TEXHIYHOT
Bi4NoBiAa/IbHICTIO iHcbopmawii;
"papmaLeBTUYHa - BHECEHO He3HauHi pefakuiiiHi
KoMnaHia "3gopos'a”, NnpaBKn B TEKCT MapKyBaHHA
YkpaiHa ynakoBOK fiKapcbKoro 3acoby.
TepmiH BBEAEHHSA 3MiH MPOTAroM 6
MicSLIB NicNs 3aTBEPKEHHS.
179. | KOPAEPIA AM Tabnetku no 4 mr/5 AT Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHnx 3a peyenmom UA/20544/01/01
mr, no 10 TabneTok "dpapmak” mMartepianis: 3miHu | TUny - 3MiHK 3

y 6nicTepi; no 3
6nictepy y nauui 3
KapTOHY

AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynoptoBasibHWIA 3aci6.
3MiHa y NepBUHHI ynakoBLj
roTOBOrO JliKapCbKOro 3acoby
(siKicHWIA Ta KinbKicHWIA cknag,) -
TBepai Nnikapcbki OPMM - BHECEHHS




n/n

Hassa

Popma surnycky

3asaBHuUK

Kpaina

164

NiKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o

180.

KOPAEPIA AM

Tabnetkun no 4 mr/10
mr, no 10 TabneTok

AT

Ykpaina

AT "®apmak”

YkpaiHa

3MiHM go p. 3.2.P.7. Cuctema
KOHTelHep/ 3aKynoproBasbHuWi
3acib, a came 3amiHa matepiany
61icTepHOT yNnakoBKU: NNiBKY
nonisiHinxnopugHy (PVC) Ha
dhonbry namiHoBaHy MBX Ta
noniamigom (PVC/AIU/PA). 3

3aTtBeppxeHo: PVC - Alu
3anponoHosaHo: PVC/Alu/PA- Alu

Tabnetkamu koHTakTye wap (PVC).

nocBi04Y€eHHs1

181.

KOPAEPIA AM

y 6nictepi; no 3
6nictepy y nauui 3
KapTOHY

TabneTtku no 8 mr/5

"Papmak”

AT

YkpaiHa

AT "dapmak”

BHECEHHS 3MiH [0 peecTpaLiiHnX

mMartepianis: 3miHu | TUNY - 3MiHK 3

sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
Cucrtema

3MiHa y NepBUHHI ynakosL,i
rOTOBOTO JliKapCbKOro 3acoby
(AKicHWIA Ta KiNbKicHWIA cknag) -
TBepai nikapcbki hopmu - BHECEHHSA
3MiHM go p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoproBabHWi
3acib, a came 3amiHa matepiany
6nicTepHOI yNakoBKuW: M/iBKY
nonisininixnopugHy (PVC) Ha
osbry namiHosaHy MNBX Ta
noniamigom (PVC/AIU/PA). 3
Tabnetkamu koHTakTye wap (PVC).
3arsepoxeHo: PVC - Alu
3anponoHoBaHo: PVC/Alu/PA- Alu

KOHTelHep/3aKynoptoBasbHuiA 3aci6.

3a peyenmom

UA/20544/01/02

mr, no 10 TabneTok
y 6nicTepi; no 3
6nicTepu y nauui 3
KapTOHY

"Ppapmak”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHnX
marepianis: 3miHu | Tuny - 3MiHu 3
SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTelHep/3akynopoBasibHKiA 3aci6.
3MiHa y NepBYHHIN ynakoBLi
roTOBOrO J1iKapCbKOro 3acoby
(sKicHWIA Ta KinbKicHWA cknag) -
TBepai Nnikapcbki hOpMK - BHECEHHS
3MiHu go p. 3.2.P.7. Cuctema
KOHTelHep/ 3aKynoproBasbHWi
3acib, a came 3amiHa martepiany
6nicTepHOI yNnakoBKu: M/1iBKY
nonisiHinxnopugHy (PVC) Ha
onbry namiHoBaHy MNBX Ta

3a peyenmom

noniamigom (PVC/AIU/PA). 3

UA/20544/01/03




Ne Hassa

Popma surnycky

3asaBHuUK
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3acoby

n/n NiKapcbKo20

(nikapcbka ¢hopma,
ynakoska)

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o

182.

KOPAEPIA AM

Tabnetkun no 8 mr/10

AT

Tabnetkamu KoHTakTye wap (PVC).

3arsepmxeHo: PVC - Alu
3anponoHoBaHo: PVC/Alu/PA- Alu

nocBi04Y€eHHs1

183. | KOPOEPIA

mr; no 10 TabneTtok
y 6nicTepi; no 3
6nictepy y nauui 3
KapTOHY

Tabnetku no 4

"papmak”

YkpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHnx

marepianis: 3miHu | Tuny - 3miHu 3

AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrema

3MiHa y NepBUHHI ynakoBsLji
roTOBOrO JliKapCbKOro 3acoby
(sAiKicHWIA Ta KinbKicHWIA cknag) -

3MiHM go p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoproBabHWi
3acib, a came 3amiHa mMaTepiany
61icTepHOT yNakoBKU: NAiBKY
nonisiHinxnopugHy (PVC) Ha
hosnbry namiHoBaHy NBX Ta
noniamigom (PVC/AIU/PA). 3
Tabnetkamu koHTakTye wap (PVC).
3arBepaxeHo: PVC - Alu
3anponoHosaHo: PVC/Alu/PA- Alu

KOHTeliHep/3aKkynoptoBasibHWiA 3aci6.

Teepai nikapcbki opmu - BHECEHHSA

3a peyenmom

UA/20544/01/04

TPIO

184. | KOPAEPIA

TPIO

mr/1,25 mr/10 mr; no
10 TabneTok y
6nictepi; no 3
6nicTepu y nauui 3
KapTOHY

TabneTtkn no 8

AT
"@apmak”

AT

YkpaiHa

YkpaiHa

AT "®dapmak"

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH A0 peecTpaLiiHNX

mMartepianis: 3miHu | TUNY - 3MiHK 3

AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
Cuctema

3MiHa y NepBWHHIi ynakoBLi
rOTOBOTO JliKapCbKOro 3acoby
(AKicHWIA Ta KinbKicHWIA cknag) -
TBepgai nikapcbki hopmu - BHECEHHS
3MiHM go p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoprBabHWi
3acib, a came 3amiHa matepiany
61icTepHOT YNaKoBKU: MAiBKY
nonisiHinixnopugHy (PVC) Ha
donbry namiHosaHy NBX Ta
noniamigom (PVC/AIU/PA). 3
Tabnetkamu koHTakTye wap (PVC).
3arBepaxeHo: PVC - Alu
3anponoHoBaHo: PVC/Alu/PA- Alu

KOHTeliHep/3aKkynoptoBasbHuiA 3aci6.

3a peyenmom

UA/20547/01/02

Mmr/2,5 mr/10 mr; no
10 TabneTok y

6nicTepi; no 3

"papmak”

YKpaiHa

BHECEHHS 3MiH [JO peecTpaviiiHnX
marepianis: 3miHu | Tuny - 3mMiHu 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6.

Cucrema

3a peyenmom

UA/20547/01/03




Hassa

Popma surnycky

3asaBHuUK

Kpaina
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n/n

NiKapcbKo20
3acoby

ynakoska)
6nictepy y nauui 3

(nikapcbka ¢hopma,

3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o

185.

KOPLAEPIA

KapTOHY

Tabnetkn no 8

AT

YkpaiHa

KOHTeliHep/3aKkynoptoBasibHUiA 3aci6.
3MiHa y NepBUHHINA ynakosL
rOTOBOrO /1iKapCbKOro 3acoby

(AKicHWIA Ta KinbKicHWI cknag) -
TBepai nikapcbki hopmu - BHECEHHS
3MiHM go p. 3.2.P.7. Cuctema
KOHTelHep/ 3aKynoprBasbHuiA
3aci6, a came 3amiHa marepiany
6nicTepHOI yNnakoBKu: M/1iBKY
nonisiHinxnopugHy (PVC) Ha
donbry namiHosaHy NBX Tta
noniamigom (PVC/AIU/PA). 3
Tabnetkamu KoHTakTye wap (PVC).
3arBepmkeHo: PVC - Alu
3anponoHoBaHo: PVC/Alu/PA- Alu

nocBi04Y€eHHs1

186.

TPIO

KOPAEPIA

no 3 6nictepu y
naJui 3 KapToHy

Tabnetku no 4

Mr/2,5 mr/5 mr; no 10
Tabnetok y 6nictepi;

"papmak”

AT

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHnx
marepianis: 3miHu | Tuny - 3miHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.

Cucrema
KOHTeliHep/3aKkynoptoBasibHWiA 3aci6.
3MiHa y NepBUHHI ynakoBsL,j
roTOBOrO JliKapCbKOro 3acoby
(sKicHWIA Ta KinbKicHWIA cknag) -

TBepai nikapcbki popmu - BHeceHHsA
3MiHM go p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoproBabHWi

3acib, a came 3amiHa mMaTepiasy
61iCTepHOT yNakoBKU: NAiBKY
nonisiHinxnopugHy (PVC) Ha
hosnbry namiHoBaHy NBX Ta
noniamigom (PVC/AIU/PA). 3

Tabnetkamu koHTakTye wap (PVC).

3aTtBepmkeHo: PVC - Alu
3anponoHosaHo: PVC/Alu/PA- Alu

3a peyenmom

UA/20547/01/04

TPIO

Mmr/1,25 mr/5 mr; no
10 TabneTok y
6nictepi; no 3
6nicTepu y nauui 3
KapTOHY

"@apmak”

YkpaiHa

AT "®dapmak"

YKpaiHa

BHECEHHS 3MiH A0 peecTpaLiiHNX
mMartepianis: 3miHu | TUNY - 3MiHK 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
Cuctema
KOHTeliHep/3aKynoptoBasbHuii 3aci6.
3MiHa y NepBWHHIi ynakoBLi
rOTOBOTO JliKapCbKOro 3acoby
(AKicHWIA Ta KinbKicHWIA cknag) -
Teepai nikapcbki hopmu - BHeCEHHS
3MiHM go p. 3.2.P.7. Cuctema

3a peyenmom

KOHTeliHep/ 3aKynoptoBasibHUI

UA/20547/01/01




167

Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
3acib, a came 3amMiHa matepiany
6nicTepHOI ynakoBKuW: M/1iBKY
nonisiHinxnopugHy (PVC) Ha
hosbry namiHosaHy MNBX Ta
noniamigom (PVC/AIU/PA). 3
Tabnetkamu koHTakTye wap (PVC).
3aTtBepmxkeHo: PVC - Alu
3anponoHoBaHo: PVC/Alu/PA- Alu
187. | KCANKOPI kancynv no 200 wr; Mdpaiizep CLWA Mdpaiizep HimeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a peyernmom UA/14081/01/01
no 10 kancyny EiAy.Ci.Mi. MeHiohekUypuHr mMartepianis: 3miHu | TUNYy - 3MiHK 3
6nicTepi; no 1 abo Kopnopeiiw [Joinuneng MmoX akocTi. CepTucpikat
no 6 6nictepiB y H

KapTOHHI Kopo6Lyi

BignosigHocTi/lE-cepTudikar
BiANOBiAHOCTI EBpONelichkiit
thapmakonei/mMoHorpadii. NogaHHs
HOBOro abo OHOBJ/IEHOTO
cepTudpikarta BignoBigHOCTI abo
BWYYEHHS cepTudikara
BiANOBIAHOCTI EBpoONeNiChKii
thapmakonei: ana A®l; ans
BUXifHOTO
mMartepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMLTBI A®I; A8 4ONOMIKHOT
peyoBuHu (MCE-cepTudikat
BiANOBiAHOCTI EBpONelichkiit
thapmakonei ans Adl/BmxigHoro
mMaTtepiany/peareHTy/npomMiKHOro
NpoAyKTy abo AONOMDKHOT
peyoBuHK) - OHOBNEHUIA cepTudikaT
Bif} BXE 3aTBEPAXEHOr0 BUPOGHUKA
- MopaHHsa oHoBneHoro MNe-
cepTtudikaTy BifnoBigHOCTI
€poneiicbkili hapmakonei Ne CEP-
2000-045 Rev 06 (3aTBEPAKEHO:
R1-CEP-2000-045 Rev 04) ans
[ONOMDKHOI PEHOBUHW XenaTuHy Bif
BXe 3aTBEepAXeHOro BUpobHKa
TESSENDERLO GROUP N.V., wo
BUKOPVCTOBYETHCSA Y BUPOOHULITBI
MOPOXHIX TBEPANX XKENATUHOBUX
kancyn gnsa N3. 3miiu | Tuny - 3miHn
3 AkocTi. CepTudikar
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpPONENChKii

hapmakonei/moHorpacdii. MogaHHA
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
HOBOro ab0 OHOB/IEHOTO

cepTucbikaTa BigNOBIAHOCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeiiChKiit
dapmakonei: ana Adl; ana
BUXiAHOTO
MaTtepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA Y
BMPOGHMLTBI A®I; AnA 4ONOMIKHOT
peyoBuHu (FE-cepTudikaT
BiANOBIAHOCTI EBpPONENCHKI
thapmakonei ans Adl/BuxigHoro
MaTtepiany/peareHTy/npoMibKHOro
npoaykTy abo AONOMiIXHOT
peyoBuHK) - OHOBMEHUIA cepTudikaT
Bif], BXE 3aTBEPAXEHOr0 BUPOGHUKA
- MopaHHsa oHoBneHoro MNE-
cepTtudikaTy BignoBigHOCTI
€Bponeiicbkili hapmakonei Ne R1-
CEP 2000-029 - Rev 06
(3atBepmxeHo: R1-CEP 2000-029 -
Rev 05) ons 4ONOMIXHOI pe4yoBUHU
XenaTvHy Bif, BUPOOHUKaA
ROUSSELOT wo
BUKOPWCTOBYETHCSA Yy BUPOOHULITBI
MOPOXHIX TBEPANX XENATUHOBUX
kancyn ans N13. 3miHn | Tuny - 3MiHn
3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONENiChKii
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBJ/IEHOTO
cepTudikaTa BigNoBigHOCTI abo
BWUTyYEHHS cepTudikaTa
BiANOBIAHOCTI EBpPONENCHKIi
hapmakonei: ana Adl; ans
BUXIAHOIO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; ANns [ONOMDKHOT
peyosuHu (FE-cepTtuchikat
BiANOBIAHOCTI EBpONeNiChKii
thapmakonei gns A®l/BuxigHoro
MaTtepiany/peareHTy/npoMiKHOro

npoAykTy abo AONOMIKHOT
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

peyoBuHM) - HoBWIA cepTudpikaT ans
BUXifHOTO
Marepiany/peareHTy/npomMikHOro
npoAyKTy abo AONOMIXHOT peYOBUHN
Bij, HOBOro abo BXe 3aTBEepAXEHOro
BMPOGHUKa - [logaBaHHsA HoBoro E-
cepTugikaty BiANOBIAHOCTI
€sponevicbkin hapmakonei CEP R1-
CEP 2008-048-Rev 00 gns
[ONOMDKXHOI PEHOBUHW XENaTuHy Bif
noctavanbHvika Pioneer Jellice India
Private Limited, wo
BUKOPVCTOBYETLCSA BUPOOHNKOM
NoH3sa (Lonza) y Bupo6bHULTBI
MOPOXHIX TBEPANX XENATUHOBUX
Kancyn gna 113.

188.

KCANKOPI

kancynu no 250 wr;
no 10 kancyny
6nictepi; no 1 a6o
no 6 6nictepis y
KapTOHHI Kopo6Lyi

Mdpaiizep
Eiu.Ci.Mi.
Kopnopeiiw
H

CLWA

Mdpaiizep
MeHtohekyypuHr
Loiunena MmexX

HimeuunHa

BHECEHHS 3MiH [0 peecTpavLiiiHnX
mMartepianis: 3miHu | TUNY - 3MiHK 3
saKocTi. CepTudpikat
BignosigHocTi/lE-cepTudikart
BiANOBIAHOCTI EBpoONeliChKii
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBJ/IEHOTO
cepTudikaTa BigNoBigHOCTI abo
BUTyYEHHS cepTudikaTa
BiANOBIAHOCTI EBpPONENChKIi
thapmakonei: gna A®l; ans
BUXIAHOTO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI API; ANns [ONOMDKHOT
peyosuHu (FE-ceptuchikat
BiANOBIAHOCTI EBpONENiChKi
thapmakonei gns A®l/BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
npoaykTy abo [ONoMiXHOT
peyoBuHM) - OHOBNEHUIA cepTudikaTt
Bifl BXX€ 3aTBEPXEHOr0 BUPOOHMKA
- NopaHHA oHoBneHoro ME-
cepTudikaTy BiANOBIAHOCTI
€poneiicbkili hapmakonei Ne CEP-
2000-045 Rev 06 (3aTBEPAXXEHO:
R1-CEP-2000-045 Rev 04) ans
[OMNOMDKHOI PeYOBWHM XenaTuHy Bif
BXE 3aTBEepKEHOro BUpPOo6HMKa

3a peyenmom

UA/14081/01/02
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
TESSENDERLO GROUP N.V., uio

BVIKOPVCTOBYETLCS Y BUPOBHULTBI
MOPOXHIX TBEPANX XENATUHOBUX
kancyn gnsa N3. 3MmiHu | Tuny - 3miHn
3 aKocTi. CepTudikar
BignoBigHocTi/E-cepTudikat
BiANOBiAHOCTI EBpONeiiChKiit
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBJ/IEHOTO
cepTudikarta BignoBigHOCTI abo
BW/yYEHHS cepTudikara
BiANOBIAHOCTI EBpONeiChKii
thapmakonei: ana A®l; ans
BUXifHOTO
Marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI API; N8 4ONOMIXKHOI
peuoBuHu (FE-cepTudikat
BiANOBiAHOCTI EBpoONeiichKiit
thapmakonei ans Adl/smxigHoro
Marepiany/peareHTy/npomMikHOro
nNpoAayKTy abo AONOMDKHOT
peyoBuHKn) - OHOBNEHUIA cepTUdikaT
Bif} BXE 3aTBEPAXEHOr0 BUPOGHUKA
- MopgaHHAa oHoBneHoro MNe-
cepTtudikaTy BifnoBigHOCTI
€Bponeiicbkili hapmakonei Ne R1-
CEP 2000-029 - Rev 06
(3atBepaxeHo: R1-CEP 2000-029 -
Rev 05) 415 AONOMKHOT pEHOBUHN
XenaTvHy Bif BUPOGHMKa
ROUSSELOT wwo
BUKOPVCTOBYETHCSA Y BUPOOHULITBI
MOPOXHIX TBEPANX XENATUHOBUX
kancyn gnsa N3. 3miuu | Tuny - 3miHn
3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpPONENCHKI
thapmakonei/MoHorpadii. NogaHHs
HOBOro abo OHOB/IEHOTO
cepTucbikaTa BigNOBIAHOCTI abo
BU/TyYEHHS cepTudikata
BiANOBiAHOCTI EBpONelichKiit
dapmakonei: ana Adl; ana

BUXiAHOTO
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

MaTtepiany/peareHTy/npoMibKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCH Y
BMPOGHMLTBI A®I; An1S 4ONOMIKHOT

peyoBuHu (FE-cepTudikaT
BiANOBIAHOCTI EBPONENCHKI
thapmakonei ans Adl/BuxigHoro

MaTtepiany/peareHTy/npoMiKHOro

npoaykTy abo AONOMiIXHOT
peyoBuHM) - HoBWiA cepTuddikat ans
BUXIAHOIO

MaTepiany/peareHTy/MpoMiKHOro
npoaykTy abo AONOMiXHOT PEHOBUHN
Bifj, HOBOro abo BXe 3aTBepAXeHOro
BMPOG6HUKA - [logaBaHHsA HoBoro ME-

cepTtudikaTy BignoBigHOCTI
€Bponelicbkiit hapmakonei CEP R1-

CEP 2008-048-Rev 00 ans
ZOMNOMDKHOI PEYOBUHW XXenaTuHy Bif
noctavansHuika Pioneer Jellice India

Private Limited, wo
BUKOPVCTOBYETLCA BUPOOHNKOM
INonsa (Lonza) y BUPOGHULTBI

MOPOXHIX TBEPANX XENATUHOBUX

kancyn gnsa N13.

189.

KCO/AP

PO3YMH ANS iH'EKLiA,
150 mr/l mn; no 1
M1 PO3YMHY A/1A
iH'eKUil y
nonepeaHbO
HarnoBHEHOMY
wnpuui 3
3aKpinaeHo
FO/IKOIO Ta KPULLIKOKO
Ha rosky; no 1
nonepeaHbLO
HarnoBHEHOMY
winpuyy y 6nictepi;
1 6nictepy
KapTOHHI Kopo6Lyi

Hosapric
dapma Al

LLiBeiiuapis

Bunyck cepii: HoBapTic
dapma M'm6X,
HimeyuunHa; KoHTposib
AKOCTI, BTOPUHHE
nakyBaHHs: HoBapTic
dapma LUTeliH AT,
Leiiyapis;
B1MpO6HMLTBO, KOHTPOSIb
AKOCTI (TiNbKK
CTEPUSIBHICTb Ta
6akTepiasnibHi
€H0TOKCUHN),
nepBrHHE NakyBaHHS:
Beta ®apma-depTirboHr
'M6X eHp Ko. KI,
HimeuuunHa; KoHTposb
AKOCTI (32 BUK/TIOYEHHAM
CTepusibHOCTI Ta
6akTepiasibHUX
€HJO0TOKCMHIB): HoBapTic
dapma CAC, dpaHuis;

LLeiiuapisi/
Himeuunna/
PpaHuis

BHECEHHS 3MiH [JO peecTpaLiiiHnx
marepianis: 3miHu | Tuny - 3miHu 3
akocTi. A®l. Bupo6HuLTBO. 3MiHM B
npoueci BupobHuuTea APl
(He3HayHa 3MiHa y mpoleci
BMPOGHMLTBA ADI)
3MiHV 0 3aTBEpAXEHOI
cTaHAapTHOT npoueaypu
(npoTokony) NiaroToBKU HOBOTO
pobouoro 6aHky KniTuH (WCB)
(3miHa y npoTokosi kBastigoikaw,ii
6aHKy KiTUH), a came feTanizauis
CTaHAAPTHOro NPOTOKONY A1
nigrotoBkyn HoBoro WCB BiagnoBigHO
[0 MOTOYHUX MDKHAPOAHUX BUMOT.

3a peyenmom

UA/9055/02/02
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

BUPOBHULTBO (TiSIbKK
KOHTPO/b BisyaslbHUX
fedhekTiB), BTOPUHHE
nakyBaHHSs, KOHTPO b
AKOCTI (TiNbKN
CTepUbHICTb Ta
6akTepiasibHi
€HJ0TOKCUHK): BeTa
dapma-depTirboHr
'M6X eng Ko. K,
HimeuumnHa;
Brpo6HMLTBO (TiNbkn
KOHTPO/b Bi3yalbHUX
AedekTiB), KOHTPO/Ib
AKOCTI (TiNbKN
CTepUbHICTb Ta
6akTepiasnibHi
©eHA0TOKCUHK): BeTa
dapma-PepTirboHr
'M6X eng Ko. K,
HimeyvunHa;
BUPOBHULTBO (TiSIbKK
KOHTPO/b Bi3yaslbHUX
nedekTiB): BeTa ®apma-
®epTirboHr TM6X eHp,
Ko. KI', HimeuunHa;
BTopvHHE nakyBaHHS:
dapmnior Papma
NopxucTtik F'm6X,
HimeyynHa

190.

KCO/AP

PO3YMH ANS iH'EKLiA,
75 mr/0,5 mn; no 0,5
M1 PO3YMHY A/1A
iH'eKUil y
nonepeaHbLO
HarnoBHEHOMY
wnpuui 3
3aKpinaeHo
FO/IKOIO Ta KPWLLIKOKO
Ha rosky; no 1
nonepeaHbLO
HarnoBHEHOMY
winpuyy y 6nictepi;
1 6nictepy
KapPTOHHIn Kopooui

Hosapric
dapma Al

LLiBeiiuapis

Bunyck cepii: HoBapTic
dapma M'm6X,
HimeyuunHa; KoHTposib
AKOCTi, BTOPUHHE
nakyBaHHs: HosapTic
dapma LLTeliH AT,
LBeiiyapis;
B1MpO6HMLTBO, KOHTPO/Ib
AKOCTI (TiNbKK
CTepUbHICTb Ta
6akTepiasnibHi
€H0TOKCUHN),
nepBUHHE NaKyBaHHS:
Beta ®apma-depTirboHr
'm6X eHg Ko. KI,

LLeiiuapisi/
Himeuunna/
PpaHuis

BHECEHHS 3MiH [JO peecTpaLiiiHnx
marepianis: 3miHu | Tuny - 3miHu 3
akocTi. A®l. Bupo6HuuTBO. 3MiHM B
npoueci BupobHuuTea APl
(He3HayHa 3MiHa y mpoueci
BMPOGHMLTBA ADI)
3MiHV 0 3aTBEpAXEHOI
cTaHAapTHOI npoueaypu
(npoTokony) NiaroToBKU HOBOTO
pobouoro 6aHky KniTnH (WCB)
(3miHa y npoTokosi kBastigoikaw,ii
6aHKy KiTUH), a came feTanizauis
CTaHAAPTHOro NPOTOKONY A1
nigrotoBkyn HoBoro WCB BiagnoBigHO
[0 NMOTOYHUX MDKHAPOAHUX BUMOT.

3a peyenmom

UA/9055/02/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

HimeuuunHa; KoHTposb
AKOCTI (38 BUK/TIOYEHHAM
CTepubHOCTI Ta
6akTepiasibHUX
€HJO0TOKCMHIB): HoBapTic
®apma CAC, dpaHuis;
BUPOBHULTBO (TiSIbKK
KOHTPO/b Bi3yaslbHUX
fedhekTiB), BTOPUHHE
nakyBaHHSs!, KOHTPO b
AKOCTI (TiNbKN
CTepUbHICTb Ta
6akTepiasibHi
€HJ0TOKCUHK): BeTa
dapma-depTirboHr
'M6X eHg Ko. K,
HimeuumnHa;
Bupo6HMLTBO (TiNbkn
KOHTPO/b Bi3yaslbHUX
AedekTiB), KOHTPO/Ib
AKOCTI (TiNbKN
CTepUbHICTb Ta
6akTepiasibHi
©eHA0TOKCUHK): BeTa
dapma-PepTirboHr
'M6X eng Ko. K,
HimeyvunHa;
BUPOBHULTBO (TiSIbKK
KOHTPO/b BisyaslbHUX
nedekTiB): Beta ®apma-
®epTirboHr TM6X eHp,
Ko. KI', HimeuunHa;
BTopvHHE nakyBaHHS:
dapmior Papma
NopxucTik F'm6X,
HimeyynHa

191.

KYBAH®

TabneTky po3UnNHHI
no 100 wmr; no 30
abo no 120
Tabnetok y
nonieTuseHoBoMy
hnakoHi; no 1

hNakoHy y
KapTOHHI Kopo6Lyi

BioMapwvH
IHTepHeLHN
Nimiteg

IpnaHgis

BioMapuvH IHTepHeLwHN
Niwviten, IpnaHgis
( BignoBigasbHMiA 3a
BUnyck cepii); BioMapuH
IHTepHewwHA NimiTes,
IpnaHgisa ( MapKyBaHHS
hNakoHiB Ta BTOPVHHE
nakyBaHHs); Ekcenna
'm6X eHg Ko. KI,

Ipnangis/
HimeuunHa

BHECEHHS 3MiH [JO peecTpaLiiiHnx
marepianis: 3miHu | Tuny - 3miHu 3
AKOCTi. A®I. KoHTponb A®I. 3miHa y
MeTofax BunNpobysaHHa A®| abo
BMXiAHOr0 Marepiany/npomikHOro
NpoAyKTy/peareHTy, WWo
BUKOPWCTOBYETLCA Y NPOLLECI
BMPOGHMLUTBA ADI (iHLI 3MiHN Y
MeToAax BUnpobyBaHHs

3a peyenmom

UA/12202/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
HimeyunHa (BK/THOYAKOUM 3aMiHy a60
( BMPOGHMLTBO [0MNoBHEHHA) AD| abo
Hepo3dacoBaHol BUXIiAHOrO/MPOMIXXHOIO NPOAYKTY).
NPOAYKLUii, NepBUHHE OHOBNEHHA METOANKN
nakyBaHHs y chsiakoHn BUNPOGYBaHHS «3asINLLIKOBI
Ta KOHTPO/Ib SKOCTI KifIbKOCTi OpraHi4HnX po34nMHHUKIB»
nikapcbKoro 3acoby); 015 Ai040T PeyoBYHU canponTepuHy
Na6op /1C CE eHng Ko. avrigpoxnopug BupobHuLTBa
K, HimeuunHa Dottikon Exclusive Synthesis AG,
( KOHTPOJIb AKOCTI Leiiyapis.
niKapcbKoro 3acoby - 3MiHn | TMNy - 3MiHK 3 siKoCTi. AdI.
(MikpobHe TecTyBaHHS); KoHTponb A®I. 3miHa y meTogax
MinnmayHT Xenckeap BUNpo6yBaHHA APl abo BUXigHOro
Nta, lpnaxgis marepiany/npoMiXHOro
( MapkyBaHHs chnakoHiB npoaykTy/peareHTy, LWo
Ta BTOPWHHE BUKOPWCTOBYETLCA Y NPOLIECI
nakyBaHHs); CI'C BMPOGHMLTBA AP (iHLWI 3MiHN Y
IHCTUTYT ®peseHiyc mMeTogax BUnpobyBaHHs
v6X, HimeuunHa (BK/THOYAKOUM 3aMiHy a60
( KOHTpO/Ib AKOCTI [0MNoBHEHHA) AD| abo
nikapcbKoro 3acoby BUXIiAHOrO/MPOMIXXHOIO NPOAYKTY).
(MiKkpobHe TecTyBaHHs) BrnpoBamkeHHsi MeToay Mac-
CNeKTPoMeTPIl 3 iHAYKTUBHO
3B'A3aHot0 nnasmoto (ICP-MS) y
SAKOCTi aNlbTepHATUBHOT aHaNiTUYHOT
npoueaypu Ans BU3Ha4YEeHHS
NAaTViHW Y GitoYiil peyoBuHI
canponTepuHy aurigpoxaopuay, ska
BVKOHYETbCS BUPOOHWNKOM Aito40i
peyoBuHM Dottikon Exclusive
Synthesis AG, LLIseliuapisi.
192. | KYTAKBII po3uunH Ans iH'ekuin, | OxTadapma AscTpist OKTA®APMA AB, Lsewis/ BHECEHHS 3MiH [0 peecTpaLjiiiHnX 3a peyenmom UA/20059/01/01
165 mr/mn; no 6 mn, dapmaueBT LLBeuist (BUPOGHMK, AscTpis/ mMartepianis: 3miHu | TUNY - 3MiHK 3
10 mn, 12 mn, 20 nKa BiANoBigabHMI 3a HimeuunHa sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
M, 24 MmN, 48 mny MpogaykTioHe BMPOGHMLTBO in-bulk, Cucrema
thnakoHi, no 1 rec. m.6.X. NepBUHHY YNaKoBKy, KOHTelHep/3aKkynoptoBasibHuiA 3aci6.

hNakoHy y
KapTOHHIli KopoobLi

KOHTPO/b SKOCTi, BUNYCK
cepii);
OkTathapma
PapmaueBTrKa
MpopykTioHcrec. m.6.X.,
ABCTpis (BUPOBHUK,
BiANoBigabHMI 3a
BMPOGHMLTBO in-bulk,
NEPBUHHY YMakKoBKY,

3MiHa napameTpiB cneuyudikauiii
Ta/abo foNyCTUMUX MEX NEPBUHHOI
yNakoBKW roTOBOTO /iKapCbKOro
3aco06y (3BY)XXEHHS AONYCTUMUX MEX,
BM3HAYEHWX Yy cneuudikauii) -
3BYXEHHS JONYyCTUMUX MEX,
BMU3HaYeHuUX y cneuudikauii ans
BMNPOGYBaHHSA Ha EHA0TOKCUHU ANA
npo6oK, Y 3B'A3Ky 3 TUM, Wwo West
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
KOHTPO/1b SIKOCTI, Pharmaceutical Services Inc.,
Bi3yasibHy iHCMEeKL,jto,

MapKyBaHHS, BTOPUHHY
ynakoBKy, BUNycK cepir);
Oxtadhapma [eccay
Mv6X, HimewunHa
(BMPOGHUK,
BiANOBIAa/IbHUI 3a
Bi3yasibHy iHCMeKL;jto,
MapKyBaHHS, BTOPUHHY
yMakoBKy)

rno6asibHO y3roaus mMexi Ans
BUMNPOOYBaHHA Ha EHAOTOKCUHY LU0
npu3BOAUTL A0 3MiHW OAWNHMULb
3BiTHOCTI EU/pc 3amicTb 1U/cm2.
3aTBepAKeHO: - MeXi eHA0TOKCUHY
Ha npobkax ctaHoBNATbL < 0,5
IU/lem2
3anponoHoBaHO: - MeXi
€HA0TOKCUHY Ha Npobkax CTaHOBUTb
<1 EU/pc.
3MiHu | TUNY - 3MiHK 3 SKOCTi. 3MiHK
[0 peecTpauiiHoro nocBiAYeHHs
BHAC/MIAOK iHLUNX perynsiTopHux
npoueayp. MM®/BA3® (macTep-
(haiin Ha nnasmy/3arasnbHuii chainn
Ha BaKLUVHHWIA aHTUreH). BkitoyeHHs
HOBOr0, OHOB/IEHOTO @60 3MiHEHOTO
macTep-chaiina Ha nnasmy y
peecTpavujiiiHe fOCbe Ha NikapCbkuii
3aci6b (mpoueaypa 2-ro etany ans
MM®) (BKIOYEHHA
OHOBJ1IEHOrO/3MIHEHOTO MacTep-
chaiina Ha nnasmy, SKLLO 3MiHU He
BMN/IMBAIOTb Ha B1ACTUBOCTI
roTOBOrO NikapCbKoro 3acoby) -
Bk/1l04EHHSA OHOB/IEHOTO MacTep-
thaiina Ha nnasmy y peectpaviiiHe
[0Cbe. 3MiHM He BN/IMBAIOTH HA
B/1ACTUBOCTi FOTOBOIO /1iKapCbKOro
3acoby.
3arsepmxeHo: PMF 2nd step
procedure
EMEA/H/PMF/000008/05/11/029
3anponoHosaHo: Approval of the
following 2nd step procedures:
EMEA/H/PMF/000008/05/AU/030/G
3MiHn | TURY - 3MiHK 3 SKOCTi. 3MiHK
[0 peecTpaujiiiHoro NocBigYeHHs
BHACNILOK IHLWIMX PerynsaTopHuUX
npoueayp. MM®/BA3® (macTep-
chaiin Ha nnasmy/3aranbHuii dainn
Ha BaKUMHHWUIA @aHTUreH). BintoyeHHs
HOBOr0, OHOBJ/IEHOTO 260 3MiHEHOTO

MacTep-chaiina Ha nnasmy y




176

n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

peecTpaLiiiHe AOCbE Ha NikapCbKuii
3aci6 (npoueaypa 2-ro etany Aas
MM®) (BkNOYEHHSA
OHOBJ/1EHOr0/3MiHEHOr0 MacTep-
haiina Ha nnasmy, SKLO 3MiHU He
BMN/IMBAIOTb HA BIACTUBOCTI
roTOBOro Nikapcbkoro 3acoby) -
BKNHOYEHHS OHOB/IEHOIO MacTep-
thaiina Ha nnasmy y peectpaviiiHe
[0Cbe. 3MiHU He BNIVBAIOTb Ha
BNACTMBOCTI FOTOBOTO J1iKApCbKOro
3acoby
3arBepaKeHo:
EMEA/H/PMF/000008/05/AU/030/G
3anponoHoBaHo:
EMEA/H/PMF/000008/05/11/031/G

193.

KYTAKBITI

PO3YMH ANS iH'EKUi,
165 mr/mn; no 6 mn,
10 mn, 12 mn, 20
M, 24 mn, 48 mny
hnakoHi, no 1

hNakoHy y
KapTOHHI Kopo6Lyi

OkTachapma
dapmauesT
nKa
MpoaykTioHC
rec. m.6.X.

ABcTpist

(BUPOGHUK,
BignoBiganbHWi1 3a
BUPOGHMLTBO in-bulk,
MepBUHHY YNakoBKy,
KOHTPO/b AKOCTI, BUNYCK
cepiil) OKTA®APMA AB,
LLiBeuist;(BUPOGHMK,
BignoBiganbHWii 3a
BUPOGHMLTBO in-bulk,
MepBUHHY YNakoBKy,
KOHTPO/b AKOCTI,
Bi3yasibHy IHCMeKL,jo,
MapKyBaHHS, BTOPUHHY
ynakoBKy, BUMYCK cepii)
OxTachapma
dapmaveBTVKa
MpopykTioHcrec. m.6.X.,
ABCTpIfi; (BUPOOHMK,
BiANOBiAaIbHMI 3a
Bi3yasibHy iHCMeKL,jo,
MapKyBaHHS, BTOPUHHY
ynakoBky) OkTacapma
[Leccay M'm6X,
HimeuunHa

LLseuisi/

BHECEHHS 3MiH [0 peecTpavLiiiHnX
mMartepianis: 3miHu | TUNY - 3MiHK 3
AKOCTi. A®l. BUpo6HMLTBO. 3MiHN B
npoueci Bupo6HuuTBa A®I (iHLwi
3MiHK) - 3MiHW B npoLeci
BUpo6HMUTBa AdI, a came,
NoCTynoBe NPUMUHEHHS BiAAINEHHS
dhpaxuii [l ueHTpUdyryBaHHAM Ha
ninbHUuUi OkTadapma AB, Lseuis -
3MiHu | TURY - 3MiHK 3 AKocTi. API.
Brpo6HMLUTBO. 3MiHM B MpoLeci
BMPO6GHULTBA AP (iHLi 3MiHK)
3MiHn B npoLieci BUpo6HuuTea AdI,
Y3ro[KEHHs onucy npotecy Ta
NoOCTYNoBE NPUMUHEHHSA
LeHTpudyryBaHHsa dopakuii Il Ha
nginaHyi Oktadpapma, HimeyunHa
(CnpiHre) - 3MiHun | TUNY - 3MiHK 3
akocTi. A®l. BupobHuuTBO. 3MiHM B
npoteci Bupo6HuuTea AdI
(He3HauyHa 3MiHa y npolieci
BMpo6HMLTBA ADI) - 3MiHK B
npoteci BUpo6HuuTBa Adl,
BMNPOBaKEHHSA MEMOPAHHUX KaceT
UF/DF Merck Millipore Pellicon 3
Biomax 30kDa Ha ginbHuLj
Oktadhapma, ABCTpIs - 3MiHu Il Tuny
- 3MiHK 3 aKocTi. A®l. BUpobHMLTBO.
3MiHM B npoueci BupobHuuTea Adl

3a peyenmom

UA/20059/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1

(3MiHa CTOCYETbCA aKTUBHOT
peyoBuHN
6i010riYHOro/iMyHOOriYHOTO
NOXOAKEHHA ab0 BUKOPUCTaHHS
XiMiuHMX AD| y BUPOBGHULTBI
nikapcbKoro 3acoby
6ionoriyHoro/iMyHoNOrYHOro
NMOXOPKEHHS, SiKa MOXe MaTu
3HaYHWIA BN/IMB Ha SKICTb, 6e3neky
Ta ePeKTUBHICTb /iKapCbKOro
3acoby, i He CTOCYETbCS NPOTOKOAY)
- 3miHK B Mpoueci BUpo6HMLTBa
A®I, a came - 3aCTOCYyBaHHA MeToay
noginy dpakuii Il wnsxom
hinbTpavjii 6e3 BUKOpUCTaHHS
inbTparta Ha BUPOBHUYOMY
MavigaHumky OkTachapma, ABCTpist
AK aNlbTepHaTMBY CXBaSIEHOMY
noginy cpaxuii 3a ,onoMorow
LeHTpudyryBaHHs - 3minu |l Tuny -
3MiHn 3 sKocTi. A®I. Bupo6HMLTBO.
3MiHa po3Mipy cepii (Bk/Itovatoun
Aiana3oHn) A®l abo NpoMiXXHOro
NPOAYKTY, KNI 3aCTOCOBYETLCA Y
npoueci BupobHuuTea APl (3miHa,
L0 noTpebye AoBeAEHHS
NOPIBHAHHOCTi aKTVBHOT PEYOBUHN
6ionoriyHoro/iMyHoONOrYHOro
NOXOKEHHS) - 36iNbLUEHHSA
BMXigHOro matepiany dpakuii 1+1+111
3 MakcumymMm 420 kr (makcumym 3300
Kr N1a3MOBOr0 eKBiBa/IEHTY) [0
Makcumym 840 kr (Makcumym 6600
Kr N/1a3MOBOr0 €KBIiBaJIEHTY) Y HOBIlA
30Hi OCHOBHOTO (hpakLioHyBaHHS Ha
AinbHuui OkTadapma, ABCTpist -
3MiHu Il TUny - 3MiHK 3 AkocTi. ADI.
Brpo6HMLUTBO. 3MiHM B nMpoueci
BMpOGHMLTBa ADI (3MiHa
CTOCY€ETbCS aKTMBHOI PEYOBUHM
6i010ri4YHOro/iMyHOMOrYHOrO
NOXOKEHHA ab0 BUKOPUCTaHHS
XiMiyHMX A®I| y BUPOOBHULTBI
nikapcbKoro 3acoby
6ion1oriyHoro/iMyHo0riYHOro
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK KpaiHa

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

NOXOKEHHS, fKa MOXe MaTh
3HAYHWI BNANB Ha SKiCTb, 6e3neky
Ta epeKTUBHICTb NiKapCbKOro
3acoby, | He CTOCYeTbCS NPOTOKOY)
3MiHM B npoLieci Bupo6HuuTea AdI,
a came - BNpPOBaKEHHS BifAiNeHHs
thakTopa IX Wwnaxom agcopbuii Ta
36iNbLUEHHS Ki/TbKOCTI KPio36igHeHoT
nnasmu 3 1500 kr go 2000 kr, wo
BUKOPVCTOBYETLCA 151 AOAATKOBOrO
eTany npouecy agcop6buii
KoMnaekcy dpakropa IX

194.

NA3O/IBAH®
ANA IHPY3IN

PO34uH NS iHQy3il,
15 mr/2 mn, no 2 mn
B amnynax; no 10
amnys y KapTOHHii
KopoobUi

TOB
"Onenna
Xenckea
YkpaiHa"

YkpaiHa

CAHO®I C.P.J. ITanisa

BHECEHHS 3MiH [JO peecTpaLiiiHnx
marepianis: 3miHu | Tuny - 3miHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpPO/b roTOBOrO MiKapcbKoro
3aco6y (iHLi 3MiHN) OHOB/IEHHS BXE
3aTBEPKEHVX METOAIB KOHTPOSIIO
AaKocTi /13, a came BUKNaAEeHHS
TEKCTY AepXXaBHOK MOBOHO 3rigHO
CY4aCHWX BUMOT Ta BHECEHHS
He3HaYHWX pefakLiiHuX NpaBokK Ans
npuBefeHHs cneundikauii Ta
MeTOZiB KOHTPO/IO Y BifNOBIgHICTb
[0 MaTepianis BUPOGHYVKA.

3a peyenmom

UA/3430/04/01

195.

NAMAN®

Tabnetku no 50 mr
no 10 Tabnetok y
6nictepi, no 3
6nictepn y nauu;i 3
KapTOHY

AJIKANOIL
AL Ckon'e

Pecny6nika
MiBHiYHaA
MakefoHis

AJTIKANOI[, ALl Ckor'e

Pecny6nika
MiBHi4YHaA
MakefoHis

BHECEHHS 3MiH A0 peecTpaLiiHNX
mMartepianis: 3miHu | TUNY - 3MiHK 3
akocTi. CepTucpikar
BignoBigHocTi/lE-cepTudikat
BiANOBiAHOCTI EBpoONeliChKii
thapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBJ/IEHOTO
cepTudikaTa BiANOBIAHOCTI a6o
BU/YYEHHS cepTudikara
BiAMNOBIAHOCTI €BpONeNiChKili
thapmakonei: gna A®l; ans
BUXifHOTO
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA Y
BUPOGHMLTBI API; A8 4ONOMIKHOT
peyoBuHM (cepTuddikat
BiANOBIAHOCTI EBpONeliChKii
chapmakonei) - OHOBNEHWI
cepTuqikaT Bif y)Xe 3aTBepaKeHoro
BMPO6HWKA NOAAHHS OHOB/IEHOTO

3a peyenmom

UA/9679/01/02
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n/n

NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep

peecmpayjiliHo2o

196.

NAMAN®

TabneTkn no 25 mr

cepTudikaTa BiZnNoBIAHOCTI

-2009-162-Rev 02 (3aTBEpPAXKEHO:
R1- CEP -2009-162-Rev 01) ans
A®| namoTpUIKMHY Bif yxe
3aTBEpPKEHOr0 BUPOOHYMKA AKNIA
3MiHVB HalimeHyBaHHS 3 Jubilant
Generics Limited Ha Jubilant
Pharmova Limited, India. - 3miHu |
TMny - 3MiHK 3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONeiChKii
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBJ/IEHOTO
cepTudikaTa BigNoBigHOCTI abo
BWUTyYEHHS cepTudikaTa
BiANOBIAHOCTI EBpPONENCHKI
hapmakonei: ana Adl; ans
BUXIAHOIO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; ANns [ONOMDKHOT
peyoBuHM (cepTudiikat
BiANOBIAHOCTI EBpONeNiChKii
thapmakonei) - HoBuii cepTudikat
Bifi HOBOrO BMPOGHMKa (3aMiHa abo
[IOMOBHEHHS) NOAAHHSA HOBOTO
cepTudikaTa BiZnNoBIAHOCTI
€sponevicbkin hapmakonei R1- CEP
-2008-261-Rev 02 ans AdI
NamoTpUKMHY Bif, HOBOTO
BMpo6Huka Cohance Lifesciences
Limited, India. - 3miHn | TMRY - 3MiHK
3 AKoCTi. FoTOBWMIA Nnikapcbkuid 3aci6.
KOHTpOsb roToBOro nikapcbKoro
3aco6y (iHLWi 3MiHN) OHOBNIEHHS BXe
3aTBEPMAXEHVX METOZAIB KOHTPOSIO
AKOCTI NikapcbKoro 3acoby, a came
BUKNAAEHHS TEKCTY AePXKaBHOI0
MOBOIO 3TiJHO Cy4aCHVX BUMOT.

€sponevicbkin hapmakonei R1- CEP

nocBi04Y€eHHs1

no 10 Tabnetok y
6nictepi, no 3
6nictepy y nauui 3

AJIKANOIL
A/, Ckon'e

KapTOHY

Pecny6nika
MiBHiYHaA
MakefoHis

ANKATIOIL, AL Cror'e

Pecny6nika
MiBHiYHaA
MakefoHis

BHECEHHS 3MiH [0 peecTpaLjiiiHnX
mMartepianis: 3miHu | TUNY - 3MiHK 3
saKocTi. CepTudpikat
BignosigHocTi/lE-cepTudikart

BiANoBiAHOCTI €BponelicbkKili

3a peyenmom

UA/9679/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1

thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBJ/IEHOTO
cepTudikaTa BigNoOBIgHOCTI abo
BWUTyYEHHS cepTudikaTa
BiANOBIAHOCTI EBPONENCHKI
hapmakonei: ana Adl; ans
BUXIAHOIO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; ANns [ONOMDKHOT
peyoBuHM (cepTudiikat
BiANOBIAHOCTI EBpONeiChKii
hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif y)Xe 3aTBEpIKEHOro
BMPOGHMKaA NOAAHHS OHOB/IEHOTO
cepTudikaTa BiZNoOBIAHOCTI
€sponevicbkin hapmakonei R1- CEP
-2009-162-Rev 02 (3aTBEpPAXKEHO:
R1- CEP -2009-162-Rev 01) ans
A®| namoTpUIKMHY Bif yxe
3aTBEepPKEHOr0 BUPOOHYMKA AKNIA
3MiHVB HalimeHyBaHHS 3 Jubilant
Generics Limited Ha Jubilant
Pharmova Limited, India. - 3miHu |
TMny - 3MiHK 3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONeNiChKii
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBJ/IEHOTO
cepTudikaTa BigNoOBIgHOCTI abo
BWUTyYEHHS cepTudikaTa
BiANOBIAHOCTI EBPONENCHKI
hapmakonei: ana Adl; gns
BUXIAHOIO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; ANns [ONOMDKHOT
peyoBuHM (cepTuddikat
BiANOBIAHOCTI EBpONeNiChKii
thapmakonei) - HoBuii cepTudikat
Bifi HOBOrO BMPOGHMKa (3aMiHa abo
[IOMOBHEHHS) NOAAHHSA HOBOTO
cepTudikaTa BiAnNoBIAHOCTI

€sponevicbkin hapmakonei R1- CEP

-2008-261-Rev 02 ans AdI
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
NamoTpUKMHY Bif, HOBOTO
BMpo6Huka Cohance Lifesciences
Limited, India. - 3miHn | TMNY - 3MiHK
3 KOoCTi. FoTOBWMIA Nnikapcbkuid 3aci6.
KOHTpOsb roToBOro nikapcbKoro
3aco6y (iHLWi 3MiHN) OHOBNIEHHS BXe
3aTBEPMXEHVX METOZAIB KOHTPOSIO
AKOCTI NikapcbKoro 3acoby, a came
BUKNAAEHHS TEKCTY AePXKaBHOIO
MOBOIO 3TiJHO Cy4aCHVX BUMOT.
197. | NAMAN® Tabnetku no 100 mr ANKANOIL, Pecny6nika ANKANOIQ AL Ckor'e Pecny6nika BHECEHHS 3MiH A0 peecTpaLiiHnX 3a peyenmom UA/9679/01/03
no 15 tabnetok y ALl Ckon’e MiBHiYHaA MiBHiYHaA mMartepianis: 3miHu | TUNY - 3MiHK 3
6nictepi, no 2 MakefoHist MakefoHist saKocTi. CepTudpikat
6nictepy y nauui 3

KapToHy

BignosigHocTi/lE-cepTudikart
BiANOBIAHOCTI EBpONENiChKi
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBJ/IEHOTO
cepTudikaTa BigNoBigHOCTI abo
BWUTyYEHHS cepTudikaTa
BiANOBIAHOCTI EBpPONENChKii
cthapmakonei: gna A®l; ans
BUXIQHOIO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI API; ANns [ONOMDKHOT
peyoBuHUK (cepTudiikat
BiANOBIAHOCTI EBpoONeNiChKii
thapmakonei) - OHOB/IEHWIA
cepTudikaT Bif y)Xe 3aTBepAXEHOro
BMPOGHMKaA NOAAHHS OHOB/IEHOTO
cepTudikaTa BiZnNOBIAHOCTI

€sponevicbkin hapmakonei R1- CEP
-2009-162-Rev 02 (3aTBEPOXKEHO:
R1- CEP -2009-162-Rev 01) ans
A®| namoTpUIKMHY Bif yxe
3aTBEePKEHOr0 BUPOOHYMKA AKNIA
3MiHVB HalimeHyBaHHs 3 Jubilant
Generics Limited Ha Jubilant
Pharmova Limited, India. - 3minu |
TMny - 3MiHK 3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikart
BiANOBIAHOCTI EBpONENiChKi
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBJ/IEHOTO

cepTuduikarta BiAnoBigHOCTIi abo
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

BWUTyYEHHS cepTudikaTa
BiANOBIAHOCTI EBpPONENCHKI
hapmakonei: ana Adl; gns

BUXIAHOIO
MaTtepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; ANns [ONOMDKHOT
peyoBuHM (cepTudiikat
BiANOBIAHOCTI EBpONeNiChKii
thapmakonei) - HoBuii cepTudikat
Bifi HOBOrO BMPOGHMKa (3aMiHa abo
[IOMOBHEHHS) NOAAHHSA HOBOTO
cepTudikaTa BiZnNoBiAHOCTI
€sponevicbkin hapmakonei R1- CEP
-2008-261-Rev 02 ans AdI
NamoTpUKMHY Bif, HOBOTO
BMpo6Huka Cohance Lifesciences
Limited, India. - 3miHn | TMNY - 3MiHK
3 KOCTi. FoTOBWMIA Nnikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbKoro
3aco6y (iHLWi 3MiHN) OHOBNIEHHS BXe
3aTBEPMXEHVX METOZAIB KOHTPOSIO
AKOCTI NikapcbKoro 3acoby, a came
BUKNAAEHHS TEKCTY AePXaBHOI0
MOBOIO 3TiJHO Cy4aCHVX BUMOT.

198.

NAMAN®

Tabnetku no 200 mr
no 15 tabnetok y
6nictepi, no 2
6nictepy y nauui 3
KapTOHY

AJIKANOIL
A/, Ckon'e

Pecny6nika
MiBHIiYHaA
MakefoHist

ANKATIOIL, AL Crore

Pecny6nika
MiBHiYHaA
MakefoHis

BHECEHHS 3MiH [0 peecTpaLiiHnX
mMartepianis: 3miHu | TUNY - 3MiHK 3
saKocTi. CepTudpikat
BignosigHocTi/lE-cepTudikart
BiANOBIAHOCTI EBpoONeliChKii
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBJ/IEHOTO
cepTudikaTa BigNoBigHOCTI abo
BUTyYEHHS cepTudpikaTa
BiANOBIAHOCTI EBpPONENChKIi
thapmakonei: gna A®l; ans
BUXIAHOTO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI API; ANns [ONOMDKHOT
peyoBuHM (cepTudiikat
BiANOBIAHOCTI EBpONENiChKi
thapmakonei) - OHOB/IEHWIA
cepTudikaT Bif y)Xe 3aTBepAXEHOro
BUPOGHWKA NOAAHHS OHOB/IEHOTO

3a peyenmom

UA/9679/01/04
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n/n

NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o

199.

NAMI3UN

cepTudikaTa BiZnNoBIAHOCTI
€sponevicbkin hapmakonei R1- CEP
-2009-162-Rev 02 (3aTBEpPAXKEHO:
R1- CEP -2009-162-Rev 01) ans
A®| namoTpUIKMHY Bif yxe
3aTBEpPKEHOr0 BUPOOHYMKA AKNIA
3MiHVB HalimeHyBaHHS 3 Jubilant
Generics Limited Ha Jubilant
Pharmova Limited, India. - 3miHu |
TMny - 3MiHK 3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONeiChKii
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBJ/IEHOTO
cepTudikaTa BigNoBigHOCTI abo
BWUTyYEHHS cepTudikaTa
BiANOBIAHOCTI EBpPONENCHKI
hapmakonei: ana Adl; ans
BUXIAHOIO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; ANns [ONOMDKHOT
peyoBuHM (cepTudiikat
BiANOBIAHOCTI EBpONeNiChKii
thapmakonei) - HoBuii cepTudikat
Bifi HOBOrO BMPOGHMKa (3aMiHa abo
[IOMOBHEHHS) NOAAHHSA HOBOTO
cepTudikaTa BiZnNoBIAHOCTI
€sponevicbkin hapmakonei R1- CEP
-2008-261-Rev 02 ans AdI
NamoTpUKMHY Bif, HOBOTO
BMpo6Huka Cohance Lifesciences
Limited, India. - 3miHn | TMRY - 3MiHK
3 AKoCTi. FoTOBWMIA Nnikapcbkuid 3aci6.
KOHTpOsb roToBOro nikapcbKoro
3aco6y (iHLWi 3MiHN) OHOBNIEHHS BXe
3aTBEPMAXEHVX METOZAIB KOHTPOSIO
AKOCTI NikapcbKoro 3acoby, a came
BUKNAAEHHS TEKCTY AePXKaBHOI0
MOBOIO 3TiJHO Cy4aCHVX BUMOT.

nocBi04Y€eHHs1

Kkpem 1% no 15r
abo 30 B TYy6i; no 1
Ty6i Y KAPTOHHIl
KopoobUi

KAPO
XEJICKEA
Ab

LLsewis

XaneoH KX C.a.p.n.

LLiBeiuapis

Big 23.07.2015 Ne 460). 3miHu | Tuny

BHECEHHS 3MiH [0 peecTpaLjiiiHnX
mMaTtepianis: 3miHa 3asBHuUka 13
(MIBIM) (BnacHuka peecTpaLiiiHoro
noceigueHHs) (3rigHo Hakazy MO3

6e3 peyenma

UA/1005/03/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

- 3MiHM Wwoao
6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEeHWX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX Npo
cuctemy chapmakoHarnagy, amiHa
YMOBHOBaXEHOI 0COo6Y,
BiANOBiAA/IbHOT 32 3AiCHEHHS
chapmakoHarnsgy; KOHTaKkTHoi 0cobm
3 thapmakoHarnsgy 3asiBHVKa Ans
3fificHeHHs chapmakoHarnsay B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif
YMOBHOBaXEHOI 0COo6Y,
BiANOBiAA/IbHOT 32 3AiCHEHHS
hapmakoHarnagy (Bkiovaiouu
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsagy). 3miHa
YMOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiAMNOBIAa/IbHOI 3a hapMakoHarnsag.
[Litoua pepakuin: John Poustie /
[bxoH Moycri. MponoHoBaHa
pepakuis: Karin Kempe / KapiH
Kemne. 3MiHa KOHTaKTHUX JaHNX
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiAMNOBIAa/IbHOI 3a hapMakoHarnsg.
3MiHa KOHTaKTHOT 0CObU 3asiBHUKA,
Bi4NOBIAA/IbHOT 32 hapmakoHarnsg
B YkpaiHi. [jtoua pepakuisi: Kupunisa
anuHa leopriiBHa. MNponoHoBaHa
pepakuis: Bosuyk AniHa
BonogumupisHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0co6u 3asBHMKa, BiANOBIA&IbHOT 3a
thapmakoHarnag B YkpaiHi. 3miHa
MiCLLe3HaXOKEHHSI MacTep-haiina
cmcTeMu hapmakoHarnsgy Ta oro
HoMepa. 3MiHa Micus 3LiACHEHHS
OCHOBHOI AiiNIbHOCTI 3
hapmakoHarnsay.

200.

NAHTYC®
COJIOCTAP®

PO3YMH ANS iH'EKi,
100 Opg./mn; Ne 5: no
3 My KapTpuaxi,
BMOHTOB@HOMY B

TOB
"CaHodi-
ABEHTIC
YkpaiHa"

YkpaiHa

CaHodi-ABeHTIC
Loiunang MmeX

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK
oo 6e3nekn/epekTnBHOCTI Ta
thapmakoHarnsgy. 3miHa YactoTu

3a peyernmom

UA/8106/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

0/IHOPa30BY LUNPUL-
pyuKy (6€3 ronok
Ans iH ekuiin); no 5
LUMPWLL-PYYOK Y
KapTOHHI Kopo6Lyi

Ta/abo TepMiHiB NoAAHHS perynspHo
OHOB/IIOBAHUX 3BITIB 3 6e3nekn
nikapcbkyx 3acobiB - 3MiHa yacToTu
Ta TepPMiHy NoAaHHs perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekn
nikapcbkoro 3acoby JJAHTYC®
COJIOCTAP®, po3u4uH ON1s1 iH'EKLLiNA,
100 Op./mn; Ne 5: no 3 mny
KapTpuLXi, BMOHTOBAHOMY B
0 HOPa30BY LUNPULL-PYYKy (6€e3
ronoK AN1s iH ekuiin); no 5 wnpwuy-
PYYOK Y KapTOHHI1 kopobui: [itoya
pepakuis: Yactota nogaHHs PO3b6 —
6 micauis; KiHuesa gata ans
BK/IOYEHHA faHux no PO3b —
21.02.2018 p.; Aarta nogaHHA —
01.05.2018 p. MNMponoHoBaHa
pegpakuis: Yactota nogaHHs PO3b —
3 poku; KiHueBa aata ans
BK/IOYEHHA AaHnx o PO3b —
21.04.2025p.; faTa nogaHHA —
20.07.2025 p. PekoMeHAyeTbCA A0
3aTBEPKEHHS BiANOBIAHO A0
NepiofUYHOCTI MOJaHHA perynsapHo
OHOB/IIOBAHUX 3BITIB 3 6e3neKkn
nikapcbkux 3acobis y EC.

201.

NA®EPOBIOH

Kpanni HasasibHi No
100000 MO/mn; no 5
My chaKoHi,
3aKyrnopeHomy
MiKpOZ03aTOPOM-
KpanesbHuueto; no 1
hnakoHy y nauui 3
KapTOHY

TOB "3
"CTALA"

YkpaiHa

TOB "®3 "CTALA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
martepianis: 3miHu | Tuny -
AfMiHICTpaTMBHI 3MiHN. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
3as1BHUKaA (BNnacHuka
peecTpaLiiniHOro NocBigYEHHS).
3MiHa HaliMeHyBaHHS 3asBHUKa
(BnacHvka peecTpauiiiHoro
nocsigyeHHs). 3MiHU BHECEHO [0
KOPOTKOI XapaKTepucTuKn
niKkapcbKoro 3acoby LWoao
HalilMeHyBaHHS 3asBHUKa. TepMiH
BBEEHHS 3MiH NPOTAroM 6 MicALiB
nicns 3aTBepKeHHs. 3MiHu | Tvny -
AfMiHICTpaTMBHI 3MiHU. 3MiHa
HalilMeHyBaHHA Ta/abo agpecy Micus
NPOBaPKEHHS AiSIbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro
NiKapCbKOro 3acoby, BK/IKYAKUM

6e3 peyenma

He
nionsieae

UA/13779/02/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
OinbHULI BUNYCKY cepii abo micue

NPOBeLEHHS KOHTPO/IHO AKOCTI.
(misnbHICTb, 3a AKy Bignosigae
BUPOGHMK/IMNOPTEP, BKIOYAOUN
BWMYCK Cepiii). 3MiHa HaliMeHyBaHHS
BMPOGHMKA rOTOBOrO J1iKapCbKOro
3aco6y. Bupo6Huya ainbHuLA Ta BCi
BMPOGHMWUYI onepauii 3a/mLanTbCs
He3MiHHMMU. 3MiHN BHECEHO B
IHCTPYKUiO AN MeguyHoro
3aCTOCyBaHHS Ta KOPOTKY
XapakTepucTuKy nikapcbKkoro 3acoby
y po3gin "Bupo6HuK" 3 BignoBigH1Mm
3MiHaMu B TEKCTi MapKyBaHHS
yNaKoBOK.

TepMmiH BBEEHHS 3MiH NPOTAroM 6
MiCALIB MIiCNA 3aTBEPKEHHS. 3MiHM
| Tuny - 3miHn Wwoao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHNX AaHuX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO
cuctemy dhapmakoHarnsgy, smiHa
YNOBHOBaXEHOI 0Ccoby,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KOHTakTHoi 0cobm
3 (hapmakoHarnagy 3asBHuKa ans
3fificHeHHs chapmakoHarnsgy B
YkpaiHi, SKLL0 BOHa BiAMIHHA BiJ
YNOBHOBAaXEHOI 0CcobY,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA

hapmakoHarnsgy (Bkaovaoum

KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-ghaina cuctemm
thapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOI
0cob6u 3asBHMKa, BiANOBIA&IbHOT 3a
hapmakoHarnsg. 3viHa Homepa

macTep-aiina cuctemm

thapmakoHarnagy. 3miau | Tuny -
3MiHu Wwoao 6e3nekn/edeKTUBHOCTI
Ta (hapmakoHarnagy (iHwWi 3miHu).

OHOB/1EHO TEKCT MapKyBaHHA

NepBUHHOT Ta BTOPVHHOI YNaKoBKK
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

nikapcbKoro 3acoby. TepMiH
BBEJEHHS 3MiH NPOTArom 6 micsuis
nicns 3aTBepmkeHHs. 3MiHu | Tuny -
3MiHu 3 siKocTi. FOTOBWMIA NiKapcbKuii
3aci6. 3MiHV Yy BUPOOHULTBI. 3MiHN Y
npoveci BUpobHULITBA FOTOBOTO
niKapcbKoro 3acoby, BKIoYaoum
NPOMDKHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPY BUPOGHULITBI
roTOBOrO JliKapCbKOro 3acoby
(He3HayHa 3MiHa y mpoueci
BMPOGHMLTBA). BunyueHHs
PYTUHHOIO KOHTPOSIIO Cepili
MPOMiXHOI NPOAYKLUT, L0
BUrOTOBNSIOTLCSA BigNOBIgHO A0
3aTBEPAKEHOr0 Ta BaslifoBaHOro
Texnpouecy (3a NokasHMKamu
cneuudikayii Cn. 5.14-02-349
«[pomixHa npoaykLuis
«JlathepobioH», kpanni
HasasbHi/cnpeli HazanbHWii» Onuc,
pH, Bmict
mMeTuanaparigpokcnbeHsoary). B
pasi BUroTOB/IEHHS BanigaLiliHiX
cepiit npenapaTty, KOHTPO/b
MPOMIXHOI NpoAyKUii nig vac
BMPOGHMYOro NpoLiecy npenapary
«JlathepobioH, kpanni HasanbHi»
npoBoAMTbLCS 060B’A3KOBO, 3 METOD
JOCTiIKEHHS BNIMBY BUPOOHNYOrO
npoLecy Ha KpUTUYHI napameTpu
SIKOCTi TOTOBOrO /likapCbKOro 3acoby.

202.

NA®EPOBIOH

cnpeii HasasbHUiA No
100000 MO/mn; no 5
My ch1aKoHi,
3aKynopeHomy
MiKpO403aTOpPOM-
po3nunoBaYeM; no
1 chnakoHy y nauui 3
KapTOHY

TOB "3
"CTALA"

YkpaiHa

TOB "®3 "CTALA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
mMartepianis: 3miHu | Tuny -
AfMiHICTpaTMBHI 3MiHU. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
3as1BHUKA (BNnacHuka
peecTpaLiniHOro NocBigYEHHS).
3MiHV BHECEHO [10 KOPOTKOT
XapakTepucTuKn Nikapcbkoro 3acoby
LLIOA0 HallMeHyBaHHS 3asiBHMKA.
TepMmiH BBEEHHS 3MiH NPOTAroM 6
MiCAILiB Micnsa 3aTBepAKEHHS. 3MiHU
| TUny - AAMIHICTPaTMBHI 3MiHW.
3MiHa HaliMeHyBaHHs Ta/abo

6e3 peyenma

He
nionsieae

UA/13779/03/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1

afpecy MicLs NPOBaKEHHS
AiSnbHOCTI BUpobHUKa/imnopTepa
roTOBOrO JlikapcbKoro 3acoby,
BKJ/THOYAKOUN AiNbHULI BUMYCKY cepil
ab0 MicLe NpoBeAEeHHS KOHTPOSI0
AKOCTI. (QISNbHICTb, 3a AKy
Bignosigae BUPOGHUK/iMNopTep,
BK/IOYA0UM BUMYCK cepili). 3miHa
HaliMeHyBaHHS BUPOOHWKa roTOBOroO
nikapcbKoro 3acoby. BupobHuya
AiNbHULA Ta BCi BUPO6HMUYI onepadii
3a/MWATHCA HE3MIHHUMU.
3MiHM BHECEHO B IHCTPYKLit0 ANns
Me[MYHOro 3aCTOCYBaHHS Ta
KOPOTKY XapaKTepucTuKy
nNiKapcbKoro 3acoby y po3ain
"Bupo6HMK" 3 BigNOBIAHUMY 3MiHAMMN
B TEKCTi MapKyBaHHS yNaKkoBOK.
TepMmiH BBEEHHS 3MiH NPOTAroM 6
MiCSLiB NiCNs 3aTBEPAXKEHHS.
3MiHu | TMRY - 3MiHK Woao
6e3nekun/edhekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO
cuctemy dhapmakoHarnsgy, smiHa
YNOBHOBaXEHOI 0CcobY,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KOHTaKTHoi 0cobm
3 (hapmakoHarnagy 3asBHuKa ans
3fificHeHHs hapmakoHarnsagy B
YkpaiHi, SKLL0 BOHa BiAMIHHA BiJ
YNOBHOBaXEHOI 0Ccobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsgy (Bkaovaoum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
0cob6u 3asBHMKa, BiANOBIA&IbHOT 3a
hapmakoHarnsg. 3miHa Homepa
macTep-aiina cuctemm
thapmakoHarnagy. 3miau | Tuny -
3MiHM o0 6e3nekn/ed)eKTMBHOCTI
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n/n

Hassa
NiKapcbKo20

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

3acoby

Ta (hapmakoHarnagy (iHwWi 3miHu).
OHOB/1EHO TEKCT MapKyBaHHSA
NEepBUHHOI Ta BTOPUHHOI YNaKoBKu
nikapcbKoro 3acoby. TepMiH
BBEJEHHS 3MiH NPOTArom 6 micsiuis
nicns 3aTBepmkeHHs. 3MiHu | Tuny -
3MiHu 3 sikocTi. FOTOBWMIA NikapcbKuii
3aci6. 3MiHV Yy BUPOOHULTBI. 3MiHN Y
npoveci BUpobHULITBA FOTOBOTO
niKapcbKoro 3acoby, BKIoYaoum
NPOMDKHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPY BUPOGHULITBI
roTOBOIO JliKapCbKOro 3acoby
(He3HayHa 3MiHa y mpoleci
BMPOGHMLTBA). BunyyeHHs
PYTUHHOIO KOHTPOSIIO Cepili
MPOMiXHOI NPOAYKLT, L0
BUrOTOBNSIOTLCSA BigNOBIAHO A0
3aTBEPAKEHOr0 Ta BaslifoBaHOro
Texnpouecy (3a NokasHMKamu
cneuudikayii Cn. 5.14-02-349
«[pomixHa npoaykLuis
«JlathepobioH», kpanni
HasasbHi/cnpeli HazanbHWii» Onuc,
pH, Bmict
mMeTuanaparigpokcnbéeHsoary).

B pasi BUrotoBneHHs BanigauiiHix
cepiii npenapaTty, KOHTPO/b
MPOMIXHOI NpoAyKUii nig vac

BMPOGHMYOro npoLiecy npenapary

«JlathepobioH, kpanni HasanbHi»
npoBoAMTbLCS 060B’A3KOBO, 3 METOD

JOCTiIKEHHS BNMBY BUPOOHNYOIO

npoLecy Ha KpUTUYHI napameTpu

SKOCTi TOTOBOrO /likapCbKoro 3acoby.

203.

NEBACENT

PO34uH ANS iHQy3il,
500 mr/100 mn; no
100 mn B
KOHTeliHepi; no 1
KOHTeliHepy B
NONIBIHIXTOPUAHIi
nnisLi B kopobu,j

AHaHTa
Megikeap
nrg.

Benuka
BpuTaHis

€ponalii XenTkeap
MeT. NiTA.

IHAja

BHECEHHS 3MiH [0 peecTpaLiiiHnX
mMartepianis: 3miHu | TUNYy - 3MiHK 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpPO/b roTOBOrO MiKapCbKoro
3acoby. 3miHa y meTofax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPKEHNX MeToAax
BUNPOBYBaHHSA). HesHauHi 3MiHN y

MeTogi BEPX Ansi BU3Ha4YeHHs

3a peyenmom

UA/13203/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

NnokKasHWkiB «CynpoBiaHI LOMILLKN»
Ta «KinbKicHe BU3HauYeHHs». 3a
nokKasHUKoM «CynpoBigHi AOMILLKM»
BiJKOPMroBaHO Ha3BYy pPyxoMoi ¢rasu
Ta YTOYHEHO YMOBU
XpomaTorpadyBaHHs. 3a
NoKasHWKoM «KinbkicHe
BU3HAYEHHS» YTOYHEHO YMOBW
XpomatorpadyBaHHs Ta chopmysty
pO3paxyHkKy.

204.

NEBOMIH® 30

TabneTkn, BKPUTI
nNiBKOBOKO
06010HKO10, Nno 0,03
mr/0,15 mr no 21
Tabnetui y 6nictepi;
no 1 a6o no 3, abo
no 6 6nictepis y
KapTOHHI Kopo6Lyi

TOB «MIBE
YKPAIHA»

Ykpaina

Mi6e MmM6X
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiHnX
martepianis: 3miHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. BuiyyeHHs
BMPOGHNYOI AiNbHUL (BKNOYAOUN
OinbHUUl ansa APl NPOMIKHOTO
npoayKTy abo rotToBOro NikapcbLKoro
3aco6y, AinbHULI 4518 NpOoBeAEeHHS
nakyBaHHS, BUPOGHMKa,
BiANOBIAA/ILHOrO 3a BUMYCK Cepil,
MiCLie NpoBEeAEHHSA KOHTPO/IIO Cepir)
ab0 nocTayasibHMKa BUXiGHOMO
maTtepiany, peareHTy abo
[,0MOMIKHOT PEYOBUHM (SIKLLLO
3a3HavyeHo y [0CbE)
BunyuyeHHs1 BUpo6HuKa AdPI
Ethinylestradiol, a came ASPEN
OSS B.V,, Kloosterstraat 6, The
Netherlands-5349 AB Oss, siK
BMPOGHUYY AiNbHULIO,
BiANOBIAa/IbHY 32 BUPOOHULITBO
LitoY0i pevoBUHY eTUHINecTpasion.
AnbTepHATVBHOIO AiNbHULED
3anunwaetbes Bayer AG. Po3ginu
3.2.S.4.1 Ethinylestradiol (FPM),
3.2.S.4.4 Ethinylestradiol (FPM) Ta
3.2.R, BKtOYaOUuM BignoBigHi
po3Ainv B Moayni 2 6y OHOBMEH.
Kpim TOro, y 3B'A3Ky 3 BUYYEHHAM
KoMnaHii Aspen, OHOB/IOETLCSA
po3zin 3.2.S.4.4 akTyanbHUMUK
cepTuchikatamu aHanisy ans
BMpOGHUWKa Bayer. Y po3gini
3.2.S.4.4 (FPM manufacturer)
BWy4eHO BUPo6HKKa /13 «mibe».

3a peyenmom

UA/16583/01/01

205.

NNEBO®/IOKCA

PO34MH ANst iHQY3iid,

AHaHTa

Benvka

€sponalid Xentkeap

IHAiA

BHECEHHS 3MiH 0 peecTpaLiiHNX

3a peyenmom

UA/11383/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
LUVH 500 mr/100 mn; no Megikeap BpuTaHis MeT. N14. mMartepianis: 3miHu | TUNY - 3MiHK 3
100 mny nra. SKOCTi. [0TOBWMIA Nikapcbknii 3aci6.
KOHTelHepi; no 1 KOHTpOsb roToBOro nikapcbKoro
KOHTelHepy y 3acoby. 3miHa y MeTogax
NOMIBIHINX1OPUAHIN BMNPOGYBaHHSI FOTOBOTO NiKAPCbKOro
nAiBUi B nayui 3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAAX
BMNPO6YBaHHSA). HesHauHi 3MiHN y
meToai BEPX ansi BU3HaueHHs
NnokKasHWkiB «CynpoBiaHI LOMILLKN»
Ta «KinbKicHe BU3HauYeHHs». 3a
nokKasHUKoM «CynpoBigHi AOMILLKM»
BiJKOPMroBaHO Ha3BY pPyxoMoi rasu
Ta yTOYHEHO YMOBW
XpomaTorpadyBaHHs. 3a
NoKasHWKoM «KinbkicHe
BW3HAYEHHS» YTOYHEHO YMOBW
XpomatorpadyBaHHs Ta chopmysty
pO3paxyHkKy.
206. | IEBO®JIOKCA | Tabnetku, BKpUTI AT Ykpaina AT "ly6Hncpapm" YkpaiHa BHECEHHS 3MiH 40 pPeecTpaLiiHnX 3a peyenmom He UA/20040/01/01
UVH NAiBKOBOO "Nly6Hnhap MaTepianis: 3miHu | TUNy - 3MiHK niossieae
060/10HKOI0 1Mo 500 m" wopo 6e3snekv/edpekTMBHOCTI Ta

mr, no 10 TabneTok

y 6nicTepi; no 1 abo
10 6nicTepiB y nauui
3 KapToHY

hapmakoHarnsgy. 3miHu y KopoTkil
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
Me[MYHOro 3aCTOCyBaHHS
reHepuyYHUX/ribpuaHMx/6ionoaibHNX
NiKapcbknx 3acobiB Nic/s BHECEHHS
Tiei camoi 3MiHV Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HajaHHS XOAHVX HOBUX A0AATKOBUX
AaHnx) 3MiH1 BHECEHO A0 iIHCTPYKL,i
AN MeANYHOro 3acToCyBaHHS
nikapcbKoro 3acoby y po3aiiv
"dapmakosiorivyHi B1acTuBocTi",
"Moka3aHHs" (YTOYHEHHS
iHcbopmauii/pegaryBaHHs),
"B3aemogis 3 iHWVMU NikapcbKuMm
3aco6amu Ta iHLWi BUAy B3aeEMogiii”,
"Oco6nMBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiof BariTHoCTi
abo rogyBaHHSA rpyaar”, "3aartHictb
BN/IMBATY Ha LIBMAKICTb peakLii npw
KepyBaHHi aBTOTpPaHCNopToM abo
IHLUMMKN MexaHi3mamn”,
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

"Mepepo3yBaHHA", "T06IYHI peakuii”
3rigHO 3 iHhopMmaLjiero Wwoao
MeAMYHOro 3acTOCyBaHHSA
pedhepeHTHOr o /likapcbKoro 3acoby
(TAVANIC). 3miHu | Tvny - 3miHn
oo 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpyKLji Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTaBi perynspHo OHOB/TIOBAHOIO
3BITYy 3 6e3neku NikapcbKoro 3acoby,
a6o pocnigxeHb 3 6e3nekn
3aCcTOCYBaHHSA ikapCbkoro 3acoby B
nicnspeecTpauiiiuii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3
JocnigpkeHb, NpoBeAeHnX
BiANOBIAHO A0 MNaHy neaiaTpuyHmnX
pocnipkeHs (PIP) (3MiHy y3roakeHo
3 KOMMETEHTHVM YNOBHOBaXKEHUM
opraHom) 3miHM BHECEHO A0
IHCTPYKLiT A8 Mefu4HOoro
3aCcTOCYyBaHHSA MikapCbkoro 3acoby B
po3gain "Mo6iuHi peakwyii" BignoBigHO
[0 OHOB/EHOI iHGhopMaLii 3 6e3nekn
L0401 PEYOBUHN.

207.

NEBO®ONIK

PO34MH ANS iH EKLi
abo iHdysild, 50
mr/mn, no 1 mn, 4
M1, 9 MY dD1aKOHI,
no 1 a6o 5 dpnakoHis
3 PO34YMHOM Y
KapTOHHI ynakoBLi

Mepak
lesenbliad
T otop
KniHiwe
LWneuiansnp
enapate
M6X

HimeuunHa

BTOPWHHE MakKyBaHHS,
MapKyBaHHS, KOHTPO/b
Ta BuUnyck cepiii: Megak
lesenbadT drop
KNiHiwe
LLineuianbnpenapare
M6X, HimeuyunHa;
BUPOGHMLITBO rOTOBOrO
nikapcbKkoro 3acooby,
nepBUHHE NaKyBaHHS,
MapKyBaHHSA Ta
BTOPUHHE NakyBaHHS,
KOHTPO/b BUNPOOYBaHHSA
cepii:
3irchpig MamensH M6X,
HimeuuunHa;
BUPOGHMLITBO rOTOBOrO
nikapcbKkoro 3acooby,
NepBUHHE NaKyBaHHS,

Himeuunna/
Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaLiiiHnX
MaTepianis: 3miHu Il Tuny - 3MiHun 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrtema
KOHTelHep/3aKkynoptoBasibHUiA 3aci6.
3MiHa y NnepBUHHINA ynakosL
roTOBOrO JliKapCbKoro 3acoby (Tvn
KOHTeliHepa abo AoAaBaHHA HOBOTO
KOHTeliHepa) - CTepw/bHi Nikapcbki
3aco6u Ta fikapcbki 3acobu
6i0n10riYHOro/iMyHONOrYHOTO
NnoxomKeHHsA. [joaasaHHsA
a/lbTEPHATUBHOIO NEPBUHHOTO
nakyBaHHs: AoAaTkoBa npobka 3
6pombyTMN0BOT r'yMu 3 hTopoBaHNM
noniMepHUM NOKPUTTAM. OCHOBHUIA
MaTepian npobku 6pom6éyTUn (Ph.
Eur. knac |) sanvwaetbes
HE3MiHHUM. KpiM 3aTBEpAKEHNX

3a peyernmom

UA/16366/01/01




193

Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
KOHTPO/b BUNPOGYBaHHS 6pom6byTNNOBMX NPOBOK 3
cepii: CUNIKOHOBUM NOKPUTTAM,
OHKomepq, BUKOPWCTOBYIOTLCS TakoX
MeHbloheKyepiHr a.c., 6poMOyTUNOBI NPO6KM 3
Yecbka Pecnybnika hTOpOBAHUM NOIMEPHNM
NOKPUTTAM. BBeAEeHHS 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEPKEHHS
208. | NEBO®ONIK PO34MH ANS iH EKLi Mepak HimeuunHa BTOPVHHE NakKyBaHHS, Himevunna/ BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a peyernmom UA/16366/01/01
abo iHdysild, 50 lesenbliad MapKyBaHHS, KOHTPO/1b Yecbka mMartepianis: 3miHu | TUNYy - 3MiHK 3
mr/mn; no 1 mn, 4 T dhrop Ta BUNYCK cepiii: Pecny6nika AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
M1, 9 MY dD1AKOHI; KniHiwe Megpak esenbliat KOHTpO/1b rOTOBOrO NiKapcbKoro
no 1 a6o 5 donakoHis | LUneuiansnp cotop KniHiwe 3acoby. 3miHa napameTpis
3 PO3YMHOM Y enapare LLineujanbnpenapate cneundikauin Ta/abo AonycTUMmX
KapTOHHI ynakoBLi M6X M6X, HimeuuunHa; MEX roTOBOrO JliKapcbKoro 3acoby

BMPOGHMLITBO FOTOBOIO
NiKapcbKoro 3acooy,
NepBUHHE NakKyBaHHS,
MapKyBaHHs1
Ta BTOPVHHE MakKyBaHHS,
KOHTPO/b BUNPOGYBaHHS
cepii:
3irdopig MamensH M6X,
HimeuuunHa;
BMPOGHMLITBO FOTOBOIO
NiKapcbKoro 3acooy,
NepBUHHE NakKyBaHHS,
KOHTPO/1b BUNPOGYBaHHS
cepii:
OHkomeq,
MeHblheKyepiHr a.c.,
Yecbka Pecny6nika

(BUTyYEHHS HE3HAYHOTO NOKa3HUKa
(Hanpukniag 3acTapisnioro NokasHuka,
TaKoro sk 3anax Ta cmak, abo
iLeHTndikavlis 6apBHUKIB Un
CMakKoBUX [06aBOK)) BHECEHHS 3MiH
0o Cneuudpikauii/MeTtopgis
BMNpobyBaHHa /13, 30kpema: 3a
napameTpoM “CynyTHi 4OMILIKKL”
BW/TYYEHHS NOKa3HWKIB AoMilwka D
Ta gowmilka F. BBegeHHs 3MiH
nNpoTArom 6-T1 MicAUIB micns
3aTBepKeHHA. 3MiHu | Tuny - 3MiHn
3 iKOCTi. FoTOBWMIA Nnikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbKoro
3acoby. 3miHa napameTpiB
cneuudikauii Ta/abo AonycTUMmX
MEX FOTOBOr0 NiKapCbKoro 3acoty
(onoBHeHHA cneuundikawii HoBUM
NOKa3HWKOM 3 BifNOBifH/M METOL0M
BMNPOBYBaHHA) BHECEHHS 3MiH A0
Creuvndikauii/MeTogis
BMNpobyBaHHa /13, 30kpema: 3a
napameTpoM «CynyTHi SOMILLKM»
[ofaBaHHA MoKasHVKa «CyMu
nowmiwok D i F» 3 BignosigHumun
KpUTEpISMy NPUAHATHOCTI Ha BUMYCK
«NMT 1.8%» Ta Ha TepMiH
npuaatHocTi «NMT 3.3%>».
BBefeHHs 3MiH NpoTArom 6-Tu
MicsLiB MicNsa 3aTBEPAKEHHSA
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
209. | NEPKAMEH® TabneTku, BKPUTI MeHapiHi Nokcembypr Pekopparti IHaycTpia ITanis BHECEHHS 3MiH 10 peecTpaLiiiHnx 3a peyenmom UA/13569/01/02
AN®d 20/20 N/1iBKOBOIO IHTepHeLLoH Kimika e ®apmaueytumka marepianis: TexHiYHa noMuIka
o6onoHkoto, 20 an C.n.A. (3rigHo Haka3y MO3 Big 23.07.2015
Mmr/20 mr; no 14 OnepeiLoH Ne 460) BunpaBneHa TexHiYHa
TabneTok, BKpUTMX c nomwuska B IHCTPYKLiT Ans
NNiBKOBOO Jrokcembypr MeAMYHOro 3acTOCyBaHHSA
060/10HKOI0, Y C.A. niKkapcbKoro 3acoby y posgini
6nicTepi; no 2 "®apmakonoriyHi BNacTmBocCTi.
6nictepu B dapmakoguHamika.", a came, BipHO
KapTOHHI Kopo6Lyi 3a3HayvyeHo oaMH 3 LMAdPOBUX
MOKa3HWKIB faHnX AOCNIAKEHHS
BiAMOBIAHO A0 AAHNX KOPOTKOT
XapaKTepucTuku Nikapcbkoro
3acoby. 3a3HayeHe BUNpaBEHHS
BiAnoBigae marepianam
peecTpaLiiHoro AoCbeE.
210. | NNJOKAIH PO3UMH ANS iH'EKLN, AT YkpaiHa AT "Nly6Hnchapm" YkpaiHa BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a peyenmom UA/14029/01/01
20 mr/mnno 2 mn B "Nly6Hnhap mMartepianis: YTOYHEHHS1 HarnUCaHHs
amnyni; no 5 amnyn m" ynakoBku B Hakasi MO3 YkpaiHu
y 6nicTepi 3 nnisku; Ne 1151 Big 18.07.2025 B npoueci
no 1 a6o 2 6nictepu BHECEHHSA 3MiH (3MiHu | Tuny -
y nauyLi 3 KapTOHYy; 3MiHV Woao 6e3nekn/edeKTUBHOCTI
no 2 mn B amnyni; Ta thapmakoHarnsgy (iHwi 3miHun)
no 10 amnyn y navuj 3MiHV BHECEHO B TeKCT MapKyBaHHs
3 KapPTOHY 3 ynakoBOK nikapcbkoro 3acoby, a
KapTOHHUMM came BWy4YeHo ay6nioouy
neperopogkamu iHchopMmaLito pociicbko MOBOH).
BBefeHHS 3MiH NPOTAroMm 6-Tn
MiCALIB MiCNSA 3aTBEPAYKEHHS).
Pepakuis B Hakasi - no 2 mn B
amnyni; no 5 amnyn y 6nictepi no 1
abo 2 6nicTepyn y nadui 3 KapTOHY;
no 2 mn B amnyni; no 10 amnyn y
nauLi 3 KAPTOHY 3 KAPTOHHUMM
neperopogkamu. BipHa pepakuis -
no 2 mn B amny”ni; no 5 amnyny
6nictepi 3 nnisku; no 1 a6o 2
6nicTepy y nauui 3 KapToHy;
no 2 mn B amnyri;no 10 amnyn y
nauti 3 KAPTOHY 3 KAPTOHHUMM
neperopogkamu.
211. | NIM®OMIO3OT | po3uMH Ans iH'EKLN; Bionoriwe HimeuuunHa Bionoriwe HimeyunHa BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a peyernmom UA/2054/01/01
H IH'EKLI no 1,1 mn B amnyni; Xainbmitre Xainbmitrens Xeenb marepianis: 3miHu | Tuny - 3MiHu 3
no 5 amnyny Nb Xeenb m6X SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTYPHili m6X Cuctema
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
YapyHKOBIl KOHTeliHep/3aKkynoptoBasibHUiA 3aci6.
ynakosLi; no 1 abo 3MiHa nocTavyaibHUKa NaKyBaSIbHNX
no 2, abo no 20 matepianis abo KOMNIEKTYHUNX
KOHTYPHUX (AKLO 3a3HAYeHO B AOCLE)
YapyHKOBMX (BUYYEHHS NnocTayvasibHKKa) -
ynakoBOK B KOpoOLi BunyyeHHs iHchopmaii npo
3 KAPTOHY noctayasnibHuKa nakyBasibHOro
marepiany (amnynu). 3miHu | Tuny -
3MiHM 3 sKoCTi. [0TOBWIA NiKapCbKuii
3aci6. Cucrema
KOHTeliHep/3aKkynoptoBasibHWiA 3aci6.
3miHa napameTpiB cneuudikawiii
Ta/abo foNyCTUMUX MEX NEePBUHHOI
yNakoBKM rOTOBOrO NiKapCbKoro
3ac006y (iHLWi 3MiHK) - BHECEHHS 3MiH
[0 cneumdikayii Ha amnynu, a came
He3HayHe KOpUryBaHHs KpuTepiis
NPUAHATHOCTI AN1A NokasHuka “Break
strength” (BepxHs Mexa B/1acHol
cneuudikaLii KoMnaHii TPoxm
CKOpUroBaHa, BpaxoByoun
3ara/ibHOBU3HaHa MakcuMasibHa
MiLHICTb Ha po3puB, onncaHa B
ctaHgaptax DIN gns amnyn 1 mni 2
MJ1).
212. | NNIHKAC cupon; no 90 mn, XepbioH MaknctaH XepbioH MakncTtaH MakncTtaH BHECEHHS 3MiH A0 peecTpaLiiHnX 6e3 peyenma UA/7815/01/01
a6o 120 mn, abo MakncTtaH MpaiiBeT JlimiTeq, MaTepianis: 3miHu | TUNy - 3MiHK
150 mn 'y chnakoHi; MpaliBeT wopo 6e3snekv/edpekTMBHOCTI Ta
no 1 dpnakony y Nimiten thapmakoHarnagy (iHwi 3MiHu) -
KapTOHHI Kopo6Lyi OHOBJ1EHHA TEKCTY MapKyBaHHS
NEepPBUHHOI Ta BTOPUHHOI YMaKoBOK
nikapcbKoro 3acoby
213. | NINPAMAP® TabneTku, BKpUTI Biatpic CLWA Brpo6HMuTBO in bulk, HimeuunHa/ BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a peyernmom UA/2377/01/02
N1iBKOBOIO CnewenTi nepBMHHAa Ta BTOPUHHA CWA marepianis: 3miHu | Tuny -
060/10HKO10, MO0 40 ninc yNakoBKa, KOHTPO/1b AOMIHICTpaTVBHI 3MiHK. 3MiHa

mr, no 10 Tabnetok
y 6nictepi; no 3
6nictepn B
KapTOHHI Kopo6Lyi

AKOCTi Ta BUMYCK cepii:

Mdpaiizep
MeHheKk1ypuHr
[oiuneng MméX ,

HimeuuunHa;
BMPO6HULTBO in bulk,
KOHTPO/b SKOCTI:

BiaTtpic ®apmactoTikans

nnc, CWA

HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHSA AiSNIbHOCTI
BMpO6GHMKa/iMnopTepa rotToBoro
NiKapCbKOro 3acoby, BKIKYAKUM
AinbHULI BUNYCKY cepii abo micue
NPOBefieHHA KOHTPOJIIO SIKOCTI.
(misnbHICTb, 3a Ky Bignosigae
BMPOGHUK/IMNOPTEP, HE BKIKOYAOUM
BUNYCK cepili). 3MiHa 3asB/ieHa y
3B'A3KY 3i 3MiHOK Ha3BK Ta
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

pepakuiiHuMmn npaBkaMu B afpeci
BMPOGHMKA BifnoBigaNbHOro 3a

BMPOGHMUTBO Npenapary in bulk Ta

KOHTPO/Ib AKOCTI 3 Pfizer
Pharmaceuticals LLC Ha Viatris
Pharmaceuticals LLC,

MiCLLe3HaX0MKEHHSI BUPOOHNYOT

AinbHUUI Ta yci BUpo6HMYI onepadii

3a/IMWATHCA HE3MIHHUMMU.

214,

NINPAMAP®

TabneTku, BKPUTI
NAiBKOBOO
o6onoHkoto, no 80
Mmr; no 10 TabneTok
y 6nictepi; no 3
6nictepu B
KapTOHHI Kopo6Lyi

Biatpic
CnewenTi
nnc

CLWA

MepBuWHHA Ta BTOPMHHA
ynakoBKa, KOHTPO/1b
AKOCTi Ta BUMYCK cepii:
Mdpaiizep
MeHtodhekuypuHr
[Loliuneng M'véX,
HimeuunHa

BMPO6HULTBO in bulk,
KOHTPO/Ib SIKOCTI:
BiaTpic ®apmactoTikan3
NNcC, CWA

Himeuunna/
CLWA

BHECEHHS 3MiH [JO peecTpaLiiiHnx
marepianis: 3miHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro
niKapcbKoro 3acoby, BKIoYatoum
AinbHULI BUNYCKy cepii abo micue
NMpoBefeHHsI KOHTPOJTHO AKOCTI.
(gisnbHICTb, 3a Ky BignoBigae
BMPOBHUK/IMIOPTEP, He BKIKYaum
BWMNYCK cepiin). 3miHa 3asB/ieHa y
3B’A3KY 3i 3MiHOKO Ha3BU Ta
peaakuiiHuMun npaskaMmu B agpeci
BMPOGHMKA BifnoBiganbHOro 3a
BMpo6HULUTBO npenapaTy in bulk Ta
KOHTpO/b sikocTi 3 Pfizer
Pharmaceuticals LLC Ha Viatris
Pharmaceuticals LLC,
MiCL,e3HaXO)KEHHS BUPOOHUYOI
AinbHUUI Ta yci BUpo6Hu4i onepadii
3a/IMLIATHCA HE3MIHHUMMU.

3a peyenmom

UA/2377/01/03

215.

NINPUMAP®

TabneTkn, BKPUTI
NNiBKOBOO
06010HKO0, Mo 10
mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepu a6o no 10
6nictepiB y
KapTOHHI Kopo6Lyi

Biatpic
CnewenTi
nnc

CLWA

Bupo6bHmyuTBo in bulk,
nepBrHHA Ta BTOPVHHA
ynakoBka, KOHTPO/b
SIKOCTi Ta BUMYCK Cepii:
Mdpaiizep
MeHtoekuypuHr
[oiiuneng Mv6X ,
HimeyuunHa,;

BMPO6HULTBO in bulk,
KOHTPO/b SIKOCTI:
BiaTpic ®apmactoTikan3
NNC, CWA

Himeuunna/
CLWA

BHECEHHS 3MiH A0 peecTpaLiiHNX
mMartepianis: 3miHu | Tuny -
AOMIHICTPaTMBHI 3MiHWU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaKeHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa rotosoro
NiKapcbKoro 3acoby, BKIoHatoum
AinbHUUI BUNYycKy cepii abo micue
NPOBEEHHA KOHTPOJIKO SKOCTI.
(@isinbHICTb, 3a Ky BigNoBigaE
BMPOGHUK/iMNOpPTEp, He BKIKYakum
BUMYyCK cepiii). 3MiHa 3asBneHa y
3B'A3KY 3i 3MiHOKO Ha3BK Ta
pefakuiiHuMn NpaBkamun B aapeci

3a peyenmom

UA/2377/01/04
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK KpaiHa

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

BMPOGHMKa BiANoBiga/IbHOIO 3a
BMpO6HMLUTBO npenapaTy in bulk Ta
KOHTpO/Ib siKOCTi 3 Pfizer
Pharmaceuticals LLC Ha Viatris
Pharmaceuticals LLC,
MiCL,e3HaX0)KEHHS BUPOOHUYOI
AinbHULI Ta yci BUpo6HMYi onepadii
3a/IMLIATHCA HE3MIHHUMMU.

216.

NINPUMAP®

TabneTku, BKpUTI
NAiBKOBOO
060n0HkKot0, No 20
mr, no 10 Tabnetok
y 6nictepi; no 3
6nictepu abo no 10
6nicTepiB y
KapTOHHI Kopo6Lyi

Biatpic
CnewenTi
nnc

CLWA

Himeuunna/
CWA

Brpo6HuuTBO in bulk,
nepBMHHA Ta BTOPUHHA
ynakoBKa, KOHTPO/1b
AKOCTi Ta BUMYCK cepii:
Mdpaiizep
MeHtodhekuypuHr
[JoiiuneHg Mv6X ,
HimeuunHa,;

BMPO6HULTBO in bulk,
KOHTPO/Ib SIKOCTI:
BiaTpic ®apmactoTikan3
NNcC, CWA

BHECEHHS 3MiH [0 peecTpaLiiiHnX
martepianis: 3miHu | Tuny -
AfMiHICTpaTMBHI 3MiHN. 3MiHa
HalilMeHyBaHHA Ta/abo agpecu Micus
NPOBaPKEHHS AiSIbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro
NiKapCbKOro 3acoby, BK/IKOYAKUM
OinbHULI BUNYCKy cepii abo micue
NPOBefEHHS KOHTPO/IHO SKOCTI.
(gisnbHICTb, 3a AKy Bignosigae
BMPOGHUK/iIMNOPTEp, HE BK/IOYAUU
BWMNYCK cepiin). 3viHa 3asBreHa y
3B’A3KY 3i 3MiHOKO Ha3BU Ta
pepakuiiHuMmn npaBkaMu B afpeci
BMPOGHMKA BifnoBiganbHOro 3a
BMPOGHMLTBO Npenapary in bulk Ta
KOHTPO/Ib AKOCTI 3 Pfizer
Pharmaceuticals LLC Ha Viatris
Pharmaceuticals LLC,
MiCLLe3HaX0AKEHHS BUPOBHNYOT
AinbHUUI Ta yci BUpo6HMYi onepadii
3a/IMLWAITHCA HE3MIHHUMMU.

3a peyernmom

UA/2377/01/01

217.

NO3APTAH-
TEBA

TabneTkun, BKpUTI
M/1iBKOBOIO
o6onoHkoto, no 12,5
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepn y
KapTOHHI Kopobuj

TOB «TeBa
YKpaiHa»

Ykpaina

AT dapmaueBTUUHUIA
3aBof TeBa, YropLiuHa;
Tesa ®apma C.J1.Y.,
IcnaHis

YropLumHa/
IcnaHis

BHECEHHS 3MiH 10 peecTpaLinHnx
mMartepianis: 3miHu | Tuny - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTPO/b roTOBOrO NiKapcbKoro
3acoby. 3miHa y meTogax
BMMNPOOYBaHHA rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MmiHa y
3aTBepKEHNX MeTodax
BMNPOOYBaHHSA)BHECEHHS 3MiH Y
aHaNiTUYHWIA METOZ, KiNbKiCHOTO
BU3HAYEHHA. YNHHWI MeTop,
nepegb6avae noapibHeHHs TabneTok,
LLL0 NPYU3BOAUTL A0 TPYAHOLLIB Npy
OTPVMaHHi FOMOTeHHNX
BUMPO6GYBaHNX PO34KHIB. 3aBAAKN

3a peyenmom

UA/16398/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK KpaiHa

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

BiAMOBI Bif, NOAPIGHEHHA TabIeToK i
NPSAMOMY PO3UYMHEHHIO TabneTku
MoKpaLLytoTbCa pesynbTatu
BUNPOGYBaHHSA 6€3 3MiHN
KOHLEHTpaL,ii po3yunHy.

218.

NO3APTAH-
TEBA

TabneTku, BKpUTI
NAiBKOBOO
060/10HKO0, N0 25
mr: no 10 Tabnetok
y 6nictepi; no 3
6nictepn y
KapTOHHI Kopo6Lyi

TOB «TeBa
YKpaiHa»

YkpaiHa

AT dapmaueBTUYHUIA
3aBof Tesa, YropwuHa;
Tesa ®apma C.J1.Y.,
Icnanis

YropumHa/
IcnaHis

BHECEHHS 3MiH [0 peecTpaLiiiHnX
mMartepianis: 3miHu | TUNYy - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbknii 3aci6.
KOHTpO/Ib rOTOBOrO MiKapCbKoro
3acoby. 3miHa y meTofax
BMNPOGYBaHHSA roTOBOrO NiKapCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPLXEHNX MeToAax
BMNPOOYBaHHSA)BHECEHHS 3MiH Y
aHa/TITUYHUIA MEeTOA KifTbKiCHOro
BU3HAYEHHSA. UNHHWI MeTop,
nepegb6ayae noapibHeHHs TabneTok,
LLIO NPU3BOAUTL A0 TPYAHOLLIB Npy
OTPVMaHHi FOMOTeHHNX
BMNPOBYBaHNX PO34nHIB. 3aBAsAKN
BiAMOBI Bif NOAPIGHEHHS TA6NeTOoK i
NPSIMOMY PO3UYMHEHHIO TabneTkun
noKpaLLytTbCa pesynbTatu
BMNPO6YyBaHHA 6€3 3MiHU
KOHUEHTpaLii po3ynHy.

3a peyernmom

UA/16398/01/02

219.

NO3APTAH-
TEBA

TabneTkn, BKPUTI
NAiBKOBOKO
06010HkKo0, No 50
mr: no 10 TabneTok
y bnicTepi; no 3 abo
9 6nicTepiB y
KapPTOHHI KOpooL,i

TOB «TeBa
Ykpaina»

YkpaiHa

AT dapmaueBTUYHWIA
3aBof Tesa, YropLwuHa;
Tesa ®apma C.J1.Y.,
Icnanis

YropuymHa/
Icnanis

BHECEHHS 3MiH A0 peecTpaLiiHNX
mMartepianis: 3miHu | TUNY - 3MiHK 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbkoro
3acoby. 3miHa y MmeToaax
BMNPO6YBaHHSA roTOBOro NiKapcbKoro
3acoby (He3HayHa 3miHa y
3aTBEPMAKEHUX MeTofax
BUNPOOYBAHHA)BHECEHHS 3MiH Y
AHaTITUYHUIA METOS, KiSTbKiICHOrO
BM3HAYEHHS. YMHHWI MeTop,
nepegbayae noapibHeHHA TabneTok,
LLIO NPM3BOAMTL A0 TPYAHOLLIB Npu
OTPUMaHHI FOMOreHHMX
BUNPOBYBaHNX PO34KHIB. 3aBasaKu
BiAMOBI Bifg, NOAPIOGHEHHS TaBETOK i
NpPsSIMOMY PO3YMHEHHIO TabneTku
NoKpaLLyTbCA pesynbTatu
BMNPOOGYBaHHSI 6€3 3MiHN
KOHLIEHTpaLii pO34MHY.

3a peyenmom

UA/16398/01/03
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
220. | NO3APTAH- TabneTku, BKPUTI TOB «TeBa Ykpaina AT dapmaueBTUUHUIA YropumHa/ BHECEHHS 3MiH 10 peecTpaLiiiHnx 3a peyernmom UA/16398/01/04
TEBA N/1iBKOBOIO YkpaiHa» 3aBog, TeBa, YropluuHa; Icnanis marepianis: 3miHu | Tuny - 3miHu 3
o6onoHkoto, no 100 Tesa ®apma C.J1.Y., AKoCTi. [0TOBWIA Nikapcbknii 3aci6.
Mmr: no 10 TabneTok IcnaHis KOHTpO/1b rOTOBOrO NikapcbKoro
y 6nicTepi; no 3 abo 3acoby. 3miHa y meTofax
9 6nicTepiB y BMNPOGYBaHHSA roTOBOrO J1iKapCbKoro
KapTOHHI Kopo6Lyi 3acoby (He3HayHa 3miHa y
3aTBEPLKEHNX MeToAax
BMNPOOYBaHHSA)BHECEHHS 3MiH Y
aHaNiTUYHUIA MEeTOS, KilbKiCHOTO
BM3HAYEHHSA. YMHHWI MeTop,
nepegb6avae nogpibHeHHs TabneTok,
LLI0 NPYU3BOAUTL A0 TPYAHOLLIB Npy
OTPVMaHHI FTOMOTreHHUX
BMMNPOGYBaHNX PO34MHIB. 3aBASAKN
BiAMOBI Bif, NOAPIGHEHHA TabIeToK i
NPSAMOMY PO3UYMHEHHIO TabneTku
MoKpaLLytoTbCA pesynbTatu
BUNPOGYBaHHSA 6€3 3MiHN
KOHLEHTpaL,ii po3yunHy.
221. | MATHE3IYM Tabnetku; no 80 [Loliue HimeuunHa [oiiue XomeonaTi-YHioH HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHnX 6e3 peyenma UA/12205/01/01
DOCDOPUKYM | Tabnetok y chnakoHi; | Xomeonarti- OXY-ApuHaiimiTTens MaTepianis: 3miHu | TUny - 3MiHK
Cinb no 1 dpnakony y YHioH AXY- M6X & Ko. KI oo 6e3nekn/epekTnBHOCTI Ta
OOKTOPA KapTOHHI Kopo6Lyi ApuHaimMiTT hapmakoHarnagy (iHwi 3miHn) -
LLIKOCC/IEPA enb 'mMeX & 3MiHM BHeceHo y n. 17. IHWE Tekcty
Ne7 Ko. KI MapKyBaHHA BTOPUHHOT yNakoBKN
nikapcbkoro 3acoby LoAo
BWIYYEHHS iHchopMmaLii npo
€KCK/H3MBHOro NpefAcTaBHKa.
222. | MATHENIC TabneTku, BKpUTI TOB Ykpaina TOB "ACTPADAPM" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHnX 6e3 peyenma | nionseae UA/20662/01/01
nAiBKOBOO "ACTPA®A mMartepianis: 3miHu | TUNY - 3MiHK 3
060/10HKOI0 M0 15 PM" SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6.

Tabnetok y 6nictepi;
no 4 6nictepay
KapPTOHHIn KopooL;i

Onuc Ta cknag. 3miHa hopmu abo
po3mipis nikapcbKkoi hopmu
(TabneTkn 3 HeraliH1M
BVBIIbHEHHSIM, Kancynu,
cynosuTopii Ta necapir) - 3miHa
hopmu N3, a came 3miHa 3 Kpyrnoi
hopMu Ha OBaU1bHY hopmy
TabneTok. 3aTBepKeHo:
Cneuucpikauisi Ta METOAN KOHTPOO
Onuc. TabneTkn Kpyrioi chopmm 3
[BOOMYK/I0t0 NOBEPXHEID 3 PUCKOIO,
BKPWTi NNiBKOBOIO 06OSIOHKOK 6ifloro
abo maiixe 6i10ro Konbopy.
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

3anponoHoBaHo: Crieuudgikauia Ta
MeToAMn KOHTpoto Onuc. TabneTkn
0BasIbHOT (hOpMM 3 BOOMYK/100
NOBEpPXHE0, BKPUTI NNIBKOBOO
060/10HKOI0 6is10r0 abo mavixe
6is10ro koN1bopy. 3MiHN BHECEHO B
po3ain "OCHOBHI (hi3UKO-XIMiYHi
B/1ACTMBOCTI" B IHCTPYKLiO 415
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby BeeaeHHs1 3MiH
npoTArom 6-Tn MicAUIB micns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK
3 KOCTi. FoTOBWMIA Nnikapcbkuii 3aci6.
Cucrtema
KOHTelHep/3aKynoptoBasibHuiA 3aci6.
3MiHa po3mipy ynakoBKu roTOBOro
nNiKapcbKoro 3acoby (3MiHa KinlbKOCTi
oavHNUb (Hanpwknag TabneTok,
amnyn TOLLO) B ynakoBsLi:) - 3miHa y
AianasoHi 3aTBepAKEHNX PO3MIpIB
YMaKoBKM - 36i/TbLUEHHS KiNIbKOCTI
Tabnetok y 6nictepi i3 10 Ha 15
TabneTok, 3 BigNOBiAHNMMN 3MiHAMM
B po3ain «YnakoBka» MK /13.
MepBYHHWUIA NaKyBaslbHWIA MaTepian
He 3MiHMBCA. 3MiHV BHECEHO B
po3ain "YnakoBka" B iHCTPYKL,it0 Ans
MeAMYHOr0 3aCTOCYBaHHS Yy 3'A3Ky 3i
3MIHOI PO3Mipy YyNakoBKu Ta K
HaCnifoK - OHOB/IEHHS TEKCTY
MapKyBaHHS NepBUHHOT yNakoBKu
nikapcbkoro 3acoby. BeegeHHs 3MiH
npoTArom 6-Tu MicAuiB micns
3aTBEPAKEHHS.

223.

MAAIHET®

TabneTkn, BKPUTI
nAiBKOBOKO
06010HKO10, no 0,03
Mr/2 mr; no 21
Tabnetui y 6nictepi;
no 1 a6o no 3, abo
no 6 6nictepis B
KapTOHHI Kopo6Lyi

TOB "MIBE
YKPAIHA"

Ykpaina

Mi6e MmM6X
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiHnX
martepianis: 3miHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. BuiyyeHHs
BMPOGHNYOI AiNbHUL (BKNOYAOUN
OinbHUUi ansa APl NPOMIKHOTO
npoAyKTy abo roToBOro fnikapcbKoro
3acoby, AiNbHULI 4518 NpoBeAEeHHS
nakyBaHHS, BUPOGHMKa,
BiANOBIAA/ILHOIO 3a BUMYCK Cepil,
MiCLie NpoBeAEHHSA KOHTPOSIIO Cepil)
ab60o nocTavyasibHMKa BUXigHOrO

3a peyenmom

UA/15840/01/01
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PeecmpayjitiHa npoyedypa

Ymosu

Peknam

Howmep

n/n

Hassa
NiKapcbKo20

Popma surnycky
(nikapcbka popma,

3asaBHuUK

Kpaina

3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

mMaTtepiany, peareHty abo

Bionycky

yBaHHs

peecmpayjiliHo2o
nocBi04Y€eHHs1

3acoby

ynakoska)

IHAja

[,0MOMDKHOT PEYOBUHM (SIKLLLO
3a3HayeHo y [0CbE)
BunyuyeHHs1 BUpo6HuKa API
Ethinylestradiol, a came ASPEN
OSS B.V,, Kloosterstraat 6, The
Netherlands-5349 AB Oss, siK
BMPOGHUYY AiNbHULO,
BiANOBIAa/IbHY 32 BUPOOHULTBO
LitoY0i pevoBUHY eTUHINecTpasion.
AnbTepHATVBHOI AiNbHULED
3anumwaeTtbea Bayer AG. Po3ginu
3.2.S.4.1 Ethinylestradiol (FPM),
3.2.S.4.4 Ethinylestradiol (FPM) Ta
3.2.R, BK/IKOYAKOUYM BiAMNOBIAHI
po3ainv B Moay”ni 2 6y OHOBMEH.
Kpim TOro, y 3B'A3Ky 3 BUNYYEHHAM
KoMnaHii Aspen, OHOBJTIOETbLCS
po3gin 3.2.S.4.4 akTyanbHUMUK
cepTtuchbikatamu aHanisy ans
BMpOGHUWKa Bayer. Y po3gini
3.2.S.4.4 (FPM manufacturer)
BWy4eHO BUpOo6HKMKa /13 «mibe».
BHECEHHS 3MiH [0 peecTpaLiiiHnX

3a peyernmom

UA/18786/01/01

224.

MAKMNEHEM
1000

MOPOLLIOK ANA
PO34MHY ANs1 iH'EKLi
no 1000 mrno 1
nakoHy y
KapTOHHI ynakoBLi

Makneopc IHAjsA
dapmacboT
nkasnc

Nimiteg

Bpykc CTepicaiieHc
NimiTen

MaTepianis: 3miHu | TMny - 3MiHK
oo 6e3nekn/epekTnBHOCTI Ta
chapmakoHarnsgy. BeefeHHsa abo
3MiHW [0 y3arasibHeHWX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX Npo
cuctemy hapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0CO6M,
BiANOBiAA/IbHOI 32 3AiACHEHHS
chapmakoHarnsgy; KOHTakTHOI 0cobm
3 thapmakoHarnsgy 3asiBHVKa Ans
3qificHeHHs hapmakoHarnsay B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0CO6M,

BiANOBiAA/IbHOI 32 3AiCHEHHS
hapmakoHarnagy (Bkiovaiouu
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy). 3miHa
KOHTaKTHOI 0CO6U 3asiBHUKA,

BiANoBiAa/IbHOI 32 3AiCHEHHS
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

thapMakoHarnsagy B YkpaiHi. [itova
pepakuis: MHiTeubka /lob6os
BanepiiBHa. MponoHoBaHa
pepakuis: Kyunba TeTsaHa
BacunisHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT
0cobu 3asiBHUKA, BIANOBIAA/ILHOT 38
hapmakoHarnsg B YkpaiHi. 3miHa
Homepa MacTep-chaiina cuctemu
dhapmakoHarnsgy.

225.

MAKCULEKC®

Kpanni o4Hi, 1
Mmr/mn, no 5 mny
hNaKoHi-
KpanenbHuui; no 1
oNnakoHy-
KpanesnbHuLi B
KOpOO6Li 3 KAPTOHY

HosaprTic
dapma Al

LLiBeiuapis

AnKOH KyBpbop

Benbris

BHECEHHS 3MiH [0 peecTpaLiiHnX
mMartepianis: 3miHu | TUNY - 3MiHK 3
saKocTi. CepTudpikat
BignosigHocTi/lE-cepTudikart
BiANOBIAHOCTI EBpONENiChKi
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBJ/IEHOTO
cepTudikaTa BigNoBigHOCTI abo
BWUTyYEHHS cepTudikaTa
BiANOBIAHOCTI EBpPONENChKii
cthapmakonei: gna A®l; ans
BUXIQHOIO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI API; ANns [ONOMDKHOT
peyoBuHUK (cepTudiikat
BiANOBIAHOCTI EBpoONeNiChKii
thapmakonei) - OHOB/IEHWIA
cepTudikaT Bif y)Xe 3aTBepAXEHOro
BUPOGHMKA - NOJAaHHA OHOB/IEHOTO
cepTugikaTy BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei ans Adl
[ekcameTasoHy Bif, 3aTBepAKEHOro
BMpo6HMKa Pharmacia & Upjohn
Company B 3B’s13Ky 3i 3MiHOKO Ha3BU
BUPOGHMKa, Miclie Ta agpeca
BMPOOHULITBA HE 3MIHWUMOCh.
3arBepoKeHo:

R1-CEP 2000-261-Rev 04
Pharmacia & Upjohn Company
3anponoHoBaHo:

R1-CEP 2000-261-Rev 05
Pharmacia & Upjohn Company LLC

3a peyenmom

UA/10812/01/01

226.

ME3ATOH

PO34MH AN1S iH'EKLINA,
10 mr/mn; no 1 mn B

TOBAPUCT
BO 3

YkpaiHa

KOHTPO/Ib SIKOCTi, BUMYCK
cepil:

YKpaiHa

BHECEHHS 3MiH A0 peecTpaLiiHNX
marepianis: 3MiHu | Tuny - 3miHn

3a peyenmom

UA/0511/02/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
amnyni, no 10 amnyn | OBMEXXEH ToBapucTBo 3 wopo 6e3sneku/edpekTMBHOCTI Ta
y nayui; no 1 mn B (0],0) obmexeHor thapmakoHarnagy (iHwi 3MiHN)
amnyni, mo 10 amnyn | BIAMNOBIOA BiANOBIAA/TILHICTIO OHOB/EHHS TEKCTY MapKyBaHHs
y 6nictepi; no 1 NBHICTIO "[locnigHwii 3aBof NepBMHHOT Ta BTOPUHHOI YNakoBOK
6nicTepy y nauyi; no | «KOPTMOPA "THLCY, nikapcbKoro 3acoby, a came:
1 mn B amnyni, no 5 LA YkpaiHa; BUpobHuLTBa, - BWIy4€eHO iHhopMaLiio, 3a3HaveHy
amnyn y 6nictepi; no | «34OPOB’'A KOHTPO/1b AKOCTi, BUNYCK POCiiiCbKOI0 MOBOIO;
2 6nictepu y nayu,i » cepii: - NEpEHECEHO MKHaAPOAHI
ToBapucTBO 3 NO3HAYeHHSA OANHULIb BUMIPIOBaHHS;
06MeXeHO - YTOYHEHO iHhopmaLito Wwoao
BiANOBIAA/IBHICTIO NoroTuny 3asiBHUKA Ta TEXHIYHOI
"®apmaneBTuyHa iHchopmawii;
KoMnaHia "3gopos'a”, - BHECEHO HE3HaYHI pefakuiiiHi
Ykpaina NnpaBkn B TEKCT MapKyBaHHA
BCi cTafii BUPO6HMLTBA, yMakoBOK NiKapCbKoro 3acoby.
KOHTPO/1b SIKOCTI: TepMiH BBEEHHA 3MiH NPOTArom 6
AKLIOHEpHE TOBapUCTBO MicSLiB NiCNs 3aTBEPAYKEHHS.
"Tannudapm®”,
YKpaiHa
227. | MEKIHICT TabneTkn, BKPUTI HoBapTic LLIseliyapis BUPOBHMK ITanis/ BHECEHHS 3MiH 40 pPeecTpaLiiHnX 3a peyenmom UA/16836/01/01
NAiBKOBOO dapmva Al Hepo3acoBaHo! Icnanis/ MaTepianis: 3miHu | TUNy - 3MiHK
0600Hkoto no 0,5 NpoAyKLUii Ta KOHTPO/1b LLIeiiuapisi/ wopo 6e3snekv/edpekTMBHOCTI Ta
SKOCTI: CnoBeHis thapmakoHarnsgy. BHeceHHs1 abo

mr; no 30 TabneTok
y thnakoHi, no 1
hNakoHy B
KapTOHHIl KopoobLi

nakcoCmiTKNAiiH
ManydaktypuHr C.n.A.,
ITanis; nepsuHHe Ta
BTOPUHHE NaKyBaHHs,
BMNycCK cepii: Mnakco
Bennkom C.A., IcnaHisi;
BMPOOHWLTBO, KOHTPO/Tb
AKocTi: HoBapTic ®apma
LTenin AT, LLBeliLapis;
4acTKOBWI KOHTPO/Tb
AKOCTI: PapMaHaniTuka
CA, Weeiiyapis;
nepBrHHEe Ta BTOPUHHE
naxkyBaHHs, BUNYCK
cepii: HoaprTic
dapmacbloTuKan
MaHydaktypiHr JINC,
CnoseHis

3MmiHa(n) fo 3060B'A3aHb Ta yMOB
BMAadi peecTpaviiiHoro
nocsigyeHHs, Bkntovaoun MnaxH
ynpaBAiHHA pUsnKamu
(3acTocyBaHHS TEKCTY, SKWIA
NOroKeHNin 3 KOMNETEHTHUM
opraHom) 3asiBHMKOM HoBapTic
dapma Arl, LseliLapis oHOBNEHO
nnaaH ynpasniHHA pusnkaMun Ao
Bepcii 20.0 3 MeTO BUAASIEHHS
[o6pe oxapakTepusoBaHWX pU3NKiB
BiZANOBIAHO [0 3BITY NPO OLHKY
PSUR nikapcbkoro 3acoby MekiHicT
TabneTtku, BKpUTI N/1iBKOBOKO
060/10HKOI0 110 0,5 Mr; TabneTtku,
BKPUTi NNiBKOBOK 060/10HKOI0 NO 2
mr; no 30 TabneTok y chnakoHi; no 1
onakoHy B KApTOHHI KOpobLi.
3MiHM BHECEHO A0 YacTuH |
«3arasibHa iHhopmaLlis», |l
«Cneuundikauis 3 6esnekn»,V
«3axo4u 3 MiHiMi3auji pu3nkie», VI
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
«Pestome nnaHy ynpasniHHA
pu3nkammn» Ta gogatkis. Pesome
MnaHy ynpasniHHA pu3nkamu Bepcis
20.0 gogaeTbes.
228. | MEKIHICT TabneTkn, BKPUTI HoBapTic LLIseliyapis BUPOBHMK ITanis/ BHECEHHS 3MiH 40 peecTpaLiiHnX 3a peyenmom UA/16836/01/02
NAiBKOBOO dapmva Al Hepo3acoBaHo! Icnanis/ MaTepianis: 3miHu | TUNy - 3MiHK
060/10HKOI0 MO 2 Mr; NpoAYyKLil Ta KOHTPO/1b LLIeiiuapisi/ wopo 6e3nekv/edpekTMBHOCTI Ta
no 30 TabneTok y SKOCTI: CnoBeHis thapmakoHarnsgy. BHeceHHs1 abo
hnakoHi, no 1 "nakcoCMmIiTKnsiiH 3MmiHa(n1) fo 3060B'A3aHb Ta yMOB
hNnakoHy B ManydaktypuHr C.n.A., BMAadi peecTpaviiiHoro
KapTOHHI Kopo6Lyi ITanis; nepsnHHe Ta nocsigyeHHs, Bknovaoun MnaH
BTOPWHHE MakKyBaHHS, ynpaBAiHHA pUsnKamu
BMNycCK cepii: Mnakco (3acTocyBaHHs TEKCTY, SKUIA
Bennkom C.A., IcnaHis; NOroKeHN 3 KOMNETEHTHUM
BMPOOHNLTBO, KOHTPO/Tb opraHom) 3asBHVKOM HoBsapTic
AKocTi: HoBapTic ®apma dapma Arl, LseliLapis oHOBNEHO
LTeitn Al, LWBselinapis; nnaaH ynpasniHHA pusnkaMmun Ao
4acTKOBWIA KOHTPOS1b Bepcii 20.0 3 MeTO BUAASIEHHS
AKOCTI: PapMaHaniTuka nobpe oxapakTepu3oBaHUX pU3NKiB
CA, Weeiiyapis; BiANOBIAHO [0 3BITY NPO OLHKY
nepBuMHHE Ta BTOPUHHE PSUR nikapcbkoro 3acoby MekiHicT
nakyBaHHs1, BUMYCK TabneTtku, BKpUTI N/1IBKOBOKO
cepii: HoaprTic o6onoHkoto no 0,5 mr; TabneTky,
dapmacbloTukan BKPUTi NNIBKOBOK 060/10HKOI0 NO 2
MaHydaktypiHr JINC, mr; no 30 TabneTok y chnakoHi; no 1
CnoseHis th1akoHy B KapTOHHI KOpo6Li.
3MiHN BHECEHO A0 4acTuH |
«3arasibHa iHhopmadiis», |l
«Cneuundikauis 3 6esnekn»,V
«3axoau 3 MiHiMi3auii pu3nkie», VI
«Pestome nnaHy ynpasniHHA
pv3nkammn» Ta gogaTtkis. Pesome
MnaHy ynpasniHHA pu3nkamu Bepcis
20.0 gofaeTbes.
229. | METOKCUKAM | Ta6netku no 15 mr; AT YkpaiHa AT "KUIBCbKUN YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHNX 3a peyenmom He UA/3921/01/02
-KB no 10 Tabnetok y "KUIBCbKN BITAMIHHUIA 3ABOS" MaTepianis: 3miHu | TUNy - 3MiHK niosnisieae
6nictepi; no 1 a6o 2 n wopo 6e3sneku/etpekTMBHOCTI Ta
6nictepn y nauui BITAMIHHW hapMakoHarnisgy. 3miHa y KopoTkil
" 3ABOA" XapaKTepucTuLli Nikapcbkoro 3acoby,

TEKCTi MapKyBaHHs Ta IHCTpYKLi Ans
MeJMYHOro 3aCTOCYBaHHS Ha
nifcTaBi perynsipHo OHOBJ/1HOBAHOIO
3BiTY 3 6e3neku NikapcbKoro 3acoby,
abo JocnigxeHb 3 6e3nekn
3acTocyBaHHS Nikapcbkoro 3acoby B
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n/n

NiKapcbKo20

3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTar OLUiHK/ 3BTy 3
JocnifpKeHb, NPoBefeHNX
BIAMNOBIAHO [0 NNaHy negiaTpuyHmX
pocnigxeHb (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXKEHUM
opraHom)
3MiHN BHECEHO [0 IHCTPYKUIii Ans
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3aiiv
"Oco61MBOCTI 3aCTOCYyBaHHA",
"Mo6iyHi peakwji" BigNoBigHO A0
OHOB/EHOT iHhopMaLii 3 6e3neku
Aito40T pevoBrHN. BBeaeHHS 3MiH
npoTArom 6-Tu MicAuiB micns
3aTBEPIKEHHS
3Minu | TMRY - 3MiHK Woao
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpyKLji Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTaBi perynspHo OHOB/THOBAHOIO
3BITYy 3 6e3neku NikapcbKoro 3acoby,
a6o pocnigxeHb 3 6e3nekn
3acTOCyBaHHSA likapCbkoro 3acoby B
nicnspeecTpauiiiuii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3
JocnigpkeHb, NpoBeAeHnX
BiANOBIAHO A0 MNaHy neaiaTpuyHmnX
pocnigpkeHs (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXKEHUM
opraHom)
3MiHM BHECEHO [0 IHCTPYKLUIT Ansa
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ain
"3acTocyBaHHS y nepiog, BariTHOCTI
abo rogyBaHHs rpy4a0" BignosigHoO
[,0 OHOB/EHOI iHChopMaL,i 3 6e3nekn
Lito4oi pevyoBuHU. BBeeHHSA 3MiH
npoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS

230.

MENOKCUKAM

-KB

Tabnetkun no 7,5 wr;
no 10 TabneTtok y

6nictepi; no 1 a6o 2

AT
"KI/I'I'BvaKI/I

n

YkpaiHa

AT "KUTBCbKMIA
BITAMIHHUA 3ABO/"

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHnx
mMarepianis: 3MiHu | TRy - 3miHK
woao 6e3nekn/edpeKTMBHOCTI Ta

3a peyenmom

He
nionseae

UA/3921/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
6nictepu y nauui BITAMIHHW hapmakoHarnsgy. 3miHa y KopoTkili
" 3ABOA" XapakTepucTuLi nikapcbkoro 3acooby,

TEKCTi MapKyBaHHS Ta iHCTpyKLji Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTaBi perynspHo OHOB/THOBAHOIO
3BITYy 3 6e3neku NikapcbKoro 3acoby,
a6o pocnigxeHb 3 6e3nekn
3acTOCyBaHHSA likapCbkoro 3acoby B
nicnspeecTpauiiiuii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3
JocnigpkeHb, NpoBeAeHnX
BiZANOBIAHO A0 MNaHy nejiaTpuyHmnX
pocnigpkeHs (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXKEHUM
opraHom)
3MiHM BHECEHO [0 IHCTPYKLUIT Ansa
MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ainm
"Oco611BOCTI 3aCTOCyBaHHA",
"Mo6iuHi peakwii" BiANOBIAHO A0
OHOBJIEHOT iHhopMaLii 3 6e3neku
Lito4oi pevyoBuHU. BBeeHHA 3MiH
npoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS
3MiHu | TUnNY - 3MiHK Woa0
6e3nekn/edekTNBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLi Ans
MeAMNYHOro 3aCTOCYBaHHA Ha
nifcTaBi perynsipHo OHOB/IHOBAHOTO
3BiTY 3 6e3neKkun NikapcbKoro 3acoby,
abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiinnii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BTy 3
JocnifpKeHb, NpoBefeHNX
BIANOBIAHO A0 NMNaHy negiatpuyHnx
pocnigxeHb (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXXEHUM
opraHom)
3MiHN BHECEHO [0 IHCTPYKUIii Ans
MeAMYHOro 3acToCyBaHHA
NiKapcbKoro 3acoby y po3ain
"3acTocyBaHHs y nepiog BaritHoCTi
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
ab6o rogyBaHHA rpyaa” BignoBigHO
[,0 OHOBNEHOI iHhopMaL,ii 3 6e3nekn
Aito40T pevoBMHN. BBeAEeHHS 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEPKEHHS
231. | MEPANIC® cnpei HasabHUiA, AapaH- Xopsaris AapaH-TaneHcbknii Xopsaris BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a peyenmom UA/12207/01/01
po3unH 0,05 %; no [aneHcbkuit Na6opaTopiit 4.4, MaTepianis: 3miHu | TUny - 3MiHK
10 mn a6o no 15 mn Na6opaTtopi wopo 6e3snekn/ethekTMBHOCTI Ta
PO34KHY Y dh/1aKkoHi 3 na.n. thapmakoHarnagy (iHwi 3MiHK).
[103yI0UMM 3MiHN BHECEHO Y TEKCT MapKyBaHHS
npucTpoem; no 1 NEepBUHHOI Ta BTOPUHHOI YNaKoBKK
donakoHy B nikapcbkoro 3acoby, a came,
KapTOHHI Kopo6Lyi OHOBJ1IEHO TEKCT MapKyBaHHS
yNaKoBOK NiKapCbKOoro 3acooby.
TepMmiH BBEEHHS 3MiH NPOTAroM 6
MiCALB NiC/sA 3aTBEPAKEHHS.
232. | MEPANIC® cnpeii HazaNbHUIA, AapaH- Xopgaris Aapan-TaneHcbknii Xopearis BHECEHHS 3MiH A0 peecTpaLiiHnX 3a peyenmom UA/12207/01/02
po3umnH 0,1 %; no 10 | [aneHcbkuii Na6opaTopiit 4.4. MaTepianis: 3miHu | TUNy - 3MiHK
mn abo no 15 mn Na6opaTopi wopo 6e3sneku/edpekTMBHOCTI Ta
PO34MHY Y h/1aKkoHi 3 o4 thapmakoHarnagy (iHwi 3miHu).
[03yH0UNM 3MiHN BHECEHO Y TEKCT MapKyBaHHS
NpUCTPOEM; no 1 NepBMHHOT Ta BTOPUHHOI YNakoBKu
pNakoHy B nikapcbKoro 3acoby, a came,
KapTOHHI Kopobuj OHOB/IEHO TEKCT MapKyBaHHS
yNaKoBOK NiKapCbKoro 3acoby.
TepMmiH BBEAEHHS 3MiH MPOTArOM 6
MicSILIB NicNs 3aTBEPAKEHHS.
233. | METUNYPALUN cynosuTopii NAT Ykpaina MAT "MoHchapm" YkpaiHa BHECEHHS 3MiH [J0 peecTpaviiiHnx be3 peyenma UA/6754/02/01
n pekTanbHi no 0,5, "MoHchapm" marepianis: 3miHu | Tuny - 3miHu 3
no 5 cynosuTopiis y AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
CTpuni; No 2 CTpUnM KOHTpOsb roTOBOro NikapcbKoro
y nauui 3 KapToHy 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AonycTUMmX
MEX rOTOBOr0 NiKapcbKoro 3acoby
(iHLWIi 3MiHW) - BBEAEHHSA
nepiogNYHOCTI KOHTPOIO 3a
nokasHukom «MikpobionoriyHa
YyucToTax», a came «KOHTPO/Ib AAHOT0
TeCcTy NPoBOAATL A1 nepLuor Ta
KOXHOI HaCTYMNHOI fecaTol cepil, ane
He piguie Hix 1 cepisi B pik»
234. | MET®OPMIH- TabneTku, BKPUTI TOB Ykpaina BUpo6HULTBO TabneTok, IHais/ BHECEHHS 3MiH [J0 peecTpaLiiiHnx 3a peyernmom He UA/15295/01/03
CAHO®I N/1iBKOBOIO "CaHocpi- nepBuHHE Ta BTOPUHHE PymyHis marepianis: 3MiHu | Tuny - 3miHn nionsizae
o6onoHkoto, no 1000 ABeHTIC nakyBaHHs: woao 6e3nekn/edpekTBHOCTI Ta
mr; Ne 30 (15x2): no YkpaiHa" CaHodi IHaia NMimiTesa, chapmakoHarnsay. 3MiHu y KOpoTkili
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
15 TabneTok y IHAis XapakTepucTuLi nikapcbKoro 3acooby,
6nicTepi, no 2 KoHTpo/ib Ta BUnyck TEKCTi MapKyBaHHS Ta iHCTPYKLi Ans
6nictepu y cepii: MeJMYHOro 3aCTOCyBaHHS
KapTOHHI kopobuy; C.C. «3eHTiBa C.A.», reHepuyHUX/ribpuaHnx/6ionodibHmx
Ne 120 (20x6): no 20 PymyHis nNiKapCbKNx 3aco6iB Nicas BHECEHHS
Tabnetok y 6nictepi, Tiel camoi 3MiHV Ha pedhepeHTHWi
no 6 6nictepis y npenapar (3miHa He noTpebye
KapTOHHI Kopo6Lyi HafaHHA >XOOHUX HOBUX J0AATKOBUNX
AaHnX). 3MiHY BHECEHO A0 iHCTPYKL,i
AN MeAUYHOro 3acToCyBaHHs
nikapcbKoro 3acoby y po3ginu
"GapmakoTepanesTuyHa rpyna. Kog,
ATX " (oo Ha3Bu 6e3 3MiHN Koy
ATX), "dapmakonoriyHi
BnacTusocTi", "MokasaHHA",
"Oco611BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHA y nepiof BariTHoCTi
abo rogyBaHHSA rpyaar”, "Cnoci6
3acTocyBaHHs Ta 4o3n’”,
"Mepepo3yBaHHA", "M06IYHI peakuii”
3rigHo 3 iHhopMmaLieto Wwoao
MeAMYHOro 3acToCyBaHHA
pedyepeHTHOr0 /likapcbKoro 3acoby
(TNNIOKOPAXK®, TabneTkn, BKpUTI
nniBkoBOK 060/10HKOIO, 1Mo 500 Mmr,
850 mr, 1000 mr).
BBegeHHS 3MiH npoTsArom 6-tv
MiCALB Nic/a 3aTBEPAKEHHS.
235. | MET®OPMIH- TabneTkn, BKPUTI TOB Ykpaina BUpOGHMLTBO TabNeToK, IHgis/ BHECEHHS 3MiH 40 pPeecTpaLiiHnX 3a peyenmom He UA/15295/01/03
CAHO®I NAiBKOBOO "CaHodi- nepBuMHHE Ta BTOPUHHE PyMyHis MaTepianis: 3miHu | TUNy - 3MiHK niossieae
060/10HKO10, N0 1000 ABeHTIC nakyBaHHs: CaHodi wopo 6e3snekv/edpekTMBHOCTI Ta
mr; Ne 30 (15x2): no Ykpaina" IHgia NimiTen, HAjS; thapmakoHarnsgy. 3miHa y KopoTkili

15 TabneTok y
6nictepi, no 2
6nictepn y
KapTOHHi kopobuy;
Ne 120 (20x6): no 20
TabneTtok y 6nictepi,
no 6 6nictepiB y
KapTOHHI Kopo6Lyi

KoHTposb Ta Bunyck
cepii: C.C. «3eHTiBa
C.A.», PymyHis

XapakTepucTuLj Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo OHOB/THOBAHOTO
3BiTY 3 6e3neku NikapcbKoro 3acoby,
abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHS /ikapcbkoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BIiTYy 3
JocnifpKeHb, NPOBEAEHNX
BiANOBIAHO [0 NNaHy negiatpuyHmx
pocnigxeHb (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOB&XEHUM
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n/n

NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

opraHom)
3MiHN BHECEHO [0 IHCTPYKLUIii Ans
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby B po3ain
"Oco611BOCTI 3acTOCyBaHHA"
BiANOBIAHO A0 OHOBMEHOT
iHbopmaii 3 6e3neku gjtoyoi
peyoBMHW. BBEEHHS 3MiH NPOTAroM
6-TW MicALIB Nic/1a 3aTBEPAKEHHS.

236.

ME®EHAMIHO
BA KMCNOTA

Tabnetku no 500 wmr,
no 10 TabneTtok y
6nicTepi, no 2
6nictepu B nauyj; no
1 6nictepy 6e3
BKNafaHHs y
BTOPUHHY YNaKoBKy

TOB
"®apmauesT
NyHa
KOMMaHis
"®apKoC"

YkpaiHa

TOB "®apmaleBTuyHa
KomMmnaHis "®apKoC"

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHnx
mMarepianis: 3MiHu | Tuny - 3miHK
Loao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsgy. BeefneHHs abo
3MiHW [0 y3ara/ibHEHNX JaHuX Npo
cucTemy thapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX Npo
cuctemy chapmakoHarnsgy, amiHa
YMOBHOBaXEHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS
chapmakoHarnsay; KOHTakTHOT 0cobu
3 thapmakoHarnsagy 3assHvKa a5
3AiicHeHHs1 chapmakoHarnsay B
YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
YMOBHOBaXEHOT 0cobwy,
BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnagy (Bkavarun
KOHTaKTHi faHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-thaiina cuctemm
hapmakoHarnsigy) 3miHa
YMOBHOBaXEHOI 0CO6U 3asBHIIKA,
BiAnoBiganbHOI 3a papMakoHarniag,.
[Litoua pepakuin: Tep-CapkicoBa
Onbra barparisHa. MNMponoHoBaHa
pepakuis: KyTHak Biktop MaBnosumu.
3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXEHOI 0CO6U 3asBHIIKA,
BifgnoBigasibHOI 3a hapMakoHarnsg.
3MiHa MicLle3HaxoMKEHHSI MacTep-
thaiina cuctemn chapmakoHarnsgy
Ta lioro Homepa. 3miHa micust
3[iACHEHHSI OCHOBHOI AiSNbHOCTI 3
hapmakoHarnagy.

6e3 peyenma

UA/18370/01/01

237.

MIHOKCUAnn
IHTENI

PO3YMH HaLLKipHUIA,
5 %; no 60 mny

on1akoHi; no 1

3AT "IHTeni
eHepukc
Hoppa®

NutBa

IHpacTpian
dapmaceyTika
KaHTabpia, C.A.

IcnaHis

BHECEHHS 3MiH 10 peecTpavLintHnx
mMartepianis: 3miHu | TUny - 3MiHK 3
AKocTi. CepTuduikat

6e3 peyenma

UA/14771/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

hNakoHy y
KOMM/IEKTI 3 MipHUM

Hacocom y
KapTOHHI Kopo6Lyi

BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpPONENCHKI
thapmakonei/MoHorpadii. NogaHHs
HOBOro abo OHOB/IEHOTO
cepTucbikaTa BigNOBIAHOCTI abo
BU/TyYEHHS cepTudikata
BiANOBiAHOCTI EBpONeiiChKiit
apmakonei: ana Adl; ana
BUXiAHOTO
MaTtepiany/peareHTy/npoMibKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA Y
BMPOGHMLTBI A®I; An1A 4OMNOMIKHOT
peyoBuHU (cepTudikat
BiANOBIAHOCTI EBpPONENCHKI
thapmakonei) - OHOB/IeHWA
cepTuqikaTt Bif yxe 3aTBepaKeHoro
BMPOGHMKA NOJAHHSA OHOB/IEHOIO
CEP Big, BXe 3aTBEpAXEHOr0
BMpo6HUKa A®I MiHOKCHAMNY
FLAMMA S.P.A,, ITanis.

238.

MIHOKCUAnn
IHTENI

PO3YMH HALLKiIpHUIA,
2 %; no 60 mny
donakoHi; no 1
nakoHy y
KOMMNEKTi 3 MipHUM
Hacocom y
KapTOHHI Kopo6Lyi

3AT "IHTeni
"eHepukc
Hopa"

NnutBa

IHoacTpian
dapmaceyTika
KaHTabpia, C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLiiiHnX
mMartepianis: 3miHu | TUnNy - 3MiHK 3
akocTi. CepTucpikat
BignosigHocTi/l E-cepTudikar
BiANOBiAHOCTI EBpONelichkiit
thapmakonei/MoHorpadii. NogaHHs
HOBOro abo OHOB/IEHOTO
cepTudpikarta BignoBigHOCTI abo
BU/yYEHHS cepTudikata
BiANOBIAHOCTI EBpoONeliChKii
thapmakonei: gna A®l; ans
BUXifHOTO
mMaTtepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI A®I; A8 4ONOMIKHOT
peyoBuHU (cepTudikar
BiANoOBiAHOCTI EBpoONeiichkiit
thapmakonei) - OHOBIEHWIA
cepTuaikar Bif yXe 3aTBepIpKeHoro
BMPOGHMKA NOAAHHSI OHOB/IEHOTO
CEP Big BXe 3aTBEpAXEHOr0
BMpOGHMKa AP| MiHOKCUaMNY
FLAMMA S.P.A,, ITanis.

6e3 peyenma

UA/14771/01/02

239.

MIPAMIOE3®

PO3UMH HaLLKipHWIA,
cnuptoBuii, 0,1 %

KHBMI
"ICHA"

YkpaiHa

BUPOGHMLTBO,
nakyBaHHs1, KOHTPO/b

YKpaiHa

BHECEHHS 3MiH A0 peecTpaLiiHNX
marepianis: 3MiHu | Tuny - 3miHn

6e3 peyenma

UA/0237/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

no 100 mny
donakoHi; no 1
chnakoHy B
KapTOHHI nayvi

AKOCTI:

TOB "TepHodhapm”,
YkpaiHa
BMNYCK cepil:
TOB "BANAPTIH
PAPMA",
YkpaiHa

wopo 6e3sneku/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHNX AaHuX Npo
cuctemMy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO
cuctemy dhapmakoHarnsgy, smiHa
YNOBHOBaXEHOI 0Ccobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KOHTakTHoi 0cobm
3 (hapmakoHarnagy 3asBHuKa ans
3fificHeHHs chapmakoHarnsgy B
YkpaiHi, SKLL0 BOHA BiAMIHHA BiJ
YNOBHOBAaXEHOI 0CcobY,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsgy (Bkaovaoum
KOHTaKTHi flaHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-ghaiina cnctemm
thapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0COOU 3aABHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
[itoua pepakuis: TkaveHko TeTsHa
MeTpiBHa. MponoHoBaHa pefakuis:
CaBueHko Hatanis BitaniisHa.
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0COOU 3aABHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
3MiHa HoMepa macTep-ghaiina
cucTeMu dpapmakoHarnsgy.

240.

M-M-
PBAKCMPO®
BAKLVHA AN1A
NMPO®INAKTUK
1 KOPY,
EMIAEMIYHOT
O MAPOTUTY
TA KPACHYXU
XMBA

MOPOLLIOK ANs
cycneHsii ans
iH'eKUilA; 1 donakoH 3
nopotukom (1 gosa)
Ta 1 donakoH 3
PO34MHHKKOM (BOAA
Ans iH'ekujin) no 0,7
M1y KapTOHHIi
Kopobui; 1 hnakoH 3
nopotukom (1 gosa)
Ta 1 nonepegHL0
HanoBHEHWI WNpuL,
3 PO3UYNHHUKOM
(BoZa Ans iHeKLiA)
no 0,7 mn s
KOMNJIeKTi 3 ABOMA
rofikaMu Y KapTOHHIl

Mepk LWapn
i Joym IOEA
6X

LLiBeiuapis

BrpO6HMK BakLmMHM in
bulk Ta nepsrHHe
nakysaHHs: Mepk LLapn
i foym NINC, CWA;
BTopuHHE nakyBaHHs,
BMNYCK Ccepii BakUMHN Ta
pO3uYMHHMKa: Mepk
Wapn i Joym B.B.,
HigepnaHaun

CLIA/
Higepnanamn

BHECEHHS 3MiH [0 peecTpavLiiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK
wopo 6e3snekv/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
3MiHV BHECEHO B iIHCTPYKLit0 AN
MeAMYHOro 3acTOCyBaHHSA
niKkapcbKoro 3acoby [o po3ginis
"®apMakonoriyHi BNactuBoCTi"
(peparyBaHHs) Ta "OcobnmBoCTi
3acTocyBaHHS" BiAMoBIgHO A0
OHOBJIEHOT iHhopMaLii 3 6e3neku
3aCTOCYBaHHSA Nikapcbkoro 3acoby.
TepMiH BBEL,EHHS 3MiH - NPOTArom 6
MiCALiB Micna 3aTBepKEHHS. 3MiHU
Il TMnNy - 3MiHK Woao
6e3nekn/edeKkTNBHOCTI Ta
hapMakoHarnsay. 3miHu y KOpoTkil

3a peyenmom

He
niosnsicae

UA/14950/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
Kopo6bui; 10 XapakTepucTuLi nikapcbKoro 3acooby,
hakoHiB 3 TEKCTi MapKyBaHHS Ta iHCTPYKLi Ans
nopotukom Ta 10 MeAMYHOro 3aCTOCYBaHHS y 3B’A3KY
hNakoHIB 3 i3 HOBUMUY JaHVMU 3 SKOCTI,
PO34MHHMKOM (BOAa OOKNIHIYHUMUA, KAIHIYHUMW SaHUMKW
Ans iH'ekujin) no 0,7 Ta JaHumu 3 papmakoHarnsgy -
MJ1 B OKpEMUX 3MiHM BHECEHO B IHCTPYKLit0 ANs
KapTOHHMX KOpo6Kax MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BnacTneocTi” Ta
"B3aemogis 3 iHWVMU NikapcbKuMm
3aco6amMu Ta iHLWi BUAW B3aeEMopjii"
(oHOBNEHHS iHhOpMaUIT LWLoao
O[JHOYACHOrO 3aCTOCYBaHHSA
BaKLVIHW 3 MHEBMOKOKOBVMM
KOH'IOroBaHMMy BakLMHaMM 3a
OCTaTOYHUMKN pesybTatamu
pocnigpxkeHHsa V114-029). TepmiH
BBEEHHS 3MiH NPOTAroM 6 MicALiB
nicns 3aTBepAKEHHS.
241. | MOKCETEPO TabneTku, BKpUTI leTepo IHais leTepo /1a63 JlimiTepq, IHais BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a peyenmom He UA/15685/01/01
NAiBKOBOO Nab63 MaTepianis: 3miHu | TUny - 3MiHK nionsieae
060/10HKO10, No 400 Nimiteq wozo 6e3snekn/edhekTMBHOCTI Ta

Mr; no 10 Tabnetok
y 6nictepi; no 1
6nictepy y
KapTOHHI Kopo6Lyi

hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NnikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nifcTaBi perynsipHo OHOB/IHOBAHOTO
3BiTY 3 6e3neKkun NikapcbKoro 3acooby,
abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHS ikapcbkoro 3acoby B
nicnspeecTpauiinnii nepiog, abo sk
pesynbTaTt OLiHKM 3BITY 3
[ocnifpKeHb, NpoBefeHNX
BIANOBIAHO A0 NMNaHy negiatpuyHmnX
pocnigkeHs (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXXEHUM
opraHom)
3MiHV BHECEHO [0 IHCTPYKLUIT A1
MeAMYHOro 3acTOCyBaHHSA
niKkapcbKoro 3acoby Ao posginis
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Mo6iuHI peakuii" BigNOBIAHO A0
OHOB/IEHOT iHhopMmaLii 3 6e3neku
Lito40i pevyoBuHU
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

(MoKcudhiokcaumHy) 3rifHo 3
pekomeHgauisvm PRAC.
TepMmiH BBEA,EHHS 3MiH- NPOTArom 6
MiCALB Nic/A 3aTBEPAKEHHS.

242,

MOKCETEPO

TabneTkn, BKPUTI
nNiBKOBOKO
060/10HKOH0, No 400
mr; no 10 TabneTok
y 6nicTepi; no 1
6nictepy y
KapTOHHI Kopo6Lyi

letepo
Na63
Nimitepq

IHgis

leTepo N1a63 flimiteq,

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK
wopo 6e3nekv/edpekTMBHOCTI Ta
hapMakoHarniagy. 3miHa y KopoTkil
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHS Ha
nifcTasi perynsipHo OHOB/THOBAHOTO
3BiTY 3 6e3neku NikapcbKoro 3acoby,
abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHS /ikapcbkoro 3acoby B
nicnsipeecTpadiinuii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BIiTYy 3
JocnifpKeHb, NPOBEAEHNX
BiANOBIAHO [0 NNaHy negiaTpuyHmx
pocnigxeHb (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXKEHUM
opraHom)
3MiHN BHECEHO A0 IHCTPYKUIii Ans
MeAMYHOro 3acTOCyBaHHA
niKapcbKoro 3acoby Ao po3ainy
"Mo6iuHi peakwii" BigNOBIAHO A0
OHOBJIEHOT iHhopMaLii 3 6e3neku
LiH040i pevoBUHU
(MokcudhiokcauuHy) 3rigHo 3
pekomeHpauismu PRAC. TepMiH
BBEEHHS 3MiH NPOTAroM 6 MicALiB
nicns 3aTBepaKEHHS.

3a peyenmom

He
niosnsicae

UA/15685/01/01

243.

MOKCUKYM

TabneTku, BKpUTI
N1iBKOBOIO
060n0Hkot0, o 400
Mr; 0 7 TabneToK y
6nictepi; no 1
6nictepy y
KapTOHHI Kopo6Lyi

TOB
«YOPN[,
MEONLINH»

YkpaiHa

YOPNJ, MEAVNLMH
INIAY CAH. BE TIX.
AL

TypeyunHa

BHECEHHS 3MiH 10 peecTpaLiiiHnX

mMarepianis: 3MiHu | Tuny - 3miHK

wozo 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapaKkTepucTuLli NikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ansi

ME/ZMYHOr0o 3aCTOCYBaHHS Ha
nifcTasi perynspHo OHOB/IOBAHOIO
3BiTY 3 6€3MeKn iKapcbKoro 3acooby,
abo gocnigxeHb 3 6e3nekn
3acTocyBaHHs Nikapcbkoro 3acoby B
nicnspeecTpaviinnii nepiog, abo sk
pe3ynbTaT OLUiHKM 3BITY 3

3a peyenmom

He
nionsieae

UA/17788/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

JocnifpKeHb, NpoBefeHNX
BIANOBIAHO A0 NMNaHy negiatpuyHnx
pocnigxeHb (PIP) (3MiHy y3rogkeHo

3 KOMMETEHTHVM YNOBHOBaXXEHUM
opraHom)
3MiHN BHECEHO B IHCTPYKLil0 NS
MeAMYHOro 3acToCyBaHHA
nNiKapcbKoro 3acoby Ao posainy
"Mo6iuHi peakwji" BigNoBigHO A0
OHOBJIEHOT iH(hopmaLii Wwoao
6e3nekn 3acTocyBaHHS fitouol
PeyOoBMHM 3riJHO 3 pekoMeHAaLlie
PRAC. TepMmiH BBELIEHHS 3MiH -
npotsArom 6 micAuis nicns
3aTBEPAKEHHS

244,

MOKCU®TOKC
ALUVH
CAHA03®

TabneTku, BKPUTI
N/1iBKOBOIO
060/10HKO0, N0 400
Mr no 5 TabneTok y
6nictepi; no 2
6nictepu B
KapTOHHI kopobuy;
no 7 TabneTok y
6nicTepi; no 1
6nictepy B
KapTOHHI Kopo6Lyi

CaHpo3
dapmacbioTi
Kans g.4.

CnoBeHis

CaHpos C.P.J.

PymyHis

BHECEHHS 3MiH [JO peecTpaLiiiHnx
mMarepianis: 3MiHu | TRy - 3MiHK
Loao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili
XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT AN
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTaBi perynspHo OHOB/TIOBAHOMO
3BiTy 3 6e3neku nikapcbkoro 3acoby,
a60o pocnifxeHb 3 6e3nekn
3aCTOCYBaHHSA MikapCbKoro 3acoby B
nicnsipeecTpauiiiuii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3
JocnigpkeHb, NpoBeAeHnX
BiAMOBIAHO [0 NNaHy negiatpuyHmx
pocnigpkeHs (PIP) (3MiHy y3rogkeHo
3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom).
3MiHM BHECEHO [0 IHCTPYKLUIT Ansa
Me[MYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby Ao po3Ainis
"Oco611BOCTI 3acTOCyBaHHA" Ta
"Mo6iuHi peakwii" BigNOBIAHO A0
OHOBJIEHOT iHhopMaLii 3 6e3neku
3aCTOCYBaHHSA Nikapcbkoro 3acoby.
TepMiH BBEL,EHHS 3MiH - NPOTArom 6
MiCAILiB MicNs 3aTBEPKEHHS. -
3MiHu | TUnNY - 3MiHK Woao0
6e3nekn/edeKkTNBHOCTI Ta
hapMakoHarnsay. 3miHa y KopoTkil

3a peyenmom

He
nionseae

UA/16489/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

XapakTepucTuLi nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLi Ans
MeAMNYHOro 3aCTOCYBaHHA Ha
nifcTaBi perynsipHo OHOB/IHOBAHOTO
3BiTY 3 6€3neKku NikapcbKoro 3acoby,
abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiinnii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BTy 3
JocnifpKeHb, NpoBefeHNX
BIANOBIAHO A0 MNaHy negiatpuyHnx
pocnigxeHb (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXXEHUM
opraHom). 3MiHM BHECEHO A0
IHCTpYKLU|ii ANs MeguyHoro
3acToCyBaHHS Nikapcbkoro 3acoby
00 po3giny "Mo6iyHi peakuii™
BiANOBIAHO A0 OHOBMEHOT
iHbopMmawLii 3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby. TepmiH
BBEEHHS 3MiH - NPOTArom 6 micsuis
nicns 3aTBepAKeHHs.

245,

MOJIECKIH® C

Masb; Mo 15 ry Ty6i;
no 1 Ty6i y nauui 3
KapTOHY

AT
"Papmak”

Ykpaina

AT "®dapmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK
wopo 6e3snekv/edpekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3mMiHn)
OHOB/IEHO TEKCT MapKyBaHHSA
NEepPBUHHOI Ta BTOPUHHOI YNaKoBKu
nikapcbkoro 3acoby, a came
BW/Ty4EHO iH(hopMaLito, 3a3HauYeHy
pocilicbkor MOBO. TEpPMIH
BBEJEHHS 3MiH NPOTArom 6 micsuis
nicnsa 3aTBepikeHHs. 3MiHu | Tuny -
3MiHV Woao 6e3nekn/edekTUBHOCTI
Ta thapmakoHarnagy (iHwi 3miHun)
BHeceHO He3HauHi 3MiHW Y TEKCT
MapKyBaHHs NepBuHHOI (n. 5, 6) Ta
BTOpPWHHOI (n. 1, 11, 16, 17)
yNaKoBKM MikapCbKoro 3acoby.
TepMmiH BBEAEHHS 3MiH NPOTAroM 6
MicsILLiB NicNs 3aTBEPAKEHHS.

3a peyenmom

UA/13153/01/01

246.

MC140

cnpeii HasasbHUiA,
cycneHsis, 50
MKr/go3y; no 140
003 Yy thnakoHax

AT
"Ppapmak”

YkpaiHa

AnoTekc IHK.

KaHaga

BHECEHHS 3MiH 10 peecTpaLiiiHnX

marepianis: 3miHu | Tuny - 3MiHu 3

SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
Cucrema

UA/14952/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
(6e3 eTukeTkM) 3 KOHTeliHep/3akKynopoBasibHU 3acio
HaCcoCOM-[103aTopoM (iHLWi 3MiHW) BHECEHHSA 3MiHW Y
3 po3nNusBaYem nepBUHHE NaKyBaHHS a came
Ha3asibHOro [0AaBaHHA aflbTePHATUBHOIO
NpU3Ha4YeHHs 3 Hacoca fj03aTopa 3 HITPU10BO0
HaHeCceHO Ha3BoH Bknagkoto (VP3/93F CS20 Silver
npenapary Ta Metering Nasal Pump: 20 mm; Dip-
HOMepoM cepii Ha Tube Length - 27 mm to 29 mm;
[Hi hnakoHy; no 56 (with Nitrile 405 for Floating Gasket
hN1akoHiB y KOpo6Lj & Stem Gasket), 3 BHECEHHSIM
BIANOBIAHMX 3MiH A0 po3ainy
3.2.P.7. 3atBepgxeHo: Pump
VP3/93F CS20 Metering Nasal
Pump: 20 mm (Dip-Tube Length - 27
mm to 29 mm (with Nitrile 404 E for
Floating Gasket & Stem Gasket);
3anponoHoBaHo: Pump VP3/93F
CS20 Metering Nasal Pump: 20 mm
(Dip-Tube Length - 27 mm to 29 mm
(with Nitrile 404 E for Floating
Gasket & Stem Gasket); VP3/93F
CS20 Silver Metering Nasal Pump:
20 mm; Dip-Tube Length - 27 mm to
29 mm; (with Nitrile 405 for Floating
Gasket & Stem Gasket)
247. | MYKONBAH PO3YMH ANS iH'EKLi, TOBAPUCT Ykpaina KOHTPO/Ib SIKOCTi, BUMYCK YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHnX 3a peyenmom He UA/0713/01/01
7,5 Mr/Mnno 2 mn B BO 3 cepii: MaTepianis: 3miHu | TUNy - 3MiHK niossieae
amnyni; no 5 amnyn OBMEXEH ToBapucTBo 3 wopo 6e3snekv/edpekTMBHOCTI Ta
y nauui 3 KapToHy; (0],0) obmexeHor thapmakoHarnagy. 3MiH1 y KOpOTKili
no 2 M B amny’ii; BIANOBIOA BiANoBiAa/IbHICTIO XapaKTepucTuLi Nikapcbkoro 3acoby,
no 5 amnyny NBbHICTHO "[locnigHwii 3aBog TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
6nictepi; no 1 «KOPIMOPA "THLIC", YkpaiHa MeAMNYHOro 3acTOCyBaHHS
6nicTepy y navui 3 LA BCi cTafii BUPOGHMLTBA, reHepuyHUX/ribpuaHMx/6ionoaibHNX
KapTOHY «310POB’'A KOHTPO/1b AKOCTI, BUNYCK NiKapCbKNX 3aco6iB NiCNs BHECEHHS

»

cepii:
ToBapucTBO 3
obmexeHoto
BiANOBIAA/IbHICTIO
"PapmavueBTuyHa
KoMnaHia "3gopos'a”,
Ykpaina

Tiei camoi 3MiHW Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HaZlaHHSA XXOAHWX HOBUX [0AATKOBUX
AaHnx) 3MiH1 BHECEHO A0 iIHCTPYKL,i
07191 MeiYHOro 3aCTOCyBaHHSA
nikapcbKoro 3acoby y po3aiiv
"dapmakosiorivyHi B1acTuBocCTi",
"MpoTmnokasaHHA", "B3aemopis 3
IHLWMMK niKapcbknMuy 3acobamn Ta
iHWi BMAW B3aemogiin", "OcobnmnsocTi

3acToCcyBaHHS", "3acTocyBaHHs Y




217

n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

nepiog BariTHocTi abo rofyBaHHs
rpyaAat"”, "3gartHicTb BIANBaTH Ha
LIBWAKICTb peakwii mpy KepyBaHHI
aBTOTPaHCNOPTOM a60 iHWKMK
mMexaHismamu", "Cnoci6
3acTocyBaHHA Ta fo3n"”,
"MepeposyBaHHA", "M06IYHI peakuii”,
"HecymicHIiCTb" 3rigHO 3
iHchopMmaLieto WoA0 MeauyHoro
3aCTOCyBaHHA pedhepeHTHOro
nikapcbkoro 3acoby (JTA3O/IBAH®
ONns iHdy3ill). BBefeHHs 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEPKEHHS
CynyTHS 3MiHa - 3MiHM Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BHeceHHss abo
3MmiHa(n) fo 3060B'A3aHb Ta yMOB
BMAaui peecTpaviiiHoro
nocsigyeHHs, Bknoyaoun Mnax
ynpaBAiHHA pUsnKamu
(3acTocyBaHHS TEKCTY, SKWIA
NOroOKEHNN 3 KOMNETEHTHUM
opraHom) 3asiBHVKOM HagaHo
OHOBNEHUA MNaH ynpasniHHSA
pu3nkamm Bepcia 2.0. 3miHn
BHECEHO [0 YacCTuWH: | «3arasibHa
iHbopmaLis»

V «3axoaun 3 MiHimMi3auii pusvkis» VI
«Pe3tome nnaHy ynpasniHHA
pusukamu» VIl «lopatku» (oAaTok
2) y 3B’A3KY 3 OHOBJ/IEHHAM
iHchopmawii 3 6e3neku gjtoyoi
peyoBUHM amBPOKCO BifMNoBIAHO A0
aKTyasibHOI ped)epeHTHOI
iHchopmawii. Pestome MnaHy
ynpaBsniHHA pu3ukamu Bepcis 2.0
J0[a€eTbCs.

248.

HATPIYM
CYNb®YPUKY
M CINlb
JLOKTOPA
LLUKOCCJ/IEPA
Ne 10

TabneTku; no 80
TabneTok y hNakoHi;
no 1 dpnakony y
KapTOHHI Kopo6Lyi

[Loliue
Xomeonari-
YHioH AXY-
ApuHaimMiTT
enb M'MeX &

Ko. KI

HimeuunHa

[oliue XomeonaTi-YHioH
OXY-ApuHaiimiTTenb
M6X & Ko. KI

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK
oo 6e3nekn/epekTnBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) -
3MiHM BHeceHo y n. 17. IHWE Tekcty
MapKyBaHHA BTOPUHHOT yNakoBKN
Nikapcbkoro 3acoby LoAo

6e3 peyenma

UA/12219/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
BWIYYEHHS iHchopMmaLii npo
€KCK/1H03VBHOrO NpeAcTaBHuKa
249. | HATPIYM Tabnetku; no 80 [Loliue HimeuunHa [oiiue XomeonarTi-YHioH HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHnX 6e3 UA/12220/01/01
DOCDOPUKYM | Tabnetok y chnakoHi, | Xomeonarti- OXY-ApuHaiimiTTenb MaTepianis: 3miHu | TUny - 3MiHK peyenmom
Cinb no 1 dpnakony y YHioH AXY- M6X & Ko. KI oo 6e3nekn/epekTnBHOCTI Ta
OOKTOPA KapTOHHI Kopo6Lyi ApuHaimMiTT thapmakoHarnagy (iHwi 3MiHK).
LLIKOCC/IEPA enb M'mMeX & 3MiHM BHeceHo y n. 17. IHWE Tekcty
Ne 9 Ko. KI MapKyBaHHA BTOPUHHOT yNakoBKN
nikapcbkoro 3acoby LoAo
BWIYYEHHS iHchopMmaLii npo
€KCK/T3MBHOro NpefAcTaBHKa.
250. | HATPIYM Tabnetku; no 80 [Hoiue HimeuuunHa [oiiue Xomeonari-YHioH HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHnX 3a peyernmom UA/12221/01/01
XTOPATYM Tabnetok y cpnakoni; | XomeonarTi- OXY-ApuHaiimiTtens marepianis: 3MiHu | Tuny - 3miHK
CiNib no 1 chrakoHy y YHioH AXY- m6X & Ko. KI wozo 6e3nekn/edhekTMBHOCTI Ta
OOKTOPA KapTOHHI Kopo6Lyi ApuHaimiTT thapmakoHarnagy (iHwi 3mMiHu) 3MiHK
LLUKOCC/EPA enb M'mM6X & BHeceHo y n. 17. IHWE TekcTy
Ne8 Ko. KI MapKyBaHHA BTOPUHHOT yNaKoBKu
nikapcbkoro 3acoby LLoAo
BUNYyYEHHS iHdhopmaLii npo
EKCK/03MBHOTO NpeACcTaBHuKa.
251. | HATPIKO TBEPAi Kancynu no HaujioHasnbH Monbwa HauioHanbHwuii LieHTp Monbua BHECEHHS 3MiH 1O peecTpaLiiiHnx 3a peyenmom UA/16114/01/01
noama NA131l | 1000 MBk, no 1 nii LleHTp ApnepHyx JocnigxeHs marepianis: 3MiHu | Tuny - 3miHK
MONATOM Kancyni B ApnepHnx oo 6e3nekn/edpekTBHOCTI Ta
noninponisieHoBoMy [JocnipxeHb thapmakoHarnsgy. BeefneHHs abo
hnakoHi i3 3MiHM [0 y3ara/ibHEHUX JaHuX Npo
noninponineHoBo cucTemy chapmakoHarnsgy
npo6koto, (BBEAEHHSA Y3araslbHEHVX AaHUX NPo
NPOCOYEHOI0 cuctemy chapmakoHarnagy, amiHa
noamaowm; no 1 YMOBHOB&XEHOT 0cobw,
hnakoHy y BiANOBIAA/ILHOI 32 34iiCHEHHS
CBUHLUEBOMY hapMakoHarnsay; KOHTakTHOI 0cobum
3aXMCHOMY 3 (hapmakoHarnagy 3asBHvKa 4N

KOHTeliHepi 3
noninponisnieHoBUM
ansikatopom gns
nogadi kancynav

3[iliCHeHHs1 hapmakoHarnsy B
YKkpaiHi, AKLL0 BOHa BiAMIHHA Bif
YMOBHOB&XEHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHSA
thapmakoHarnagy (Bkaovarouu
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) 3MiHa KOHTaKTHOI
0cobu 3asiBHMKA, BiANOBiAa/IbHOT 3a
hapmMakoHarnag B YkpaiHi.
[itoya pepakuis: Budonnyi Mykola
Volodymyrovych. MNponoHoBaHa
pejakuisn: Zaremba Halyna
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
Volodymyrivna. 3mMiHa KOHTaKTHUX
[JaHnX KOHTaKTHOI 0CO6U 3asBHYIKa,
BiANOBIAa/IbHOI 3a hapMakoHarnsg,
B YKpaiHi.
252. | HATPIO TBEpAi kancynv no HauioHanbH Monba HauioHanbHwuii LieHTp MonbLa BHECEHHS 3MiH [0 peecTpaLjiiiHnX 3a peyenmom UA/16114/01/02
noana NA131l | 2000 Mbk, no 1 nii LleHTp AfepHux JocnigxeHb MaTepianis: 3miHu | TUNy - 3MiHK
NMONATOM Kancyni B ApepHux wopo 6e3nekv/edpekTMBHOCTI Ta
noninponisieHoBoOMy [ocnipxeHb thapmakoHarnsgy. BeegeHHs abo
NakoHi i3 3MiHWN [0 y3ara/lbHEHUX JaHuX Npo
noninponisieHoBO cuctemy hapmakoHarnsgy
npo6Koto, (BBEAEHHSA Y3araslbHEHUX AaHUX NpO
NMPOCOYEHOI0 cuctemy hapmakoHarnagy, amiHa
noguaom; no 1 YNOBHOBAaXEHOI 0Ccoby,
dhnakoHy y BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
CBUHLLEBOMY chapmakoHarnsgy; KOHTakTHoi 0cobm
3aXMCHOMY 3 (hapMakoHarnagy 3asBHuKa Ans
KOHTeliHepi 3 3fjificHeHHs chapmakoHarnsgy B
noninponineHoBuM YKpaiHi, AKWO BOHA BiAMIHHA Bif,
annikatopom ans YNOBHOBaXEHOI 0cobu,
nogadi kancynu BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
thapmakoHarnagy (Bkiovaroum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) 3miHa KOHTakTHOT
0cobu 3asiBHMKA, BIANOBIAALHOT 38
thapmakoHarnsg, B Ykpaii.
[Oitova pepgakuia: Budonnyi Mykola
Volodymyrovych. MNponoHoBaHa
pegakuist: Zaremba Halyna
Volodymyrivna. 3miHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0CO6BM 3asBHUKA,
Bi4NOBIAA/IbHOT 32 hapmakoHarnsg
B YKpaiHi.
253. | HATPIIO TBEPAi Kancynu no HauioHasbH Monbua HaujioHanbHwii LieHTp MonbLa BHECEHHS 3MiH 10 peecTpavLintHnx 3a peyenmom UA/16114/01/03
noaua NA131l | 4000 MBk, o 1 nin LieHTp AaepHux JocnigxeHb MaTepianis: 3miHu | TMny - 3MiHK
NMONATOM Kancyni B AnepHux wono 6e3nekn/edpekTMBHOCTI Ta
noninponinieHoBoMy [ocnipxeHb hapmakoHarnsgy. BeefeHHs abo
oNakoHi i3 3MiHM [0 y3ara/lbHEHMX AaHKX Npo
noninponizieHoBoK cuctemy hapmakoHarnsgy
npoo6Koto, (BBEAEHHA Y3araslbHEHUX AaHUX Npo
NPOCOYEHOI0 cuctemy dhapmakoHarnagy, amiHa
noguaom; no 1 YMOBHOBaXEHOT 0cobY,
hnakoHy y BiZiNOBIAANbHOI 32 34jiICHEHHS
CBUHLIEBOMY chapmakoHarnsgy; KOHTaKTHOi 0coom

3axncHomy

3 (papmakoHarnsay 3asBHuKa a1s
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
KOHTeliHepi 3 3aiicHeHHs1 chapmakoHarnsay B
noninponineHoBnM YkpaiHi, AKLL0 BOHA BiAMIHHA Bif
annikatopom ans YNOBHOB&XEHOI 0cobu,
nogadi kancynam BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnagy (Bkavarun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) 3miHa KOHTaKTHOI
0co6u 3asiBHMKA, BiANoBiAa/bHOT 3a
hapMakoHarnag B Ykpaii.
[itoya pepakuis: Budonnyi Mykola
Volodymyrovych. MNponoHoBaHa
pefakuisn: Zaremba Halyna
Volodymyrivna. 3miHa KOHTaKTHMX
[JaHNX KOHTaKTHOI 0CObM 3asBHUKA,
BiANoBiAa/ILHOT 32 hapmakoHarnss
B YKpaiHi.
254. | HATPIO TBEPAi Kancynv no HauioHasbH Monblwa HauioHanbHwuii LieHTp Monblwa BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a peyernmom UA/16114/01/04
noama NA131l | 5500 MBk, no 1 uii LeHTp ApepHyx JocnifxkeHs MaTepianis: 3miHu | TUny - 3MiHK
MONATOM Kancyni B ApepHnx woAo 6e3nekn/epekTnBHOCTI Ta
noninponizieHoBoMy [ocnipxeHb thapmakoHarnsgy. BeegeHHs abo
hnakoHi i3 3MiHN [0 y3araslbHEHUX AaHWX Npo
noslinponisieHOBOKO cuctemy chapmakoHarnsgy
npo6koto, (BBEAEHHSA y3araslbHEHVX AaHUX Npo
NPOCOYEHOI0 cuctemy hapmakoHarnagy, amiHa
noguaom; no 1 YMOBHOBaXeHOT 0cobw,
nakoHy y BiANOBIAA/ILHOI 32 34iiCHEHHS
CBUHLLEBOMY chapmakoHarnsgy; KOHTakTHoi 0cobm
3aXVCHOMY 3 thapmakoHarnsgy 3asiBHVKa Ans

KOHTeliHepi 3
noninponinieHoBUM
annikatopom gns
nogaui kancysau

3qificHeHHs chapmakoHarnsay B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0CO6M,
BiANOBiAA/IbHOI 32 3AiACHEHHS
hapmakoHarnagy (Bkiovaiouu
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy) 3miHa KOHTakTHOT
0cob6u 3asBHMKa, BiANOBIAaIbHOT 3a
hapmMakoHarnag B YkpaiHi.
Litova pepgakuisn: Budonnyi Mykola
Volodymyrovych. MNponoHoBaHa
pepakuisn: Zaremba Halyna
Volodymyrivna. 3mMiHa KOHTaKTHMX
[aHnX KOHTaKTHOI 0CO6M 3asiBHUKA,
BifnoBigaNbHOI 3a hapmakoHarnsg
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

B YKpaiHi.

255.

HEBITEH3

TabneTkn no 5 mr,
no 10 TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHI Kopo6Lyi

MPO®APM
A
IHTEepHeLHN
TpeanHr
Nimiteq

ManbTa

AkTasic J/ITa, ManbTa,;
BankaHtapma -

OynHuua AL, Bonrapis

ManbTa/
Bonrapis

BHECEHHS 3MiH [0 peecTpavLiiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK
wopo 6e3sneku/edpekTMBHOCTI Ta
thapMakoHarnagy. 3miHa y KopoTkil
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHS Ha
nifcTasi perynsipHo OHOB/THOBAHOTO
3BiTY 3 6e3neku NikapcbKoro 3acoby,
abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHS ikapcbkoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BIiTYy 3
JocnifpKeHb, NPOBEAEHNX
BiANOBIAHO [0 NNaHy nefiatpuyHmx
pocnigxeHb (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXXEHUM
opraHom) - 3MiHM BHECEHO A0
IHCTPYKUiT 4Ns MeanyHoro
3acToCyBaHHS Nikapcbkoro 3acoby
00 po3zinis: "B3aemogis 3 iHWMMK
nikapcbkMun 3acobamu Ta iHLWi BUan
B3aemogiii", "OcobnnBocCTi
3acTocyBaHHA" LWOA0 6e3neku
3aCcTOCYyBaHHS Ait040i peYOBUHN
Heb6iBONOAN BigNOBIAHO A0
pekomeHpauii PRAC. TepmiH
BBEEHHS 3MiH - NPOTArom 6 micsuis
nicns 3aTBepKeHHs.

3a peyenmom

He
niosnsicae

UA/13347/01/01

256.

HEBAHAK®

Kpanni ouHi,
cycneHsis 3 mr/m;
no 3 mn 'y dnakoHi-
KpanenbHuui; no 1
onakoHy B KOPOOL
3 KapTOHY

HosaprTic
dapma Al

LBeliuapis

AnKOH KyBpbop

Benbris

BHECEHHS 3MiH 10 peecTpaLinHnx
MaTepianis: 3miHu | TMny - 3MiHK
uono 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHsa abo
3MiHW [0 y3arasibHEeHNX AaHux npo
cuctemy chapmakoHarnagy
(BBEAEHHA Y3araslbHEHUX AaHUX Npo
cuctemy chapmakoHarnasgy, amiHa
YMOBHOBaXEHOT 0cobY,
BiZiNOBIAANbHOI 32 34jiICHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0coom
3 hapmakoHarnagy 3asBHuKa ans
3ailicHeHHs thapmakoHarnsgy B
YKpaiHi, AKW,0 BOHA BiAMIHHA Bif
YNOBHOBaXKEHOI 0Ccobu,

3a peyenmom

UA/13522/01/02
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Ymosu

Peknam

Howmep

n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

yBaHHs

peecmpayjiliHo2o
nocBi04Y€eHHs1

BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnagy (Bkavarun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLEHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
ocobw, BignoBiganbHOI 3a
hapMakoHanrag. 3miHa
MiCLie3HaxXOMKEHHS MacTep-haina
cuctemu chapmakoHarnagy. 3miHa
MicLA 34iACHEHHS OCHOBHOI
AOisbHOCTI 3 chapmakoHaraagy.

UA/13522/01/01

257.

HEBAHAK®

Kpansni ouHi,
cycneHsis, 1 mr/mn,
no 5 mny dnakoHi-
KpanenbHuui; no 1
hnakoHy y kopobui 3
KapTOHY

Hosapric
dapma Al

LLiBeiiuapis

ANKOH KyBpbop

Benebris

BHECEHHS 3MiH [JO peecTpaLiiiHnx
mMarepianis: 3MiHu | Tuny - 3miHK
Loao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo

3MiHM [0 y3ara/ibHEHNX JaHuX Npo

cucTemy thapmakoHarnsgy
(BBEAEHHSA Y3arasIbHEHUX AaHuX Npo
cuctemy chapmakoHarnsgy, amiHa
YMOBHOBaXEHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsay; KOHTakTHOT 0cobu

3 thapmakoHarnsagy 3assHvKa a5

3AiicHEHHs1 chapmakoHarnsay B
YkpaiHi, AKLL0 BOHA BiAMIHHA Bif
YMOBHOBaXEHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnagy (Bkavarun
KOHTaKTHi faHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-thaiina cuctemm
hapmakoHarnsgy). 3miHa

KOHTaKTHUX JaHUX YNOBHOBaXXEHOI

ocobw, BignoBiganbHOI 3a
hapMakoHanrag. 3miHa

MiCLie3HaXOMKEHHSI MacTep-chaiina
cuctemu chapmakoHarnisgy. 3miHa

MicLA 34iACHEHHS OCHOBHOT
LisANbHOCTI 3 ddapmakoHarnsgy.

3a peyenmom

UA/17813/01/01

258.

HE30N1A4,

TabneTku, BKpUTI
NAiBKOBOIO
060/10HKOI0 Mo 600
mr; no 4 a6o 10
TabneTtok y 6nictepi;

no 1 6nictepy y

AAP
PAPMA ®3-
nnc

O6'egHaHi
ApabCbki
Emipatu

3im NlabopaTopi3
Nimiten

IHais

BHECEHHS 3MiH 10 peecTpavLintHnx
MaTepianis: 3miHu | TMny - 3MiHK
uono 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHsa abo

3MiHW [0 y3arasibHEHNX AaHuX npo

cuctemMy hapmakoHarnagy

3a peyenmom
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n/n

NiKapcbKo20

Hassa

3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

KapTOHHIN nayui

(BBEAEHHSA Y3ara/lbHEHVX AaHUX NPO
cuctemy chapmakoHarnsgy, amiHa
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobm
3 (hapMakoHarnagy 3asBHvKa gns
3AiliCHEeHHs1 chapmakoHarnagy B
YkpaiHi, AKLL0 BOHA BiAMIHHA Bif
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnagy (Bkavarun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLEHHI MacTep-thaiina cuctemm
hapmakoHarnsigy) 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
0cobu 3asiBHUKA, BIANOBIAA/ILHOT 38
hapMakoHarnag. 3miHa
MiCLie3HaxXOMKEHHS MacTep-haina
cucteMun hapmakoHarnsgy Ta moro
HoMepa. 3MiHa MicLs 34iCHEHHS
OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy.

259.

HEWPOMIANH

®

Tabnetkun no 20 wmr,
no 10 Tabnetok y
6nictepi, no 5
6nicTepiB B nayuj 3
KapTOHY

AT «Ondgpa»

Nartgia

AT «Ondha»

Nartia

BHECEHHS 3MiH [0 peecTpaLjiiiHnX
martepianis: 3miHu | Tuny -
AAMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHS1 Ta/abo agpecu
3asBHVIKa (BnacHvKa
peecTpavLiiHOro NocBigYeHHs1) 3MiHa
Ha3BW 3asBHMKA Ta YTOUYHEHHS
HanucaHHs afipecu 3asiBHuKa y
BiANOBIAHOCTI 40 HA3BU Ta agpecu,
3a3HaveHux B JliLeHsii Ha
BMPOOHWLTBO. BBEAEHHS 3MiH
NpoTArom 6-Tv MicALiB nicns
3aTBEPMKEHHS. 3MiHKM | TUny - 3MiHK
Loao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo
3MiHM [0 y3ara/ibHEHNX JaHuX Npo
cucTemy thapmakoHarnsgy
(BBEAEHHSA Y3arasIbHEHUX AaHUX Npo
cuctemy chapmakoHarnsgy, amiHa
YMOBHOBaXEHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS
chapmakoHarnsay; KOHTakTHOT 0cobu
3 (hapmakoHarnsagy 3asasHvKa ans

3a peyenmom

He
niosnsicae

UA/2083/02/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
3[iliCHEeHHs1 hapmakoHarnagy B

YkpaiHi, AKLL0 BOHA BiAMIHHA Bif
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnagy (Bkavarun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
0cobu 3asiBHUKA, BIANOBIAA/LHOT 38
3[iICHEHHS hapmMakoHariaay.
3MiHa MicLe3HaxoMKeHHs MacTep-
(paiina cuctemn chapmakoHarnsgy
(y 3B'A3KY i3 @4MiHICTPaTMBHOO
3MiHO). 3MiHu | TNy -
AAMiHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micusa
NPOBaKEHHS AiSSIbHOCTI
BMpo6HUKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKoYatoum
AinbHUUI BUNYCKy cepii abo micue
NpoBeEHHS KOHTPOJIKO SKOCTI.
(@isinbHICTb, 3a Ky BigNoBigae
BMPOGHMK/IMNOpTeEp, BK/OYaUM
BWMYCK Cepiii) 3MiHa Ha3BU
BMPOGHUWKA /13 Ta YyTOUHEHHS
HanncaHHa agpecu BUPo6HMKa Y
BiANOBIAHOCTI 40 HAa3BU Ta agpecu,
3a3HaveHunx B JliLeHsii Ha
BMPOGHMLTBO. 3MiHM BHECEHO B
po3zinu "BupobHuk" Ta
"Micue3HaxomkeHHs BUPOGHVKa Ta
oro agpeca Micus NpoBapKeHHS
LOiSNIbHOCTI" B IHCTPYKUi0 ANns
MeJMNYHOro 3aCTOCyBaHHS
NiKapcbKoro 3acoby Ta siK Hac/igokK -
Bi4NOBIAHI 3MIHW Y TEKCTi
MapKyBaHHS! yMakoBKU /iKapcbKoro
3aco6y Wwoa0 BUpobHUKa. BBeaeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPMKEHHSA. 3MiHu | TNy -
AfMiHICTpaTMBHI 3MiHN. 3MiHa
HallMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiSNIbHOCTI

BMpPOGHUMKA (BK/IHOYaK4K, 3a
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

Heo6XifHOCTI, Micue NpoBeAeHHs
KOHTPOJIH0 SIKOCTI), ab0 BnacHuka
macTep-aiina Ha Adl, abo
nocravanbHuka Adl/BuxigHoro
MaTtepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO 3aCTOCOBYIOTHCSA Y
BUPOGHMUTBI API (SIKLLO 3a3HAYEHO
y [OCbE Ha Nnikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikata
BiANOBiAHOCTI EBpONeiiChKiit
thapmakonei y 3aTBepKeHOMyY
[oCbe, a60 BUPOOHUKA HOBOI
[LOMOMDKHOT PEYOBUHM (AKLLO
3a3HayYeHo y fOCbE) 3MiHa Ha3BM
BMPOGHMKa AP| Ta YyTOUHEHHS
HanncaHHa agpecu BUPo6HUKa Y
BIANOBIAHOCTI [0 HA3BW Ta agpecu,
3a3HauveHux B JliLeHsii Ha
BUPOBHMUTBO 3arBepmkeHo: AT
«OnainHdapm»/JSC «Olainfarm»
Bynuus PynHiuy 5, OnaiiHe, LV-
2114, NaTtsig/ 5 Rupnicu street,
Olaine, LV-2114, Latvia
3anponoHoBaHo: AT «Ondya»/Olpha
AS Byn. PynHiugy 5, OnaiiHe,
OnaiHcbknin kpali, LV-2114, Natsis/
Rupnicu iela 5, Olaine, Olaines
novads, LV-2114, Latvia. 3MiHu |
My - 3MiHK Woa0
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHu) 3MiHK
BHECEHO Y TEKCT MapKyBaHHsI
nepBUHHOI (N. 6) Ta BTOPUHHOI (M.
12, 13, 17) ynakoBKu NiKapcbKoro
3acoby. BBefeHHs 3MiH NpOTSArom 6-
TW MicALIB Nic/1a 3aTBepAKEHHS

260.

HE®PANBXUK

PO34MH ANs iH'eKL;it
20 mMr/2 mn; no 2 mn
B amnyni; no 5

amnyn Ha nigaoHi B
KapTOHHI ynakoBLi

BIOKOAEKC

PpaHuis

Brpo6HMLTBO:
OENb®APM TYP,
PpaHuis;
BignoBiganbHuii 3a
BMNYCK cepil:

BIOKOAEKC, ®paHuis

PpaHuis

BHECEHHS 3MiH [JO peecTpaLiiiHnx
marepianis: 3miHu | Tuny -
AMiHICTpaTVBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
3asBHVKa (BNacHvka
peecTpauiiHoro noceig4eHHs) 3miHa
MiCLLe3HaxX0MKEHHS OPUANYHOT
ocobun 3asBHVKa (BnacHuka
PEECTPAL,iiHOro NocBiAYEHHS):

3a peyenmom

He
nionseae

UA/6564/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

3MiHu | TUNY - 3MiHK Woa0
6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEeHWX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX Npo
cuctemy chapmakoHarnagy, amiHa
YMOBHOBaXEHOI 0COo6Y,
BiANOBiAA/IbHOT 32 3AiCHEHHS
chapmakoHarnsgy; KOHTaKkTHoi 0cobm
3 thapmakoHarnsgy 3asiBHVKa Ans
3fificHeHHs chapmakoHarnsay B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif
YMOBHOBaXEHOI 0COo6Y,
BiANOBiAA/IbHOT 32 3AiCHEHHS
hapmakoHarnagy (Bkiovaiouu
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
0co6u 3asiBHMKA, BiANOBiAa/bHOT 3a
hapmMakoHarnag. 3miHa
MiCLie3HaxXoMKEHHS MmacTep-thainna
cmcTeMu dpapmakoHarnsgy. 3miHa
MicLs 34iACHEHHS1 OCHOBHOT
AISNbHOCTI 3 hapmakoHarnsgy.
3MiHa KOHTaKTHOT 0CO6Y 3asBHNIKA,
BiANoBiAA/ILHOT 32 hapmakoHarnsg
B YkpaiHi. [itova pepakuis: Lanka
OneHa BonogumupisHa.
MponoHoBaHa pepakuis: Bucoubka
Onebra NpuropiBHa. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0Cco6u
3asBHVKa, BignoBigabHOI 3a
hapmakoHarnsg B Ykpaii.

261.

HINOTUHIB

Kancynv Teepgi, no
150 mr, no 7 kancyn
y 6nicTepi, no 8
6nicTepiB y
KapTOHHI Kopo6Lyi

Mini
Xerickepe
Nimiten

Benuka
BpuTaHis

LLnnna Megjkea JlimiTepq,

(noBHWIA LKA
BMPOOHNLTBA; KOHTPO/Tb
AKOCTi 38 NOKa3HNKOM
"CTOPOHHI AOMiLLKK";
KOHTPO/1b AKOCTI i
BMNPOGYBaHHSA
cTabinbHocTi (Qi3iuHi i
XiMiYHi TecTtun))

IHAja

BHECEHHS 3MiH [0 peecTpaLiiiHnX
mMartepianis: 3miHu | TUNYy - 3MiHK 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa po3mipy
cepii (BKIHOYaoUM AianaszoH po3mipy
cepil) roToBOro Nikapcbkoro 3acoby
(36inbLUeHHA Ao 10 pasiB NOpiBHAHO
i3 3aTBEPKEHUM PO3MIPOM) -
BBE/lEHHS A0AATKOBOr0 PO3mipy
cepii MN3. ditova pegakuis: Ans

3a peyernmom

UA/20376/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
[03yBaHHsA no 150 mr: Po3mip cepii:
15,0 kr (50 000 kancyn).
MponoHoBaHa pepakuis: Ans
[03yBaHHsA no 150 mr: Po3mip cepii:
15,0 kr (50 000 kancyn), 38,5 kr
(128333 kancyn)
262. | HINOTUHIB Kancynu Teepgi, no Mini Benuvka Lnnna Megikea Nimitepn, IHais BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a peyenmom UA/20376/01/02
200 mr, no 7 kancyn Xerickepe BpuTaHis mMartepianis: 3miHu | TUny - 3MiHK 3
y 6nicTepi, no 8 Nimiten (NOBHWIA LMKN AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
6nictepiB y BUPOGHMLTBA; KOHTPO/Ib 3MiHV Yy BUPOOHMUTBI. 3MiHa po3mipy
KapTOHHI Kopo6Lyi AKOCTI 38 NOKa3HWUKOM cepii (BKIHOYAOUM gianasoH po3mipy
"CTOPOHHI JOMILLKN"; cepil) roToBOro Nikapcbkoro 3acoby
KOHTPO/Ib SKOCTI i (36inbLeHHs Ao 10 pasiB NOpiBHAHO
BMNPOGYBaHHSA i3 3aTBEPAKEHVM PO3MIPOM) -
cTabinbHocTi (Qi3iuHi i BBEJEHHS [,04aTKOBOro po3mipy
XiMiYHi TecTn)) cepii MN3. Ajtova pepakyin: Ans
[03yBaHHa no 200 mr: Po3mip cepii:
20,0 kr (50 000 kancyn).
MponoHoBaHa pepakuis: Ans
[03yBaHHa no 200 mr: Po3mip cepii:
20,0 kr (50 000 kancyn), 38,5 kr
(96250 kancyn)
263. | HINOTUHIB Kancysv Teepgi, no Mini Benvka LLinnna Megikea Nimitepq, IHais BHECEHHS 3MiH A0 peecTpaLiiHNX 3a peyenmom He UA/20376/01/01
150 mr; no 7 kancyn Xenckepe BpuTaHis (NOBHWIA LKA mMartepianis: 3miHu | TUNY - 3MiHK 3 niosnisieae
y 6nicTepi, no 8 Nimiten BMPOGHULITBA,; AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.

6nictepiB y
KapTOHHI Kopo6Lyi

KOHTPO/1b AKOCTI 3a
NOKa3HNKOM "CTOPOHHi
[OMiLLKK";
KOHTPO/Tb SIKOCTI i
BMNPOGYBaHHS
ctabinbHocTi (i3iuHi i
XiMiYHi TecTn))

KOHTPO/1b rOTOBOrO /iKapCbKOro
3acoby. 3miHa napameTpis
cneuudikauii Ta/abo AonycTUMMX
MeX roTOBOrO /liKapCbKOro 3acoby
(BMNYyYEHHS1 HE3HAYHOTO MOKa3HKKa
(Hanpuknag 3acTapisnioro NokasHuka,
TaKoro sk 3anax Ta cmak, abo
ineHTuUdDikaLis 6apBHUKIB UK
CMakKoBUX [06aBOK)) BUTYYEHHS
He3Ha4yHOro NokKasHuka
«P034MHeHHs. 3a 15 XBUNnH»,
3a/IMLLAETLCA MOKA3HUK
«Po3unHeHHs. 3a 30 XBUNNH».
3MiHY | TUNY - 3MiHKU 3 AKOCTI.
[oToBWI Nikapcbknii 3aci6.
KOHTPO/1b rOTOBOrO /iKapCbKOro
3aco6y (iHwWi 3miHn) CynyTHS 3MiHa -
3MiHK 3 SIKOCTi. TOTOBWIA NikapcbKuii
3aci6. KoHTposib roToBOro
niKapcbKoro 3acoby. 3miHa y
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n/n

NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep

peecmpayjiliHo2o

nocBi04Y€eHHs1

264.

HINOTUHIB

MeToAax BUNpobyBaHHA rOTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHW Y
MeToAax BUNpo6yBaHb (BK/IKOHAKUM
3aMiHy ab0 JONOBHEHHS)) 3MiHU [0
7. CynposigHi gomiwwkn MeTtoq
8.1.Brty4YeHHS KOHTPOJTH0 AOMILLIOK
D, G, H, ockinbkv 3a3HaveHi
LOMILLKM He € AOMilKkamu po3nagy.
CyMa [JOMILLOK — 3BY)EHHS
napameTtpis, MeTtop 8.2 3miHa
MeTOoZAY KOHTPOJI0 CYNPOBigHNX
[LOMILLOK 3a gonomMoroto BEPX
3amicTb MeToay PX-MC, sik Hacnigok
3MiHa y crneumdikauii. BBegeHHs
3MiH NPOTArom 6-TW MicALiB nicns
3aTBEpPKEHHA. 3MiHY | TUnY - 3MiHW
3 AKOCTi. F0TOBWIA NiKapCbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npuaatHocTi abo ymoBax 36epiraHHs
rOTOBOrO JliKapCbKOro 3acoby
(36inbLUEHHS TEPMiIHY NPUAATHOCTI
roToBOro Nikapcbkoro 3acoby) - Ans
TOProBO| ynakoBku
(nigTBEPAXKYETLCA AaHUMN
peasibHOro 4yacy) 36iMblUeHHs
TEepMiHy NpUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby 151 TOprosoi
yNaKkoBKM Yy 3B'A3Ky 3 NPOBEAEHHAM
[04AaTKOBUX AOCNIAKEHD
CTabiNIbHOCTi FOTOBOTO JliKapCbKOro
3aco6y. [itoya pegakuisf: TepmiH
npuaaTHoCTI. 2 poku. MponoHoBaHa
pepakuis: TepMiH npugartHocTi. 3
POKW. 3MiHWN BHECEHO B iHCTPYKLLitO

ONs MenyHOro 3acTocyBaHHSA
nikapcbKoro 3acoby y po3ain
«TepMiH npuaaTHocTi». BeefeHHs
3MiH NpoTArom 6-Tu MicALUiB nicns
3aTBEPAKEHHS.

Kancynv TBepgi, no
200 mr; no 7 kancyn
y 6nicTepi, no 8
6nictepiB y
KapTOHHI Kopo6Lyi

Mini
Xerickepe
Nimiteg

Benvka
BpuTtaHis

Lnnna Megikea Nimitepn,
(noBHWIA LKA
BMPOGHULITBA;

KOHTPO/Tb AKOCTi 3a
nokasHUKoM "CTOPOHHI
OOMiLIKK",

IHais

BHECEHHS 3MiH [JO peecTpaLiiiHnx
marepianis: 3miHu | Tuny - 3miHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpPO/b roTOBOrO MiKapcbKoro
3acoby. 3miHa napameTpis
cneumndikauii Ta/abo gonycTuMmx

3a peyenmom

He
nionseae

UA/20376/01/02
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1

KOHTPO/Ib SKOCTI i
BMNPOGYBaHHSA
cTabinbHocTi (Qi3iuHi i
XiMiYHi TecTn))

MeX roTOBOrO NikapCbKOro 3acoby
(BMNYYEHHSI HE3HAYHOTO MOKa3HKKa
(Hanpviknag, 3acTapinoro NokasHuka,

TaKoro sik 3anax Ta cmak, abo
ineHTudbikaLis 6apBHUKIB UK
CMakKoBUX [06aBOK)) BUTyYEHHS
He3Ha4yHOro nokasHuka
«PO34MHEHHSA. 3a 15 XBUMIMH»,
3a/IMWAETLCA MOKa3HUK
«Po3urHeHHs. 3a 30 XBUUH».
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/b roTOBOrO MiKapcbKoro
3aco6y (iHwi 3MiHKM) CynyTHA 3MiHa -
3MiHM 3 sKoCTi. [0TOBWMIA NiKapCbKNii
3aci6. KoHTposib roToBoro
niKapcbKoro 3acoby. 3miHa y
mMeTogax BUNpobyBaHHA rOTOBOTO

niKapcbKoro 3acoby (iHLWi 3MiHW Y
mMeTofax BUNpo6yBaHb (BK/IOUAKOUM
3amiHy abo JONOBHEHHS)) 3MiHV A0

T. CynpoBiZHi gomilkn MeTtop,
8.1.Bry4YeHHs KOHTPO/IH0 AOMILLIOK
D, G, H, ockinbku 3a3HauyeHi
[LOMILLKM He € AoMillkamu po3nagy.
Cyma JOMILIOK — 3BY)XEHHS
napameTpiB, MeTog 8.2 3miHa
MeToAy KOHTPO/I0 CYNPOBIAHNX
LOMILLOK 3a gonomoroto BEPX
3amicTb MeToay PX-MC, sk Hacnigok
3MiHa y cneuudpikadii. BBeeHHs
3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK
3 AKoCTi. FoTOBWMIA Nnikapcbkuid 3aci6.

CrabinbHicTb. 3MiHa y TepMiHax

npugaTHocTi abo ymoBax 36epiraHHs
roTOBOrO JliKapCbKOro 3acoby
(36inbLUEHHS TEPMiIHY NPUAATHOCTI
roTOBOrO JlikapcbKoro 3acoby) - [Ans
TOProBOl yrnaxkoBku
(nigTBEPAXYETLCA AaHUMU
peasibHOro vacy) 36i/bLIeHHS
TepMiHy nNpuaaTHoOCTi FOTOBOro
niKkapcbKoro 3acoby ans Topro.oi
YNaKoBKM Yy 3B'A3KY 3 NPOBEAEHHAM
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[0MYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha Adl, abo
BUVIXiAHWIA/MPOMIXHWIA
npoAyKT/pearexT, Wwo
BVIKOPVCTOBYIOTbCS Y NMPOLECI
BMPOGHMLTBA ADI (iHLLI 3MiHK) -
3MiHa cnevmdikayii 3rigHO BUMOr
BMpo6HMKa AP| Ta moHorpadii EP, a
came 3rigHo moayns 3 (3.S) Ha
niKkapcbKky pevyoBuHY Hidhypokcasng
hipmmn «Joyochem Co., Ltd», Kutaii
Ta moHorpadii EP «Nifuroxazide».
CynyTHSA 3MiHa - 3MiHU 3 AKOCTi. ADI.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA A®I abo BuxigHOro
mMaTtepiany/npombKHOro
npoaykTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLIECI
BUpO6HMUTBA AP (HLWi 3MiHW Y
MeToAax BUNpoGyBaHHSA
(BkNtOYaKOUM 3aMiHy abo
[0noBHeHHs)) A®| abo
BWXi4HOro/MPOMKHOro NPoAyKTy) -
3MiHu 1l TUny - 3MiHK 3 AkocTi. AdI.
Bupo6HMLTBO. 3MiHA BUPOGHMKA
BUWXifHOro/MPOMiXXHOro
NpoAyKTy/peareHTy, WWo
BUKOPWCTOBYHOTLCS Y BUPOBHNYOMY
npoueci A®l, ab6o 3miHa BUPO6HMKa

(BK/IKOYAKOYM, Ae HeOOXiAHO, Micue

Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
[04aTKOBUX JOCTIAKEHb
CTabifIbHOCTI FOTOBOIO /iKAPCbKOro
3acoby. [itoua pegakuis: TepMiH
npuaaTHoOCTI. 2 poku. MNponoHoBaHa
pepakuis: TepMiH npugatHocTi. 3
POKW. 3MiHM BHECEHO B iHCTPYKLitO
AN MeAUYHOro 3acToCyBaHHs
NiKapcbKoro 3acoby y po3ain
«TepMiH NpuaaTHocTi». BBeaeHHS
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS.
265. | HI®YPOKCA3WM | kancynu no 200 wr; TOB "OKN Ykpaina TOB "OKnM YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHnX 3a peyenmom UA/11387/02/01
a no 10 kancyny "®PapmaveBT "papmaneBTUIHa mMartepianis: 3miHu | TUNYy - 3MiHK 3
6nicTepi; no 1 abo 2 nyHa habpuka" akocTi. A®l. KoHTponb A®I. 3miHa y
6nictepy y navui habpuka" napameTpax cneuudikauii Ta/abo




231

n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

NpoBeAEeHHS KOHTPO0 AKoCTi) API
(3a BiacyTHOCTI cepTuchikata
BiANOBIAHOCTI EBpONeNiChKii

hapmakonei y 3aTBepKeHoMy
00Cbe)(BBEAEHHS HOBOTO BUPOGHMKA

A®| 3 HagaHHAM MacTep-chaiina Ha
A®I) - 3miHa BUpOo6HKKa AdPI,

3aTBepAXeHo: S.P.Quimica , SA.

Spain 3anponoHoBaHo: Joyochem

Co., Ltd, Kutaii

266.

HOOTPO®EH-
DAPKOC

Tabnetkv no 250 wmr,
no 10 Tabnetok y
6nictepi, no 2
6nictepu y kopobui 3
KapTOHY

TOB
"®apmauesT
nyHa
KOMMaHis
"®apKoC"

Ykpaina

TOB "®apmaueBTnyHa
KomMnaHis "®apKoC"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK
wopo 6e3snekv/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3ara/lbHEHUX JaHuX npo
cucTtemy thapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHUX AaHUX NPo
cuctemy chapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0Ccobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KOHTakTHOi 0cobm
3 (hapmakoHarnsgy 3assHuKa Ans
3fificHeHHs chapmakoHarnsgy B
YKpaiHi, AKWOo BOHA BiAMIHHA Bif,
YNOBHOBaXEHOI 0Ccoby,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
thapmakoHarnagy (Bkitovaroum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsagy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarniag.
[litoua pepakuin: Tep-CapkicoBa
Onbra barparisHa. MNMponoHoBaHa
pepakuis: KyTHsik Biktop MasnoBuy.
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
3MiHa MicLle3HaxoMKeHHSA MacTep-
(paiina cuctemu chapmakoHarnsgy
Ta lioro Homepa. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnagy.

3a peyenmom

UA/17568/01/01

267.

OBAPIYM
KOMMNO3UTYM

PO34MH ANs iH'EKLiA;
no 2,2 Ma B amnyni;

Bionoriwe
Xannbmitre

HimeuunHa

Bionoriwe
Xainbmitrenb Xeesnb

HimeuunHa

BHECEHHS 3MiH A0 peecTpaLiiHNX
Matepianis: 3MiHu | TNy - 3MiHK 3

3a peyenmom

UA/3973/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
no 5 amnyny nb Xeesnb m6X sKocCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTYPHIli 6X Cuctema
YapyHKOBIl KOHTeliHep/3aKynoptoBasibHuiA 3aci6.
ynakosLi; no 1 a6o 3MiHa noctavyaibHUKa NakyBaslbHUX
2, 260 20 KOHTYPHUX matepianis abo KOMNAEKTYHUNX
YapyHKOBUX (AKLWO 3a3Ha4YeHo B [OCLE)
yrnakoBOK y KOpOO6Lii (BUNyYEHHA nocTavyasibHUKa)
3 KapToHYy BWyYEHHS iHdhopmauii npo
noctayasibH1Ka nakyBasibHOro
mMartepiany (amnynu). 3miHu | Tuny -
3MiHM 3 aKoCTi. [O0TOBWIA NiKAPCbKN
3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHUiA 3aci6.
3MiHa napameTpiB cneuwudikaui
Ta/abo foMyCTUMUX MeX NEPBUHHOI
yNakoBKM rOTOBOTO J1iKapCbKOro
3aco0y (iHLWi 3MiHWN) BHECEHHS 3MiH
[0 cneumndikauii Ha amnynu, a came
He3HauyHe KOpWUryBaHHS KpUTepiiB
NPUAHATHOCTI ANA NokasHuka “Break
strength” (BepxHsi Mexa BnacHoi
cneuudikavii KomnaHii Tpoxu
CKOpuroBaHa, BpaxoBytoun
3ara/ibHOBU3HaHa MakcuMasibHa
MILLHICTb Ha pO3puB, ONMcaHa B
ctaHgaptax DIN gns amnyn 1 mni 2
M),
268. | OKOMICTUH® Kpanni KHBMIM Ykpaina BUPOGHMLTBO, YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a peyenmom UA/7537/01/01
OuHi/BYLLUHI/oNA «ICHA» nakyBaHHs1, KOHTPO/1b mMarepianis: 3MiHu | TRy - 3MiHK

Hoca, po3uuH 0,01
%, no 5 mn abo no
10 mn y donakoHi
nosiMepHomy 3
KpanenbHuueto; no 1
oNakoHy B nauuj

akocTi: AT «Papmak»,

YKpaiHa; Bunyck cepii:

TOB "BAJIAPTIH
DPAPMA", YKpaiHa

woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. BeefneHHs abo
3MiHM [0 y3ara/ibHEHNX JaHuX Npo
cucTemy thapmakoHarnsgy
(BBEAEHHSA Y3arasIbHEHUX AaHUX Npo
cuctemy chapmakoHarnasgy, amiHa
YMOBHOBaXEHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS
chapmakoHarnsay; KOHTakTHOT 0cobu
3 thapmakoHarnsagy 3assHvKa a5
3AiicCHEHHs1 chapmakoHarnsgy B
YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
YMOBHOBaXEHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnagy (Bkavarum
KOHTaKTHi flaHi) Ta/abo 3MiHN y
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
pO3MiLLEeHHI MacTep-thaiina cuctemm
hapmakoHarnsigy) 3miHa
YMOBHOB&XEHOI 0CO6Y 3asBHIIKA,
BifnoBiganbHOI 3a hapMakoHarniag,.
[itoya pepakuis: TkayeHko TeTsaHa
MeTpiBHa. MponoHoBaHa pepakuis:
CaBueHko Hatania BitaniisHa.
3MiHa KOHTaKTHUX AaHnX
YMOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigasbHOI 3a hapMakoHarnsg.
3MiHa Homepa MacTep-thaina
cucteMun papmakoHarnsgy.
269. | OKTAMNMAC T | po3uuH Ans iHdpysiih, | Oktachapma ABCTpist BMPOOBHUK, LLseuis BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a peyenmom UA/15584/01/01
45 - 70 mr/mn; no dapmaueBT BiANOBiAa/IbHMI 3a marepianis: 3miHu | Tuny - 3miHu 3
200 mn Okrannac nKa BMPOGHULITBO 3a MOBHUM akocTi. A®l. Bupo6HuLTBO. 3MiHM B
NI B cTepunbHOMY, MpoaykTioHC uuknom: Oktacapma AB npoueci BupobHuuTea APl
nnactudikoBaHomy rec m.6.X. (He3HayHa 3miHa y npoueci
KOHTeWHepi ans BMpOGHULTBA ADI).
KpOBI 3 3MiHa NofaeTbes y 3B'A3KY i3
nonisiHinxopuay; [ofaBaHHAM a/lbTEPHATUBHOMO
no 1 KoHTeliHepy B Kackagy inbTpiB 4Nns dinbTpawi
nakeTi 3 Npo30opoi iHaKTMBOBAHOI BipycoM nnasmu gns
noniamig/nonietune Octaplas LG, 06 3a6e3neuntu
HOBOI NNiBku; no 1 HasiBHICTb iNbTPIB y pasi npobnem
NakeTy B KAPTOHHii 3 JOCTaBKOK (INLTPIB.
Kopob6ui. Oktannac
I ynakoByeTbCA B
OKpeMi KoHTeliHepu
3a Takumm rpynamu
KpoBi: Mpyna KpoBsi A
(Il), Fpyna kposi B
(i), rpyna kposi AB
(IV), 'pyna kposi O
0]
270. | ONIAETPUM® Kancysm m'siki, dapmaueBT Monbwa Brnpo6HMuTBO, Monbwa BHECEHHS 3MiH A0 peecTpaLiiHNX 3a peyenmom UA/20119/01/01
A3 ®POPTE 10000 MO no 15 WNYHWIA 3aBOf nepBuHHE Ta BTOPUHHE mMartepianis: 3miHu | TUNY - 3MiHK 3
Kancyn y 6nicrepi; “MONb®AP nakyBaHHs1, KOHTPO/1b AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
no 2, abo no 4, abo MA” C.A. cepii: PapmayeBTUYHNIA Cuctema

no 6 6nictepiB y
KapTOHHI Kopobuj

3aBof, «MNOJIb®APMA»
C.A,, Monblua; Bunyck
cepii: PapmayeBTUYHNIA
3aBof, «MNOJIb®APMA»
C.A,, Monbwa

KOHTeliHep/3aKynoptoBasbHuii 3aci6.
3MiHa napameTpiB cnewmdikauii
Ta/abo foNyCTUMUX MEX NEPBUHHOI
yNakoBKM FOTOBOrO NiKapCbKoro
3aco6y (BW/IYyYEHHSI HE3HAUYHOrO
nokasHuka (Hanpvknag, 3actapifioro
NoKasHWKa)) — BUSTyYEHHS 3i
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

cneuundikavnii PVC/PVDC
He3HauHoro nokasHuka: «Ph. Eur,
BiANOBIAHO 40 BUMOT YMHHOT Ph. Eur
3.1.11.» Ak HacNigoK BHECEHHS
BiANOBIAHWX 3MiH fo p. 3.2.P.7.
Cucrtema
KOHTeliHep/3aKkynoptoBasibHUiA 3aci6.
3MiHu | TMNY - 3MiHK 3 SKOCTI.
[oTOBWIA Nnikapcbknii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHUiA 3aci6.
3miHa y meToax BunpobyBaHHS
NepBUHHOI YNaKoBKW1 roToBOro
niKapcbKoro 3acoby (iHLWi 3MiHW Y
mMeTofax BUNpo6yBaHb (BK/IOUAKOUM
3amiHy abo JofaBaHHs)) - 3aMiHa
npoueaypy BUNpo6yBaHHs Ans
ineHTndikauii wapis NBX Ta NMBAX,
EP 3.1.11, Ha meTopA, BUNPo6yBaHHS,
3rigHo EP 2.2.24. 3MiHun | Tuny -
3MiHM 3 aKoCTi. [oTOBWIA NiKAPCbKN
3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHUiA 3aci6.
3MiHa napameTpiB cneuyudikaui
Ta/abo foMyCTUMUX MeX NEPBUHHOI
yNakoBKM rOTOBOTO J1iKapCbKOro
3aco6y (iHLWi 3MiHK) - 3MiHa
wabnoHy cneyndikauii ynakosku
nikapcbKoro 3acoby ans
npuBeLEeHHs oro y BiANOBIAHICTb A0
rno6asnbHOro WaboHy rpynu
POLPHARMA. 3aTBepaXeHo:
PVC/PVDC Specification no. S/R/8-
0013.07/PPH/ND ed.01
3anponoHosaHo: PVC/PVDC
Specification no.
S/R/8-0013.10/PPH ed.01

271.

ONIAETPNM®
neo

Kancynm m'ski, 2000
MO, no 15 kancyny
6nicTepi; no 2, abo
no 4, a6o no 6
6nictepiB y
KapTOHHI Kopo6Lyi

®PapmaueBT

NYHWIA 3aBO4

«MOJIb®AP
MA» C.A.

MonbLa

Brpo6Hu1UTBO,
NepBrHHE Ta BTOPUHHE
nakyBaHHs, KOHTPO/Tb
cepii: ®apmavueBTUYHWIA
3aBof, «MOIbGAPMA»
C.A., Monblua; Bunyck
cepil:

dapmaveBTUYHNIT 3aBOS,

«NONbPAPMA» C.A.,

MonbLa

BHECEHHS 3MiH [JO peecTpaLiiiHnx
marepianis: 3miHu | Tuny - 3miHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKkynoptoBasibHWiA 3aci6.
3MiHa napameTpiB cneuudikauiii
Ta/abo foNyCTUMUX MEX NEPBUHHOI
yNakoBKW rOTOBOrO NiKapCbKoro
3aco6y (iHLWi 3MiHK) - 3MiHa

6e3 peyenma

UA/20512/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

MonbLua

LWabnoHy cneumaikaLii ynakoBkm
nikapcbKoro 3acoby ans
npuBeLeHHs oro y BiANOBIAHICTb A0
rno6asibHOro LWabnoHy rpynu
POLPHARMA.
3aTtBeppxeHo: PVC/PVDC
Specification no.
S/R/8-0013.07/PPH/ND ed.01
3anponoHoBaHo: PVC/PVDC
Specification no.
S/R/8-0013.10/PPH ed.01
3MiHu | TMRY - 3MiHU 3 SKOCTI.
[oToBWIA nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasnbHuii 3aci6.
3miHa napameTpiB cneuudikawii
Ta/abo f0oNyCTUMUX MEX NEPBUHHOI
yNakoBKM rOTOBOrO NikapCbKoro
3ac00y (BUyYEHHS HE3HAYHOrO
nokasHuka (Hanpuknag 3acTapinoro
NnoKasHUKa)) - BUSTyYEHHS 3i
cneuudikauii PVC/PVDC
He3HauyHoro nokasHuka: «Ph. Eur,
BiANOBIAHO A0 BUMOT YMHHOT Ph. Eur
3.1.11.» Ak HacnigoK BHECEHHS
BiANOBIAHMX 3MiH fo p. 3.2.P.7.
Cucrtema
KOHTeliHep/3aKynoptoBasibHuiA 3aci6.
3MiHY | TUNY - 3MiHKU 3 AKOCTI.
[oToBMiA nikapcekmii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHuiA 3aci6.
3MiHa y MeTofax BUNpo6yBaHHs
NepBUHHOI YNakoBK/ roTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHN Yy
MeToAax BUNpobyBaHb (BK/IOYa4u
3amiHy ab0 foAaBaHHs)) - 3amiHa
npoueaypu BUNpobyBaHHs Ans
iaeHTudikauii wapis MNBX Ta NBAX,
EP 3.1.11, Ha meTog, BUNpo6yBaHHs,
3rigHo EP 2.2.24.

272.

ONIAETPNM®
neo

Kancynum m'siki, 4000
MO; no 15 kancyn y
6nicTepi; no 2, abo
no 4, abo no 6
6nictepiB y
KapPTOHHIn Kopooui

®PapmaueBT

NYHUIA 3aBO4

«MOJIb®AP
MA» C.A.

MonbLa

Brpo6Hu1UTBO,
NepBrHHE Ta BTOPUHHE
nakyBaHHs, KOHTPO/Tb
cepii: ®apmavueBTUYHWIA
3aBof, «MOIbGAPMA»
C.A., Nonbwa; Bunyck

MonbLa

BHECEHHS 3MiH [JO peecTpaLiiiHnx
marepianis: 3miHu | Tuny - 3miHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKkynoptoBasibHWiA 3aci6.
3MiHa napameTpiB cneundikaLii

6e3 peyenma

UA/20512/01/02
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

cepit:
dapmaveBTUYHNI 3aBOS,
«MONIb®APMA» C.A.,
MonbLua

Ta/abo foNyCTUMUX MEX NEPBUHHOI
yNakoBKM FOTOBOrO NiKapCbKOro
3ac006y (iHWi 3MiHK) - 3MiHa
LWabnoHy cnewumaikaLii ynakoBkum
nikapcbKoro 3acoby ans
npuBeLeHHs oro y BiANOBIAHICTb A0
rno6asibHOro LWabnoHy rpynu
POLPHARMA.
3aTtBeppxeHo: PVC/PVDC
Specification no.
S/R/8-0013.07/PPH/ND ed.01
3anponoHoBaHo: PVC/PVDC
Specification no.
S/R/8-0013.10/PPH ed.01
3MiHn | TMRY - 3MiHK 3 SKOCTI.
[oToBWIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasbHuii 3aci6.
3miHa napameTpiB cnevudikawii
Ta/abo f0oNyCTUMUX MEX NEPBUHHOI
yNakoBKM rOTOBOrO NiKapCbKoro
3ac00y (BUyYEHHS HE3HAYHOrO
nokasHuka (Hanpuknag 3acTapinoro
noKasHUKa)) - BUTyYEHHS 3i
cneuudikauii PVC/PVDC
He3HauyHoro nokasHuka: «Ph. Eur,
BiANOBIAHO A0 BUMOT YnHHOT Ph. Eur
3.1.11.» Ak HacnigoK BHECEHHS
BiANOBIAHMX 3MiH fo p. 3.2.P.7.
Cucrtema
KOHTeliHep/3aKynoptoBasibHuiA 3aci6.
3MiHY | TUNY - 3MiHU 3 AKOCTI.
[oToBMin nikapcekmii 3acib. Cuctema
KOHTelHep/3aKynoptoBasibHuiA 3aci6.
3MiHa y MeTofax BUNpo6yBaHHs
NepBUHHOI YNakoBK/ roTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHN Y
MeToAax BUNpobysaHb (BK/IOUa4u
3amiHy ab0 foAaBaHHs)) - 3amiHa
npoueaypu BUNpobyBaHHs AN
iaeHTudikauii wapis MNBX Ta NBAX,
EP 3.1.11, Ha meTog, BUNpo6yBaHHs,
3rigHo EP 2.2.24.

273.

OJIPEH® -75

PO3YMH ANS iH'EKL;iA;
no 2 mn B amnyni,
no 5 amnyny

TOB «TeBa
YkpaiHa»

YkpaiHa

Mepkne M'm6X,
HimeuunHa (BUPOGHUK,
sKWIA BignoBigae 3a

HimeyunHa

BHECEHHS 3MiH [JO peecTpaLiiiHnx
marepianis: 3miHu | Tuny - 3miHu 3
AKocTi. CepTuduikat

3a peyenmom

UA/5122/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
KopooLi BYPOGHMLTBO NPOAYKTY BignosigHocTi/lE-cepTudikar

in bulk, nepsuHHe
nakyBaHHS, BTOPUHHE
nakyBaHHs1, BUMYCK
cepii; BUPOOHUK, SKWiA
BiANOBIAAE 3a KOHTPO/b
cepir)

BiANOBIAHOCTI EBpPONENCHKI
thapmakonei/MoHorpadii. NogaHHs
HOBOro abo OHOB/IEHOTO
cepTucbikaTa BigNOBIAHOCTI abo
BU/TyYEHHS cepTudikata
BiANOBiAHOCTI EBpONeiiChKiit
apmakonei: ana Adl; ana
BUXiAHOTO
MaTtepiany/peareHTy/npoMibKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA Y
BMPOGHMLTBI A®I; An1A 4OMNOMIKHOT
peyoBuHU (cepTudikat
BiANOBIAHOCTI EBpPONENCHKI
thapmakonei) - OHOB/IeHWA
cepTuqikaTt Bif yxe 3aTBepaKeHoro
BMPOOHMKA - MOJAaHHSA OHOB/IEHOrO
cepTudpikaTa BignosigHocTi €EP Ha
A®I AunknodeHak HaTpito Bif
3aTBEPAKEHOro BMPOGHHMKa J.B.
Chemicals & Pharmaceuticals
Limited, y 3B’A3Ky 3i 3MiHOIO Ha3BU
BnacHuka CEP.
3arBepKeHo:

CEP 1997-041-Rev 05
UNIQUE CHEMICALS (India)
3anponoHoBaHo:

CEP 1997-041-Rev 06
J.B. CHEMICALS &
PHARMACEUTICALS LIMITED
(India)

BBEJEHHS 3MiH NPOTArom 6-Tn
MiCALIB MiC/1A 3aTBEPKEHHS
3MiHY | TUNY - 3MiHKU 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBJ/IEHOTO
cepTudikarta BignoBigHOCTI abo
BW/yYEHHS cepTudikara
BiANOBIAHOCTI EBpONeNiChKii
thapmakonei: ana A®l; ans
BUXifHOTO
MaTepiany/peareHTy/npomMiKHOro
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI API; N8 4ONOMIXKHOI
peyoBuHM (cepTudiikat
BiANOBIAHOCTI EBpONeiiChKiit
thapmakonei) - OHOB/IEHWIA
cepTudikaT Bif y)Xe 3aTBepIXEHOro
BUPOGHMKA - NOJaHHA OHOB/IEHOTO
cepTudiikata BignosigHocTi EP Ha
A®| fuknodeHak HaTpito Big
3aTBEepAKeHOro BupobHuka Arch
Pharmalabs Limited (India).
3areeppxeHo: CEP 2002-022-Rev
05
3anponoHosaHo: CEP 2002-022-
Rev 06

274,

OME3 A®

Kancynv Teepgi, no
10 kancyn y cTpuvni;
no 3 cTpunu B
KopooLi

A-p Peppi'c
Na6opaTtopi
citg

IHais

ToppeHT
dapmacsbtoTikanc Itg

IHais

BHECEHHS 3MiH [JO peecTpaLiiiHnx
mMarepianis: 3MiHu | TRy - 3MiHK
Loao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili
XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT AN
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTaBi perynspHo OHOB/TIOBAHOMO
3BiTy 3 6e3neku nikapcbkoro 3acoby,
a60o pocnifxeHb 3 6e3nekn
3aCTOCYBaHHSA MikapCbKoro 3acoby B
nicnsipeecTpauiiiuii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3
JocnigpkeHb, NpoBeAeHnX
BiAMOBIAHO [0 NNaHy negiatpuyHmx
pocnigpkeHs (PIP) (3MiHy y3rogkeHo
3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3mMiHV BHeceHi A0
IHCTPYKLiT ANna MeguyHoro
3acToCyBaHHs [0 po3ainis
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Mo6ivHi peakui™ WoA0 BUHUKHEHHS
TybynoiHTepcTULiasibHOro Hedhputy.
BBefeHHA 3MiH NPOTAroM 6-Tn
MiCAILiB Micnsa 3aTBepAKEHHS. 3MiHU
| TMny - 3MiHK Woao
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili
XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLUiT ANns

3a peyenmom

He
nionseae

UA/6872/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTaBi perynspHo OHOB/TIOBAHOIO
3BITYy 3 6e3nekun NikapcbKoro 3acoby,
a6o pocnigxeHb 3 6e3nekn

3aCcTOCYyBaHHSA MikapCbkoro 3acoby B
nicnspeecTpauiiiuii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3
JocnigpkeHb, NpoBeAeHnX
BiANOBIAHO A0 MNaHy neaiaTpuyHmnX
pocnipkeHs (PIP) (3MiHy y3rogkeHo

iHWi BMAW B3aemogiin", "Ocob6nmnsocCTi

3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiHV BHECEHI A0
IHCTPYKLiT A8 Mefu4HOoro
3acToCyBaHHs [0 po3ainis
"MpoTrnokasaHHsA", "B3aemMogis 3
IHLWMMK NiKapcbknMy 3acobamn Ta

3aCTOCyBaHHA" WOA0 3aCTOCYyBaHHSA
nikapcbkoro 3acoby 3 anoMopiHoM.
BBefeHHs 3MiH NpoTArom 6-Tu
MicALIB MiCNA 3aTBEPKEHHS. 3MiHM
| TMny - 3MiHK Woao
6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLi Ans
MeAMNYHOro 3acTOCYBaHHA Ha
nifcTaBi perynsipHo OHOB/IHOBAHOTO
3BiTY 3 6e3neKkun NikapcbKoro 3acoby,
abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BTy 3
JocnifpKeHb, NpoBefeHNX
BIANOBIAHO A0 MNaHy negiatpuyHnx
pocnigxeHb (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXXEHUM
opraHom) - 3mMiHV BHECeHi A0
IHCTPYKLUii ANs MeguyHoro
3acTOCyBaHHSA [0 po3ainis
"Oco61MBOCTI 3aCTOCYyBaHHA",
"Mo6iuHi peakyji" wWoano 6esnekn
3aCTOCYBaHHSA Ail040l peYOBUHN

omenpason. BeegeHHs 3MiH

npoTsArom 6-Tv MicsuiB nicns
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

3aTBEpPKEHHS. 3MiHY | TUnY - 3MiHW
oo 6e3nekn/epekTnBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMNYHOro 3aCTOCYBaHHA Ha
nifcTaBi perynsipHo OHOB/IHOBAHOTO
3BiTY 3 6e3neKkun NikapcbKoro 3acoby,
abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHSA NikapcbKkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BTy 3
JocnifpKeHb, NpoBefeHNX
BIANOBIAHO A0 NMNaHy neiatpuyHmnx
pocnigxeHb (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXXEHUM
opraHom) - 3miHV BHECeHi A0
IHCTPYKLUii ANs MeguyHoro
3acTOCyBaHHSA [0 po3ainis
"MokazaHHA", "Cnocib 3acTocyBaHHSA
Ta [03yBaHHA" LWoA0 6e3neku
3aCTOCYBaHHSA Ail040l peYoBUHN
AoMnepuaoH. BBeageHHs 3MiH
npoTArom 6-Tu MicAuiB micns
3aTBEPKEHHS.

275.

OMENPA30/ -
TEBA

Kancynm
racTpope3nCTEHTHI
TBepAi no 40 wr; no
10 kancyny
6nicTepi; no 3
6nictepy B KOpO6L

TOB «TeBa
Ykpaina»

Ykpaina

Tesa dPapma C.J1.Y.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK
wopo 6e3snekv/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN)
BHeceHOo 3MiHW y TEKCT MapKyBaHHS
nepsuHHoI (n. 2, 3, 4, 5, 6) Ta
BTOPWHHOI (n. 2, 11, 12, 17)
yNaKkoBKM NiKapCbKoro 3acoby Ta
3p06IEHO HE3HAYHI pefakLiliHi
npaBKuW B iHLWIMX MYHKTax TEKCTY
MapKyBaHHs. BBeeHHs 3MiH
NpoTArom 6-Tv MicALiB nicnsa
3aTBEPKEHHS

3a peyenmom

UA/15152/01/01

276.

OMENPA3O0/ -
TEBA

Kancynm
racTpopesnCTeHTHi
TBepAi no 20 mr; no
10 kancyny
6nictepi; no 3
6nicTepy B KOpOOU

TOB «TeBa
YkpaiHa»

YkpaiHa

Tesa ®apma C.J1.Y.

Icnanis

BHECEHHS 3MiH 10 peecTpaLiiiHnX
mMarepianis: 3MiHu | Tuny - 3miHK
wopo 6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn)
BHeceHo 3MiHU y TEKCT MapKyBaHHS
nepsBuHHoI (. 2, 3, 4, 5, 6) Ta
BTOPUWHHOI (N. 2, 11, 12, 17)

3a peyenmom

UA/15152/01/02
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1

yNakoBKM NiKapCbKoro 3acoby 1a

3p06EHO He3HaYHI pefakLiliHi

npaBKy B iHLIMX NMYHKTax TEKCTY
MapKyBaHHs. BBeeHHs 3MiH
npoTArom 6-T1 MicAUiB micns

3aTBEPAKEHHS
277. | OHOAAP TabneTtku, Lo AAP dapmva O6'efHaHI MaHkaiiHg ®apma IHais BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a peyenmom UA/18905/02/01
AncnepryoTbca B ®3-171C Apabcbki Nimites, HOHIT-II MaTepianiB: yTOUHEHHSs
POTOBI MOPOXHWHI, Emipatu peecTpauiiiHol npoueaypu B
4 mr no 10 TabneTok Haka3i MO3 Ykpaiuu Ne 843 Big,
y 6nictepi, no 1 19.05.2025 - 3miHn | TNy - 3MiHK
6nictepy B Loao 6e3nekn/edpekTBHOCTI Ta
KapTOHHI ynakoBLi thapmakoHarnagy. 3MiHU y KOpOTKili

XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT AN
Me[MYHOro 3aCTOCyBaHHS
reHepuyYHUX/ribpuaHMXx/6ionoaibHMX
nNiKapcbKUx 3aco6iB Nicasi BHECEHHS
Tiel camoi 3MiHM Ha pedhepeHTHW
npenapar (3miHa He noTpebye
HaZlaHHA XXOAHWUX HOBUX [OAATKOBUX
LaHnX) - 3MiHY BHECEHO A0
IHCTPYKLUii ANs MeguyHoro
3aCTOCyBaHHSA NiKapcbKoro 3acoby y
po3ainu "B3aemopis 3 iHWMMmn
nikapcbkvMun 3acobamMu Ta iHLWi BUau
B3aemogiii", "OcobnnBocCTi
3acTocyBaHHS", "3acTocyBaHHA Y
nepiog, BariTHOCTi abo rogyBaHHs
rpygato”, "MepenosysaHHa",
"Mo6iyHI peakyii" 3rigHo 3
iHchopMmaLieto LWoA0 MeguyHoro
3acTocyBaHHs pepepeHTHOro
nikapcbkoro 3acoby (ZOFRAN
MELT®, Orally Disintegrating
Tablets, 4 mg or 8 mg)

278. | OHOAAP TabneTtku, Lo AAP dapmva O6'efHaHI MaHkaiiHg, ®apma IHais BHECEHHS 3MiH [J0 peecTpaLiiiHnx 3a peyernmom UA/18905/02/02
ancnepryloTses B ®3-NN1C ApabCbki Nimitea, HOHIT-II MaTepianiB: yTOUHEHHs
POTOBI NOPOXHWHI, Emipatu peecTpauiiiHol npoueaypu B
8 mr no 10 TabneTtok Hakasi MO3 Ykpaiuu Ne 843 Big,
y 6nictepi, no 1 19.05.2025 - 3miHn | TNy - 3MiHK
6nictepy B uono 6e3nekn/edpekTBHOCTI Ta
KapTOHHI ynakoBL,i chapmakoHarnsgy. 3MiHN y KOpoTKili

XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

MeAMYHOro 3acTOoCyBaHHA
reHepuyHuX/ribpuaHMx/6ionoaibHMX
nNiKapCbKUx 3aco6iB Nicasi BHECEHHS

Tiel camoi 3MiHM Ha pedhepeHTHW
npenapar (3miHa He noTpebye
HaflaHHSA XOAHVX HOBKX AOAATKOBUX
LaHnX) - 3MiHU BHECEHO A0

IHCTPYKLUii ANs MeguyuHoro
3aCTOCyBaHHS NiKapcbkoro 3acoby y

po3ainu "B3aemopis 3 iHWMMKN
nikapcbkMun 3acobamu Ta iHLWi BUan

B3aemMogiii", "OcobnmnBocCTi

3aCcToCyBaHHSA", "3acTocyBaHHA Y
nepiog, BariTHOCTi abo rogyBaHHs
rpypato”, "MepenosysaHHa",

"Mo6iyHI peakuii" 3rigHo 3

iHchopmavieto WoA0 MeguyHoro
3aCTOCyBaHHA pedhepeHTHOro
nikapcbkoro 3acoby (ZOFRAN
MELT®, Orally Disintegrating
Tablets, 4 mg or 8 mg)

279.

OMATAHON®

Kpanni ouHi, 1
mr/mn; no 5 mny
pNaKoHi-
KpanenbHuui; 1 abo
3 thnakoHu-
KpanesibHuL B
KOpOOLL 3 KAPTOHY

Hosapric
dapma Al

LLiBeiiuapis

BMPOGHULITBO 3a MOBHUM
LMKTOM: AJIKOH-
KyBpbop, benebris;
BVPOGHMLTBO, NEPBUHHE
nakyBaHHs!, BTOPUHHE
nakyBaHHs, KOHTPO/Tb
AKOCTI:
3irdpig Enb MacHoy,
C.A., IcnaHis; Bunyck
cepii: HoBapTic
dapmacbioTuka, C.A.,
Icnanis

Benbrisi/
IcnaHis

BHECEHHS 3MiH [JO peecTpaLiiiHnx
mMarepianis: 3MiHu | TRy - 3miHK
Loao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo
3MiHW [0 y3ara/ibHEHNX JaHuX Npo
cucTemy thapmakoHarnsgy
(BBEAEHHA Y3araslbHEHUX AaHWX Npo
cuctemy chapmakoHarnsgy, amiHa
YMOBHOBaXEHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsay; KOHTakTHOT 0cobu
3 thapmakoHarnsagy 3assHvKa a5
3AiicHeHHs1 chapmakoHarnsgy B
YkpaiHi, AKLL0 BOHA BiAMIHHA Bif
YMOBHOBaXEHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnagy (Bkavarun
KOHTaKTHi faHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXXEHOI
ocobw, BignoBiganbHOI 3a
hapMakoHarnag. 3miHa

MicLle3Hax0MKEHHS1 MacTep-chaina

3a peyenmom

UA/4986/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
cuctemu chapmakoHarniagy. 3miHa
MicLA 34iACHEHHS OCHOBHOI
AisbHOCTI 3 chapmakoHaraagy.
280. | OTUKC Kpanni BYLUHI, nn Ykpaina TOB "Apnimepg" Pecny6nika BHECEHHS 3MiH [J0 peecTpaLiiiHnx 6e3 peyenma UA/14609/01/01
po3unH; no 151y "rTNEJEKC" BipmeHis mMarepianis: 3MiHu | TRy - 3miHK
hnakoHi; no 1 Loao 6e3nekn/edpekTBHOCTI Ta
hNakoHy B thapmakoHarnagy (iHwi 3miHu) -
KapTOHHIN nauui 3MiHU BHECEHO B TEKCT MapKyBaHHS
BTOPWHHOT YNakoBKW iKapCbKoro
3acoby Woa0 AoAaBaHHSA
HalilMeHyBaHHS Ta
MicLile3HaxXoMKeHHs 3anaBHuKa (n. 11,
17). BBefeHHs 3MiH NpOTArom 6-Tu
MicsILiB NicNs 3aTBEPAKEHHS.
281. | OTUHYM Kpanni ByLwHi, 0,2 r/r; Biatpic HimeuuunHa Ali-Ci-EH Monbcha Monbua BHECEHHS 3MiH 10 peecTpaLiiiHnX 6e3 peyenma UA/1364/01/01
no 10 r y cpnakoHi; Xenckea XKewys AT marepianis: 3miHu | Tuny - 3MiHu 3
no 1 chriakoHy B m6X SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KapTOHHI Kopo6Lyi Cucrtema
KOHTelHep/3akynopoBasibHKiA 3aci6.
3MiHa hopmu abo po3mipy
KOHTelHepa un 3aKynopioBaslbHOro
3aco6by (NepBMHHOT yNakoBKK)
(HecTepunbHi Nikapcbki 3acobm) -
3MiHa po3mipy nonieTuieHoBoro
donakoHy 10 mn, a came KpuTepii
NPUIAHATHOCTI LWOAO rPaHUYHNX
BiAXMNEHb PO3MIpiB (h1akoHy Gynn
3MiHeHi BignoBiAHO A0 NOTOYHOrO
TEXHIYHOTO KPeC/IeHHs, OTPUMaHOro
Bif 3aTBEPKEHOro BUPObHYMKa
thnakoHy. Cknag matepiany
dpnakoHa 3a/IMLINBCS HE3MIHHKM.
282. | OPTIOKCALUUH | po3uvH ans iHdysiin, | TOB "HOpisi- Ykpaina TOB "tOpia-®apm” YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a peyenmom He UA/3040/01/01
2 mr/mn; no 100 mn Papm"” MaTepianis: 3miHu | TUny - 3MiHK nionseae
abo no 200 mny oo 6e3nekn/edpekTBHOCTI Ta
nnswkax; no 100 mn thapmakoHarnsgy. 3miHa y KopoTkili
a6o no 200 mny XapakTepucTuLi nikapcbkoro 3acooby,
naswui, no 1 naswui TEKCTi MapKyBaHHS Ta iHCTpYKLji Ans
y nauui MeAMYHOro 3acTOCYBaHHA Ha
nifcTaBi perynsapHo OHOBJ/TIOBAHOMO
3BITYy 3 6e3neku NikapcbKoro 3acoby,
a60o pocnigxeHb 3 6e3nekn
3acTocyBaHHA NikapcbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo Ak
pesy/ibTaT OLiHKM 3BITY 3
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep

peecmpayjiliHo2o

nocBi04Y€eHHs1

JocnifpKeHb, NpoBefeHNX
BIANOBIAHO A0 NMNaHy negiatpuyHnx
pocnigxeHb (PIP) (3MiHy y3rogkeHo

3 KOMMETEHTHVM YNOBHOBaXXEHUM

opraHom)
3MiHN BHECEHO [0 IHCTPYKLUIi Ans
MeAMYHOro 3acToCyBaHHA
nNiKapcbKoro 3acoby Ao posainy

"Mo6iyHi peakwyji" Ta 4O KOPOTKOT
XapakTepucTuKn Nikapcbkoro 3acoby

00 po3gainy "4.9 Mo6iuHi peakwi”
BiAMNoBIAHO A0 pekomeHAauin PRAC.
TepMiH BBEEHHS 3MiH - NPOTAroM 6

MicSILLiB NiCNs 3aTBEPAKEHHS.

283.

NMAKIAN

niodpinizat ans
NPUroTyBaHHA
cycnensii gns
iHdpysiii, no 100 wmr;
no 1 chnakony y
KapTOHHI Kopo6Lyi

MaHaues
BioTek
dapma J1T4.

IHAjsA

MaHaues bioTek ®apma
nra.

IHAja

BHECEHHS 3MiH [0 peecTpaLiiiHnX
mMartepianis: 3miHu | TUNy - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOro NiKapcbKoro
3acoby. 3miHa y meTofax
BMNPOGYBaHHA roTOBOrO /iKapCbKOro
3acoby (He3HayHa 3MiHa Y
3aTBEPLKEHNX MeToaax
BMNPOOYBaHHSA) BHECEHHS YTOUHEHb
[0 3aTBEpAXeHnX MeTogis
KOHTPO/H0 SIKOCTi /13 3 MeToto
AeTanisaujii onncy MeToanku
KOHTPOJI0 3a NMOKa3HUKOM
«MexaHiyHi BKNOYEHHS. Bugumi
YacTKM», BiJOOPaKEHHS KOPEKTHUX
nocunaHb Ha MoHorpadito
dapmakonei CLUA Ta npuBefeHHA
OonmMcy METOAMUKN Y NOBHY
BiANOBIAHICTb 40 OpUriHAIbHOI
METOANKM BUPOOHUKA. Takox 3a
NOKa3HUKOM «MeXaHiuyHi BK/THOUEHHS.
HeBuanmi 4acTkM» BHECEHO
pefakuiiiHe YTOYHEHHS.

3a peyernmom

UA/19949/01/01

284.

NMAHTAMAK

TabneTkn, BKPUTI
060/10HKOI0,
KMLLIKOBOPO3UUHHI MO
40 wmr, no 10
Tabnetok y 6nictepi;
no 3 6nictepu B
KapPTOHHI KOpooL,i

Makneogc
dapmacboT
nKanc
Nimiteq

IHgis

Makneopc
dPapmacboTUKaC
Niviten

IHais

BHECEHHS 3MiH A0 peecTpaLiiHNX
mMartepianis: 3miHu | TUNY - 3MiHK 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO /iKapCbKOro
3acoby. 3miHa napameTpiB
cneuudikauii Ta/abo AoNycTUMMX
MeX roTOBOrO /1iKapCbKOro 3acoby
(iHLWi 3MiHK) - BBeAEHHS

3a peyenmom

UA/17027/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
nepiogNYHOCTI KOHTPOSIIO B
Cneuundoikauito /13 3a NOKa3HMKOM
«MikpobionoriyHa unctota», a came:
«AHani3 NPoBOANTLCA Ha NepLUNX
TPbOX CEpifX Ta Ha KOXHI fecATi
HaCTYMHIl cepii, ane He pifLue Hix
Ha 1 cepii B pik». BBeAE€HHS 3MiH
npoTArom 6-Tn MicAUiB micns
3aTBEPAKEHHS.
285. | MAHTEHON Tabnetku no 100 mr, | TOB «MIBE Ykpaina Mibe Mvb6X HimeyuunHa BHECEHHS 3MiH [JO peecTpaLiiiHnx 6e3 peyenma UA/11523/01/01
no 20 a6o 50, a6o YKPATHA» ApuHaimiTTeNb marepianis: 3MiHu | TNy - 3MiHK 3
100 TabneTok y AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
CKNSAHOMY (p1aKOoHi; Cuctema
no 1 chnakoHy B KOHTeliHep/3akynoptoBasibHWiA 3aci6.
KapTOHHI nayui 3MiHa chopmu abo po3mipy
KOHTelHepa un 3aKynopioBaslbHOro
3aco6y (NepBMHHOT yNaKoBKM)
(HecTepunbHi nikapcbki 3acobm) -
3MiHa ay3aliHy CKNSIHOTO dh/lakoHy
06'emom 30 M/ 3a 30BHILLHIM
ndiameTtpom 3 “33.5+/-1 MM” Ha
“35.5+/-1MM” Ta BUCOTOHO 3 “61.8+/-
0.9vMm” Ha “50+/-0.8mM”
286. | MAHTOrAP kancynu; no 15 Mepy, HimeuuunHa Brpo6HMuTBO in bulk: LLiBeiiuapisi/ BHECEHHS 3MiH [J0 peecTpaLiiiHnX 6e3 peyenma UA/10445/01/01
Kancyn y 6nictepi; dapmacbHoTi AciHo ®apma ATl, HimeuunHa mMartepianis: 3miHu | TUNYy - 3MiHK 3
no 6 6nictepis y kanc MmeX LLIBeiiyapisi; MepBrHHE sKocTi. CepTudpikat

KapTOHHI Kopo6Lyi

Ta BTOPVHHE NakyBaHHS:
AciHo Papma AT,
LLiBeliyapisi;
BunpobyBaHHs
KOHTPOJII0 AKOCTi Ta
BUMYCK cepii: ACiHO
dapma Arl', Weliyapis;
BunpobysaHHs
KOHTPOJTIO AKOCTI:
€spodhiHc Bio®apma
MpopakT TecTiHr
CsiT3epneHg Arl,
LBeiiuapis; IHCTUTYT
KynbmaH MmoX,
HimeyunHa

BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI €Bponelicbkilt
hapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOTO
cepTucbikaTa BiANOBIAHOCTI ab6o
BWUTyYEHHS cepTudikaTa
BiANOBIAHOCTI EBpONeliChKii
hapmakonei: ana Ad®l; ana
BUXIQHOTO
mMaTtepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BUPOGHMLTBI ADI; ANnst 4ONOMIDKHOT
peyoBuHu (MCE-cepTudikat
BiANOBIAHOCTI €Bponelicbkilt
hapmakonei gns A®l/BuxigHoro
mMaTtepiany/peareHTy/npoMiKHOro
npoaykTy abo AoNOMiIXHOT
peyoBuHKn) - OHOB/IEHWIA cepTudikat
Bif] BX€E 3aTBEPAXEHOI0 BUPOBGHUKA
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
- nojaHHA oHosneHoro NE-
cepTtudikaTy BifnoBigHOCTI
€sponelicbkin dhapmakonei CEP
2000-045-Rev 06 (3aTBEPOXKEHO:
R1-CEP 2000-045-Rev 04) ans
[0noMixXHOT pevoBuHU Gelatin Big
BXe 3aTBEePPKEHOro BUPOBHMKa
Tessenderlo Group N.V., Benbris
287. | NAPAMMEKCIH | po3uuH A1 iH ekuii TOB «®K Ykpaina BignoBiganbHWii 3a YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a peyenmom He UA/15763/01/02
® 15 mr/mn no 1 mn «CANNIOTAP BUNYCK cepii, He mMartepianis: 3miHu | TUNYy - 3MiHK 3 nionsi2ae
pO34nHy B amnyni; IC» BKJ/THOHAKOUN KOHTPO/Ib Ta SIKOCTi. [0TOBWMIA Nikapcbkuii 3aci6.
no 5 amnyny BMNpPOGYBaHHSA cepii: 3MiHM Yy BUPOGHMLTBI. 3MiHa
6nictepi; no 2 TOB «®K iMnopTepa/3miHu, L0 CTOCYOTbCS
6nicTepy B nay 3 «CAJMIOTAPIC», BWMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
KapToHY YKpaiHa; roTOBOrO /liKapCbKOro 3acoby
BiANoBigabHMI 3a (3amiHa abo foaaBaHHS BUPOOHMKA,
BVMPOGHWLTBO, NEPBUHHE LLIO BignoBigaE 3a BBe3eHHs Ta/abo
Ta BTOPVHHE MnakKyBaHHS, BUNYyCK cepii) - He BkIoYarouu
KOHTpONb Ta KOHTPONb/BUNPOGYBaHHSA cepil -
BMNpPoBYyBaHHSA cepii, He 3amiHa BUpO6HWMKa, BiANOBIAA/IbHOIO
BK/IKOHAKUM BUMYCK 3a Bunyck cepii [N13. Takox
cepii: po3nucaHo GOyHKLi 3aTBEpPKEHOTO
MpAT "Nlekxim - Xapkis", BMpo6HUuka M3 MpAT "Jlekxim -
Ykpaina Xapkis" (BignoBigansHuii 3a
BMPOGHMLTBO, NEPBUHHE Ta
BTOPUHHE MaKyBaHHS, KOHTPO/Ib Ta
BMMNPOGYBaHHSA cepii, He BK/IYa4mn
BUNycK cepii). 3MiHN BHECEHO B
po3ginu "BupobHuk" Ta
"MicLe3HaxomkeHHs! BUpO6HVKa Ta
afpeca MicLs NPoBaKeHHs oro
OiSbHOCTI" B IHCTPYKU,i0 ANns
Me[MYHOro 3aCTOCyBaHHS
NiKapcbKoro 3acoby, K Hacnifok -
BIANOBIAHI 3MiHN Y TEKCTi
MapKyBaHHS YNakoBKU /TiKapCbKoro
3acoby.
288. | MAPAMNJEKCIH | po34uH ANA iH EKLii TOB «®K YkpaiHa BignoBiAa/IbHMI 3a YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHNX 3a peyenmom He UA/15763/01/01
® 5 mr/mn; no 1 mn «CANNKIOTAP BUNYCK cepii, He mMartepianis: 3miHu | TUNY - 3MiHK 3 nionszae
pPO34KHy B amnyni; IC» BKJ/THOHAKOUN KOHTPO/Ib Ta sKoCTi. FOTOBWIA Nikapcbkuii 3aci6.

no 5 amnyny
6nicTepi; no 2
6nicTepy B nayw, 3
KapTOHY

BMNPOOYBaHHS cepii:
TOB «®K
«CANMKOTAPIC»,
YKpaiHa;

BignoBiganbHWii 3a

3MiHM Yy BUPOOHMUTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYOTbCA
BUMYCKY Cepii Ta KOHTPO/IO AKOCTI
rOTOBOTO JliKapCbKOro 3acoby
(3amiHa ab0 goaaBaHHs BUPOBHMKA,
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

BMPOBHWLTBO, NEPBUHHE
Ta BTOPVHHE MakKyBaHHS,
KOHTPO/Ib Ta
BUNPOGYBaHHA cepil, He
BK/IOYAKOUY BUMYCK
cepii:

MpAT "Nekxim - Xapkis",
Ykpaina

Lo BignoBigae 3a BBe3eHHA Ta/abo
BWMYCK cepii) - He Bktovaroun
KOHTPO/b/BMNPOGYBaHHSA cepil -
3amiHa BUpO6HKMKa, BiANOBIAAIbHOIO
3a Bunyck cepii M13. Takox
po3nucaHo hyHKLii 3aTBEpAXEHOrO
BUpoO6HUka M3 MpAT "/lekxim -
Xapkis" (BignosiganbHuin 3a
BMPOBHMLITBO, NEPBUHHE Ta
BTOPWHHE NakKyBaHHSA, KOHTPO/b Ta
BMNPOGYBaHHSA cepii, He BK/IYaymn
BWMYCK cepii). 3MiHN BHECEHO B
po3zinu "BupobHuk" Ta
"Micue3HaxomkeHHs BUPOGHVKa Ta
agpeca MicLs NpoBaXeHHS oro
LOiSNbHOCTI" B IHCTPYKUit0 ANns
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby, siKk HacnifokK -
BiNOBIAHI 3MIHW Y TEKCTi
MapKyBaHHS! yMakoBKU /iKapcbKoro
3acoby.

289.

NMAPALIEETAMO

n

TabneTtku, BKPUTI
060/10HKOI0, N0 500
Mr; no 10 Tabnetok
y 6nictepi; no 1, abo
no 2, abono 5
6nicTepiB y navui 3
KapTOHY

MpAT
"TexHonor"

YkpaiHa

MpAT "TexHonor"

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHnx
mMarepianis: 3MiHu | TRy - 3miHK
Loao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili
XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT AN
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTaBi perynspHo OHOB/TIOBAHOMO
3BiTy 3 6e3neku nikapcbkoro 3acoby,
a60o pocnigxeHb 3 6e3nekn
3aCTOCYBaHHSA ikapCbKoro 3acoby B
nicnspeecTpauiiiuii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3
JocnigpkeHb, NpoBeAeHnX
BiAMOBIAHO [0 NNaHy negiatpuyHmx
pocnipkeHs (PIP) (3MiHy y3rogkeHo
3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom).
3MiHM BHECEHO [0 IHCTPYKLUIT Ansa
MeJMYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ainm
"B3aemogis 3 iHWMMM NiKapCbKUMN
3acobamu Ta iHWi BUAW B3aemogiii",
"Oco61M1BOCTi 3aCTOCYBaHHA",

6e3 peyenma

He
nionsieae

UA/20020/01/01




Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
"Mo6iyHI peakuii BigNOBIAHO A0
OHOB/IEHOT iHhopMmaLiii 3 6e3neku
L0401 PEYOBUHN.
290. | MAPALETAMO | cycneHsisi opasibHa TOBAPUCT Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHnx 6e3 peyenma UA/11577/01/01
N BEBI 120 mr/5 mn; no 100 BO 3 obmexeHor mMarepianis: 3MiHu | TRy - 3miHK
My dpnakoHi; no 1 OBMEXEH Bi4NOBIfANbLHICTIO Loao 6e3nekn/edpekTBHOCTI Ta
hnakoHy pasom 3 (0]}0) "papmaneBTUIHa thapmakoHarnagy (iHwi 3miHu) -
[03yoUnm BIANOBIAA KoMnaHis "3gopos'a” OHOB/1EHO TEKCT MapKyBaHHSA
NPUCTPOEM Y NBHICTIO NEepBUHHOI Ta BTOPUHHOI YNaKoBKu
KapTOHHI kopobuy; «KOPIMOPA nikapcbkoro 3acoby, a came
no 5 mn y cauwe; no LA BU/TyYEHO iHhopMaLiito, 3a3HaveHy
20 cawey «300POB'A POCIACbKOI MOBOI; BHECEHO 3MiHU
KapTOHHI kopobuy; » y TEKCT MapKyBaHHsi NepPBUHHOT (.
no 10 mn y cawe; no 2, 5, 6) Ta BTOpUHHOI (n. 11, 17)
20 cawey yMakoBKM NikapcbKoro 3acoby, a
KapTOHHI Kopo6Lyi TakoX 3p06/1EeHO HE3HAYUHI
pefakLiiiHi NpaBKK B iHLWIMX MYHKTaxX
TEKCTY MapKyBaHHsA. BBeeHHsA 3MiH
NpoTArom 6-Tv MicALiB nicns
3aTBEPKEHHS.
291. | NAPALEETAMO | po3uuH Ans iHdysiid, BakcTep Higepnanaun BIE®DE MEAITAN ITanis BHECEHHS 3MiH [J0 peecTpaLiiiHnX 3a peyernmom UA/20701/01/01
N-BAKCTEP 10 mr/mn; no 100 mn XongiHr C.M.A. mMartepianis: 3miHu | TUNYy - 3MiHK 3
y chnakoHi; no 25 Bi.Bi. sKocTi. CepTudpikat

hNakoHiB y
KapTOHHI Kopobuj

BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI €Bponelicbkilt
hapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOTO
cepTucbikaTa BiANOBIAHOCTI ab6o
BWUTyYEHHS cepTudikaTa
BiANOBiAHOCTI EBpoONeliChKii
thapmakonei: ana Ad®l; ana
BUXIQHOTO
mMaTtepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BUPOGHMLTBI ADI; ANnst [OMNOMIDKHOT
pevoBuHU (cepTudikar
BiANOBIAHOCTI €Bponelicbkilt
chapmakonei) - OHOB/IEHWIA
cepTuqikar Bif yxe 3aTBepIpKeHoro
BMPOGHUKA
rnofiaHHA OHOB/EHOTO cepTudikaTa
BiANOBIAHOCTI EBpONeliChKii
thapmakonei Ne CEP 2002-020 -
Rev 10 (3atBepmxkeHo: CEP R1-
CEP- 2002-020 - Rev 09) ans
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

aitoyoi pevoBuHM Paracetamol Big
BXe 3aTBEpPA)KEHOro BUPOGHMKa
FARMSON PHARMACEUTICAL
GUJARAT PRIVATE LIMITED,
IHAiA. 3MiHK | TURY - 3MiHK 3 SKOCTI.
CepTudpikaT BignosigHocTi/l E-
cepTudikar BiANoBiAHOCTI
€Bponencokin
thapmakonei/MoHorpadii. NogaHHs
HOBOro abo OHOB/IEHOTO
cepTucbikaTa BigNOBIAHOCTI abo
BW/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeEiiChKiit
tapmakonei: ana Adl; ana
BUXiAHOTO
MaTtepiany/peareHTy/npoMibKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMLTBI A®I; An1S 4ONOMIKHOT
peyoBuHU (cepTuddikat
BiANOBIAHOCTI EBpPONENCHKI
thapmakonei) - OHOB/IeHWIA
cepTuquikart Bif yxe 3aTBepIKeHoro
BMPO6HMKA, NOJaHHS OHOB/IEHOTO
cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkiit hapmakonei Ne CEP
2002-020 - Rev 11 gns pgjtoyoi
peyoBuHM Paracetamol Big, BXe
3aTBEPKEHOrO BUPOGHMKA, SKNIA
3MiHVB Ha3By 3 FARMSON
PHARMACEUTICAL GUJARAT
PRIVATE LIMITED Ha FARMSON
BASIC DRUGS PRIVATE LIMITED.

292.

NENTA®

MOPOLLIOK A7A
pO34nHy Ans
iH'ekui, 40 wmr; 1
dpakoH 3 NOPOLUKOM
B nauuj

AT
"®apmak”

YkpaiHa

AT "®apmak” (BTOpUHHE
nakyBaHHs1, BUNycK cepil
3 mpoayku,i in bulk
thipMun-BMpo6HMKa emo
C.A. dapmacbtoTikan
IHpacTpi, Mpeuis)

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
mMartepianis: 3miHu | TUNYy - 3MiHK 3
akocTi. CepTucpikat
BignosigHocTi/l E-cepTudikar
BiANoOBiAHOCTI EBpoONeiichkiit
thapmakonei/MoHorpadii. 3miHu,
noB'si3aHi 3 HEOOXIiAHICTIO
nNpuBeLEHHs Y BIAMNOBIAHICTb A0
MoHorpadii dY abo €Bponencbkoi
thapmakonei, abo iHLOoi
HaLioHaNbHOT hapmakonei Aepxasu
€C (3miHa y cneuundikauisx,
nos'sizaHa 3i 3miHamu B J®Y, abo

3a peyernmom

UA/19998/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
€Bponelicbkiit hapmakonei, abo
iHLIN HauioHanbHIn dhapmakonei
aepxasu €C) - 3miHamn y
crneundikauii LONOMXHUX PeYOBUH
[ON15 NPUBEAEHHS Y BiANOBIAHICTb A0
BMMOr EBponeiicbkoi hapmakonei, a
came NponoHyeTbCs 06’'eaHaHUI
po3gin 3.2.P.4.1 ans KOXHOT
[OMOMDKHOT peyoBMHU: Mannitol,
Sodium Citrate, Sodium hydroxide.
[litova pepakuia 3.2.P.4.1.
Cneuyudikauis 3.2.P.4.1. Mannitol
3.2.P.4.1. Sodium Citrate 3.2.P.4.1.
Sodium hydroxide. NMponoHosaHa
pepakuis 3.2.P.4.1. Cneuundpikauis
3.2.P.4.1. Mannitol, Sodium Citrate,
Sodium hydroxide
293. | NENTA® NMopoLoK AN AT Ykpaina Oemo C.A. peuis BHECEHHS 3MiH [0 peecTpaLiiiHnX - UA/19997/01/01
pO34nHy Ans "papmak” dapmacbloTikas mMartepianis: 3miHu | TUNY - 3MiHK 3
iH’ekuii, 40 wr; in IHpacTpi akocTi. CepTucpikat
bulk: no 150 BignosigHocTi/l E-cepTudikar
th/1aKkoHIB y BiANoBiAHOCTI EBpoNelichkiit
TpPaHCMopTHIl thapmakonei/MoHorpadii. 3miHu,
KOpoo6Li

noB'si3aHi 3 HEOOXIiAHICTIO
nNpuBeLEHHN Y BIAMNOBIAHICTb A0
MoHorpadii dY abo €Bponencbkoi
thapmakonei, abo iHLOi
HaLioHaNbHOT hapmakonei Aepxasu
€C (3mMiHa y cneuundikauisx,
nos'si3aHa 3i amiHamu B J®Y, a6o
€Bponeiicbkiii hapmakonei, abo
iHLIN HauioHanbHIn dhapmakonei
nepxasun €C) - 3miHaMu y
cneundikaii LONOMIKXHUX PeYOBUH
[ON15 NPYBEAEHHS Y BiANOBIAHICTb A0
BMMOr EBponeiicbkoi hapmakonei, a
came NponoHyeTbCs 06'eaHaHUI
po3gin 3.2.P.4.1 ans KOXHOT
[0NoMiKHOT peyoBuHU: Mannitol,
Sodium Citrate, Sodium hydroxide.
[Litova pepakuia 3.2.P.4.1.
Creuundikanin 3.2.P.4.1. Mannitol
3.2.P.4.1. Sodium Citrate 3.2.P.4.1.
Sodium hydroxide. NMponoHoBaHa
pepgakuis 3.2.P.4.1. Cneuundikauis
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
3.2.P.4.1. Mannitol, Sodium Citrate,
Sodium hydroxide
294. | MEHTAKCUM® NMopOLLOK CaHodi PpaHuis BMPOGHMLITBO FOTOBOrO PpaHuia/ BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a peyernmom UA/13010/01/01
BAKUWHA ANnA | Haemophilus MacTep Hepo3gracoBaHOro YropwumHa MaTepianis: 3miHu Il Tuny - 3MiHun 3
MPO®DINAKTUK | influenzae Tuny b Ta NPOAYKTY, 3an0OBHEHHSA akocTi. A®l. KoHTponb A®I. 3miHa y
N BUDTEPII, cycneHsisa gns Ta niodpinizauyisn mMeTofax BUNpobyBaHHs AD| abo
NPABLA, iH’ekuiii (0,5 mn); no (dbnakoHun), BTOPUHHE BMXIZAHOrO MaTepiany/npomiKHOro
KALLUJTIOKY 1 chnakoHy 3 nakyBaHHs, KOHTPO/b npoaykTy/peareHTy, Lo
(ALENONAPH nopowukom Ta 1 SAKOCTI, BUMYCK cepii: BVKOPUCTOBYETLCA Y NPOLLECI
nin nonepegHL0 CaHocpi MNacTep, BMpo6HULUTBa API (cyTTEBA 3MiHA Y
KOMMOHEHT), 3anoBHEHOMY dpaHUis; NOBHUIA LUK 6ionoriyHoMy/imyHOIOrYHOMY/iMYHO
nonioMienIty | wnpuuy (0,5 mn) 3 BMPOGHMLTBA, XiMiYHOMY MeTogi BUnpobyBaHHs
IHAKTUBOBAH | npukpinneHoto 3arnoBHEHHA Ta abo meTofi, y aKoMy
ATA ronkoto (abo 2 nioghinizauis (dhnakoHm), BMKOPWCTOBYETLCA Bi0M0rYHMIA
BAKUWHA ANA | okpeMyMu rosikamu), BTOPUHHE NakyBaHHA, peareHT gns 6ionoriyHoro A®l, a6o
MPO®PINAKTUK | WO MicTUTb KOHTPO/Ib AKOCTI, BUNYCK 1ioro 3amiHa) 3amMiHa pedhepeHTHOI
N IHOEKLLIIA, cycneHsito gns cepii: CaHodpi Mactep, CTaHAapTHOI cepii, Wo
CNPUYNHEHWN iIH’EKUIA, B KAPTOHHIN ®paHuia; BTOpUHHE BMKOPUCTOBYETLCA A1 NPOBEEHHSA
X Kopob6ui; no 1 nakyBaHHs, BUMYCK TEeCTY Ha aHTUreHHicte FHA
HAEMOPHILUS | dhnakoHy 3 cepii: CaHodhi-ABEHTIC (MPOMKHMI NPOAYKT Aitouoil
TANY B nopowikom Ta 1 3pT., YropwuHa PEYOBUHU 2-KOMMNOHEHTHOr0
KOH''OTOBAH nonepeaHL0 aLentoNApHOro KalluntoKoBoro
A, 3arnoBHeHOMY aHTuUreHy (agcopboBaHuii ounLEeHNi
AAQCOPBOBAH | wnpuuy (0,5 mn) 3 KaLLMoKoBuiA TOKCuH (PTxd) Ta
A NpUKPINIeHo afcop6oBaHNii OUULLLEHWIA
ronkoto (abo 2 dhinameHTHUIA remariioTuHIH (FHA)),
OKpPEMUMU ronKamu), AKUIA NPOBOAUTLCSA AK TECT Ha
O MIiCTUTb BUBI/IbHEHHSA ouyunLleHoro FHA B
cycnexsito gns NPOMKHOMY PO34uHi. BignosigHwi
IH'EKUIN, y TeCT Ha aHTUreHHicTb FHA
CTaHAapTHO- BMKOHYETbLCSA NPU BUNPOGYBaHHi
€KCMOPTHIN cTabinbHOCTI Ha cTagji BUpobHuLTBa
ynakoBLi, aka oumweHoro agcop6osaHoro FHA
MICTUTBCA Y LLNIAXOM TUTPYBaHHSA
KapTOHHI kopobLi (3 HeagcopboBaHoro aHTureHy FHA.
IHCTpYKLUi€eto Ana [logatkoBo, NPOMNOHYETLCA
MeANYHOro BK/IOUEHHS KBaUTichikauiliHoro
3acToCyBaHHS) NPOTOKOAY A1 BUKOPUCTaHHA By ab-
SAKOI HOBOI cepii ped)epeHTHOro
CTaHfapTy B MaiibyTHbOMY.
TepMiH BBEL,EHHS 3MiH INeHb
2026.
295. | MEHTANIIH- Tabnetku; no 10 TOB Ykpaina TOB "®apma Crapt” YkpaiHa BHECEHHS 3MiH 10 peecTpavLintHnx 3a peyenmom He UA/2617/01/01
PC TabneTtok y 6nictepi; "ACIHO MaTepianis: 3miHu | TMny - 3MiHK nionsieae
no 1 6nictepy B YKPAIHA" oao 6e3nekn/edpeKTMBHOCTI Ta
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1

KapTOHHII nauui; no
10 TabneTok y
6nictepax

hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpyKLji Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTaBi perynspHo OHOB/THOBAHOIO
3BITYy 3 6e3neku NikapcbKoro 3acoby,
a6o pocnigxeHb 3 6e3nekn
3acTOCyBaHHSA likapCbkoro 3acoby B
nicnspeecTpauiiiuii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3
JocnigpkeHb, NpoBeAeHnX
BiZANOBIAHO A0 MNaHy nejiaTpuyHmnX
pocnigpkeHs (PIP) (3MiHy y3rogkeHo
3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHV BHeceHo A0 [HCTpyKUii ans
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3Ainis
"MpoTmnokasaHHs", "OcobamMBOCTI
3acTocyBaHHSa" BiAMNoBIgHO A0
OHOBJ/IEHOT iHdhopMaLii Wwoao
6e3nekn 3acTocyBaHHA Ajto4oTl
peyoBMHN MeTami3on.3MiHu | Tuny -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuy,i
NiKapcbKoro 3acoby, TEKCTI
MapKyBaHHs Ta IHCTPYKLUIT Ansa
MeJMNYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo OHOB/THOBAHOTO
3BiTY 3 6e3neku NikapcbKoro 3acoby,
abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHS /ikapcbkoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTar OLUiHK/ 3BTy 3
JocnifpKeHb, NPoBefeHNX
BIAMNOBIAHO [0 NNaHy negiatpuyHmx
pocnigxeHb (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXKEHUM
opraHom) 3MiHN BHECEHO [0
IHCTPYKUiT 4Ns MeanyHoro
3acTOCyBaHHS Nikapcbkoro 3acoby
[0 po3gainis "B3aemogis 3 iHWMMU
nikapcbkMun 3acobamu Ta iHLWi BUan

B3aemogiii", "OcobnnBocCTi




253

Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
3acTocyBaHHA" Ta "MMo6iyHI peakuii™
BiANOBIAHO [0 OHOBMEHOT
iHchopmawii Lwopao 6e3nekm
3aCTOCYBaHHSA Ail040l peYOBUHN
napaueTamMor.
296. | MEPTYCUH cupon, no 50 r abo TOB Ykpaina TOB "TepHodapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnX be3 peyenma UA/8883/01/01
no 100 r y chnakoHi "TepHochap mMartepianis: 3miHu | TUNYy - 3MiHK 3
cknsHomy; o 1 m" akocTi. A®l. KoHTponb A®L. 3miHa y
hnakoHy B nauui 3 mMeTofax BUNpobyBaHHs AD| abo
KapToHy; no 100 r BMXIZAHOrO MaTepiany/npomiKHOro
abono200ry npoaykTy/peareHTy, L0
dhNakoHi BVKOPUCTOBYETLCA Y NPOLLECI
noniMmepHomy; no 1 BUpo6HULUTBA AP| (HE3HAYHI 3MIHW Y
chnakoHy B navu 3 3aTBepAKeHnx MeTogax
KapToHy; no 50 r abo BMNPOGYBaHHS) 3amiHa
no100ry XpomatorpadivHoi NNacTUHKK Ha
dhnakoHax CKNSHUX aHasoriyHy B MeTogax KOHTPOsIo
AKoCTi Ha A®I 3an. 2.
laeHTudikaLia, nignyHkTom 2.3.
CynyTHSA 3MiHa - 3MiHK 3 AKOCTi. ADI.
KoHTposib A®I. 3miHa y napameTpax
cneundikauii Ta/abo AoNycTUMMX
MeX, BU3HAUYEHNX Yy cneumdikauisx
Ha A®I, abo BMXigHWIA/NPOMDKHWIA
NpoAyKT/peareHT, Wwo
BVIKOPWCTOBYIOTbCS Y NMPOLECI
BMPOGHMLTBA ADI (iHLLI 3MiHK) -
3MiHa (DOPMY/IOBAHHS BUMOT
cneungikauii A®I 3a nokasHMKOM
«lpeHTudpikauis Tumon» APY,
2.2.27, He3Ha4Hi pefaKLiiiHi NpaBKu
297. | NIPUOOKCUHY | po3umnH ANs iH'eKuiid, TOBAPUCT YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHNX 3a peyenmom UA/8736/01/01
rigpoxnorPug | 50 mr/mn; no 1l mns BO 3 obMexeHo MaTepianis: 3miHu | TUNy - 3MiHK
- 310POB'A amnyni; no 10 amnyn | OBMEXEH BiAANOBIAA/ILHICTIO wono 6e3nekn/epekTnBHOCTI Ta
Y KapTOHHI Kopoobui (e]10) "hapmauleBTUYHa papmakoHarnsgy (iHwi 3miHn)
3 neperopogkamu; BIAMOBIOA KoMnaHis "3gopos'a” OHOBNEHHA TEKCTY MapKyBaHHA
no 1 mn B amnyi; NbHICTO NepBUHHOI Ta BTOPUHHOI YNaKoBOK
no 5 amnyny «KOPMOPA nikapcbKoro 3acoby, a came: -
6nicTepi; no 2 LA BWU/TyYEHO iH(hopMaLlito, 3a3HayYeHy
6nictepu B «300POB'A POCIACbKOI MOBOIO; - NEPEHECEHO

KapPTOHHI KOpo6Lyj;
no 1 mn B amnyi;
no 10 amnyn y
6nictepi; no 1
6nictepy B

»

MiXXHapOAHi MO3HAYEHHS OANHULb
BVIMipIOBaHHS; - YTOYHEHO
iHchopmawito Wwono norotuny
3asiBHMKA Ta TEXHIYHOT iIHpopMaLliT;
- YHiIDiKOBAHO TEKCT MapKyBaHHS
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

KapTOHHI Kopo6Lyi

NepBUHHOI YNakoBku (415 amny/in
Ta eTUKeTKN Ha amny/ii); - BHECEHO
He3HauHi pefakLiiiHi NpaBky B TEKCT
MapKyBaHHS yNakoBOK Nikapcbkoro
3acoby.

TepMiH BBELlEHHS 3MiH - NPOTArom 6
MiCALB Nic/a 3aTBEPAKEHHS.

298.

MIPUTAH

Tabnetku no 0,25
mr, no 10 Tabnetok
y 6nictepi, no 3 abo
no 6 6nictepis y
KapTOHHI ynakoBLi

TOB
«TNEAPAP
M NTO»

Ykpaina

BVMPOGHWLTBO, NEPBUHHE

nakyBaHHA, BTOPUHHE
nakyBaHHA, KOHTPO/1b

AIKOCTI, BUMYCK cepii abo
BVMPOGHWLTBO NPOAyKLl

in bulk: KYCYM
XENTXKEP MNBT NTA4,

IHAis; BTOPUHHE
nakyBaHHSs, KOHTPO b
AKOCTI, BUMYCK Cepii 3
npoaykuii in bulk: TOB
«TNEOPAPM NTA»,

Ykpaina

IHpis/
YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiHnX
martepianis: 3miHu | Tuny -
AAMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaKeHHA AiS/IbHOCTI
BMpO6HUKa (BKIOYaKOUK, 3a
HeoObXiAHOCTI, MicLe NpoBeaeHHs
KOHTPOJIH0 SIKOCTI), @60 BacHuKa
mMacTep-aiina Ha Adl, abo
noctavasibHuka Adl/BnxigHoro
mMaTtepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 3aCTOCOBYIOTHLCS Y
BMPOGHMLTBI API (SKLLO 3a3HaYEHO
y [OCbE Ha nikapcbkuii 3acib) 3a
BiiCYTHOCTI cepTudikaTta
BiANOBIAHOCTI EBpPONENChKii
hapmakonei y 3aTBepaKeHomy
nocke, abo BUpo6HMKa HOBOIT
[,0MOMIKHOT PEYOBUHM (SIKLLLO
3a3HayeHo y J0Cbe). 3MiHa
HaliMeHyBaHHSA Ta agpecu
BMpOGHMKa A®| Mpaminekcony
aurigpoxnopuay MoHorigpar.
3anponoHoBaHo: Zydus Lifesciences
Limited, IHgisa (PLOT NO.26 TO 29 &
31, UMARAYA ROAD, - DABHASA,
TAL.-PADRA, City: DABHASA- 391
440, Dist: VADODARA GUJARAT
STATE, INDIA)

3a peyenmom

He
niosnsicae

UA/18620/01/01

299.

MIPUTAH

Tabnetku no 0,25
wmr, in bulk: no 10
Tabnetok y 6nictepi,
no 100 6nictepiB y
KapPTOHHI KOpo6Lyj;
no 10 Tabnetok y
6nictepi, no 150
6nictepiB y
KapPTOHHI Kopoo6Lyj;

TOB
«TNEJPAP
M NTO»

Ykpaina

KYCYM XENTXKEP
NBT NTA

IHais

BHECEHHS 3MiH 10 peecTpavLintHnx
martepianis: 3miHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AiS/TbHOCTI
BMpPOGHMKa (BKIOYatoUH, 3a
HeoObXiAHOCTI, MicLie NpoBefeHHs
KOHTPOJH SIKOCTi), abo B/1acHMKa
mMacTep-goaiina Ha A®l, abo

UA/18621/01/01
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KapTOHHI ynakoBLi

SIKOCTi, BUNyCK cepii abo
BUPOBHMLTBO NPOAyKLii
in bulk: KYCYM
XENTXKEP NBT NTA4,
IHAis; BTOPUHHE
nakyBaHHs!, KOHTPO/1b
AKOCTI, BUNYCK cepil 3
npoaykuii in bulk: TOB
«TNEAPAPM NTA»,
YkpaiHa

AfMiHICTpaTMBHI 3MiHU. 3MiHa
HalilMeHyBaHHA Ta/abo agpecy Micus
NPOBaPKEHHS AiSIbHOCTI
BMPOGHMKA (BK/IOYaoUM, 3a
HeoObXiAHOCTI, MicLie NpoBeAeHHS
KOHTPOSIO SIKOCTI), ab0o Br1acHuKa
macTep-aiina Ha Adl, abo
noctavanbHuka Adl/BuxigHoro
MaTtepiany/peareHTy/npoMiKHOro
NpoAyKTy, L0 3aCTOCOBYIOThCA Y
BMPOGHULTBI A®I (SKLLO 3a3HAYEHO
y [OCbE Ha nikapcbkuii 3aci6) 3a
BiACYTHOCTI cepTudikara
BiANOBIAHOCTI EBpoONeNiChKii
hapmakonei y 3aTBepKeHoMy
[OCbE, ab60 BUPOOHMKA HOBOI
[OMOMDKHOT PEHOBUHM (AKLLO
3a3HayYeHo y J0Cbe). 3MiHa
HaliMeHyBaHHSA Ta agpecu
BMpo6GHMKa AP Mpaminekcony
Ouriapoxnopuay MoHorigpar.
3anponoHoBaHo: Zydus Lifesciences

Limited, IHgjs (PLOT NO.26 TO 29 &

Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
no 10 TabneTtok y nocravanbHuka Adl/BuxigHoro
6nicTepi, no 200 marepiany/peareHTy/npomikHOro
6nicTepiB y NpPOAYKTY, L0 3aCTOCOBYIOTbCA Y
KapTOHHI Kopo6Lyi BUPOGHMUTBI API (SIKLLO 3a3HAYEHO
y [OCbE Ha nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikara
BiANOBiAHOCTI EBpONeiiChKiit
thapmakonei y 3aTBepKeHOMy
[0Cbe, a60 BUPOOHUKA HOBOI
[LOMOMDKHOT PEYOBUHM (AKLLO
3a3HaYeHo y JOCbE). 3MiHa
HaliMeHyBaHHA Ta agpecu
BUpo6HMKa A®I MNpaminekcony
Avrigpoxnopuay MoHorigpar.
3anponoHoBaHo: Zydus Lifesciences
Limited, IHgjs (PLOT NO.26 TO 29 &
31, UMARAYA ROAD, - DABHASA,
TAL.-PADRA, City: DABHASA- 391
440, Dist: VADODARA GUJARAT
STATE, INDIA)
300. | NIPUTAH Tabnetkv no 1,0 wr, TOB Ykpaina BVMPOGHWLTBO, NEPBUHHE IHais/ BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a peyernmom He UA/18620/01/02
no 10 TabneTtok y «NEAPAP nakyBaHHs, BTOPUHHE YkpaiHa mMartepianis: 3miHu | Tuny - nions2ae
6nicTepi, no 3 abo M NTO» nakyBaHHs!, KOHTPO/1b
no 6 6nictepiB y
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
31, UMARAYA ROAD, - DABHASA,
TAL.-PADRA, City: DABHASA- 391
440, Dist: VADODARA GUJARAT
STATE, INDIA)
301. | NIPUTAH Tabnetku no 1,0 wr, TOB YkpaiHa KYCYM XENTXKEP IHais BHECEHHS 3MiH 40 peecTpaLiiHnX - UA/18621/01/02
in bulk: no 10 «NEAPAP NBT NTA marepianis: 3miHu | Tuny -
Tabnetok y 6nictepi, M NTO» AAMIHICTpaTVBHI 3MiHW. 3MiHa
no 100 6nicTepiB y HalilMeHyBaHHA Ta/abo agpecu mMicus
KapTOHHI kopobuy; NPOBaKeHHA AiS/IbHOCTI
no 10 TabneTtok y BMpO6HUKa (BK/IOYaOUK, 3a
6nicTepi, no 150 HeoObXiAHOCTI, MicLe NpoBeaeHHs
6nicTepiB y KOHTPOJIH0 SIKOCTI), @60 BacHuKa
KapTOHHI kopobuy; macTep-caiina Ha Adl, abo
no 10 Tabnetok y noctavanbHuka A®l/BuxigHoro
6nicTepi, no 200 mMaTtepiany/peareHTy/npoMiKHOro
6nictepiB y NPOAYKTY, L0 3aCTOCOBYOTLCA Y
KapPTOHHI KOpoOL, BUPO6HMUTBI A®I (SIKLLO 3a3HAYEHO
y [OCbE Ha nikapcbkuii 3aci6) 3a
BiiCYTHOCTI cepTudikaTta
BiANOBIAHOCTI EBpPONENChKii
hapmakonei y 3aTBepKeHomy
nocke, abo BUpo6HMKa HOBOI
[,0MOMIKHOT PEYOBUHM (SIKLLLO
3a3HayeHo y JoCcbe). 3MiHa
HaliMeHyBaHHSA Ta agpecu
BMpOGHMKa A®| Mpaminekcony
aurigpoxnopuay MoHorigpar.
3anponoHoBaHo: Zydus Lifesciences
Limited, IHgjs (PLOT NO.26 TO 29 &
31, UMARAYA ROAD, - DABHASA,
TAL.-PADRA, City: DABHASA- 391
440, Dist: VADODARA GUJARAT
STATE, INDIA)
302. | NOOADEB TabneTku, BKPUTI AT Ykpaina AT "KMUIBCbKUI YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHnx 3a peyenmom He UA/19325/01/01
NAiBKOBOIO "KNIBCbKN BITAMIHHUA 3ABO/" MaTepianis: 3miHu | TMny - 3MiHK nionsieae
o6onoHkoto, no 80 n wono 6e3nekn/edpekTMBHOCTI Ta
mr; no 10 TabneTok BITAMIHHW chapmakoHarnsgy. 3MiHN y KOpoTKili
y 6nicTepi; no 3 " 3ABOA" XapaKTepucTuLi Nikapcbkoro 3acooby,

6nicTepy y nauui

TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
Me[MYHOro 3aCTOCyBaHHS
reHepuyHMX/ribpuagHnx/6ionodibHMX
nNiKapcbKUxX 3ac06iB Nicnsi BHECEHHS
TiEl camoi 3MiHU Ha pedhepeHTHUIA
npenapar (3miHa He noTpebye
HajaHHS XXOAHWX HOBMX A0AATKOBUX
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

AaHnx) 3MiHW BHECEHO [0 iHCTPYKUT
ONs MeAnYHOro 3acTocyBaHHS
nikapcbKoro 3acoby y po3ainm
"apmakosiorivyHi BnactmsBocTi",

"B3aemogis 3 iHWVMU NikapcbKumMm
3aco6amu Ta iHLWi BUAW B3aEMogiii",
"Oco611BOCTI 3aCTOCyBaHHA",
"Mo6iuHi peakwii" BiANOBIAHO A0
iHchopmawii Wwoao megnyHoro
3aCTOCyBaHHA pedhepeHTHOro

nikapcbkoro 3acoby (ALEHYPIK® 80

MI/ALEHYPIK® 120 MI, TabneTku,
BKPWTI NNiBKOBOD 060/I0HKOLD).
BBefeHHs 3MiH NpoTArom 6-Tu

MicsILiB Micnsi 3aTBEPAKEHHS

303.

NOAADEB

TabneTku, BKPUTI
NAiBKOBOO
o60n0oHkoto, no 120
Mmr; no 10 TabneTok
y 6nictepi; no 3
6nictepy y navui

AT
"KUIBCbKW
"
BITAMIHHI
" 3ABOA"

YkpaiHa

AT "KUTBCbKMIA
BITAMIHHUIA 3ABO/"

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHnx
mMarepianis: 3MiHu | TRy - 3MiHK
Loao 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpOTKili
XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT AN
MeAMYHOro 3acTOCyBaHHSA
reHepuyHUX/ribpuaHMXx/6ionoai6HMX
nNiKapcbKUx 3aco6iB Nicasi BHECEHHS
Tiel camoi 3MiHW Ha pedhepeHTHW
npenapar (3miHa He noTpebye
HaflaHHS XOAHVX HOBUX A0AATKOBUX
AaHnx) 3MiHW BHECEHO [0 iHCTPYKUi
ONs1 MeANYHOro 3acTocyBaHHs
nikapcbKoro 3acoby y po3ainm
"PpapmakosorivyHi BnactmsocTi",
"B3aemogis 3 iHWVMU NikapcbKuMu
3aco6amu Ta iHLWi BUAW B3aEMogiii”,
"Oco6nMBOCTI 3aCTOCyBaHHA",
"Mo6iuHi peakwii" BigNOBIAHO A0
iHbopmauii Wwoao MeanyHoro
3aCTOCyBaHHA pethepeHTHOro
nikapcbkoro 3acoby (ALEHYPIK® 80
MI/ALEHYPIK® 120 MI, TabneTku,
BKPWTI NNiBKOBOI 060/I0HKOLD).
BBefeHHs 3MiH NpoTArom 6-Tu
MicsLiB MicNsa 3aTBEPAKEHHSA

3a peyenmom

He
nionseae

UA/19325/01/02

304.

MONTEXHET

reHeparop
pagioHyknigis, 8,0-
175 'bk; nopujismun

HaujioHanbH
nin LieHTp
ApnepHux

Monblya

HaujioHanbHwii LieHTp
AaepHux JocnigxeHb

MonbLya

BHECEHHS 3MiH 10 peecTpavLintHnx
MaTepianis: 3miHu | TMny - 3MiHK
oao 6e3nekn/edpeKTMBHOCTI Ta

MmifibKu 8
crieyianizosaH
UX MEOUYHUX

UA/3526/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
no 6 'k, abo 8 bk, | MocnigxeHb hapmakoHarnsgy. BeefeHHs abo 3aknadax, wo
abo 12 bk, abo 15 3MiHM [0 y3ara/ibHEHNX JaHuX Npo maroms 0038i/
Bk y chnakoHi cucTemy chapmakoHarnsgy Ha pobomy 3
06’emomM 10 M1 Ne 1 (BBELEHHA y3araslbHEHUX AaHuX Npo | padioghapmay
B YNakoBL,i pa3om i3 cuctemy chapmakoHarnsgy, amiHa esmu4yHuUMU
KOMMN/IEKTOM 15 YNOBHOB&XEHOI 0cobu, npenapamamu
eoBaHHSA BiANOBIAA/ILHOI 32 34iiCHEHHS
(cknagaeTbes i3 hapMakoHarnsay; KOHTaKTHOI 0cobum
[1BOX KQpPTOHHUX 3 (hapmakoHarnagy 3asBHvKa gns
yNakoBOK: B OAHIl — 3aiicHeHHs1 hapmakoHarnsay B
16 dpnakoHris 3 10 YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
M/1 €/TH0eHTY YMOBHOBaXeHOT 0cobw,
(po3uuH 9 mr/mn (0,9 BiANOBIAA/ILHOI 32 34iiCHEHHS
%) NaCl), B iHLWIN - hapmakoHarnagy (Bkavarun
16 BaKyyMHUMX KOHTaKTHi faHi) Ta/abo 3MiHn y
hnakoHiB pO3MiLLEeHHI MacTep-ghaiina cuctemm
npu3HavyeHnx ans hapmakoHarnsgy) 3miHa KOHTaKTHOI
entoary) Ta 3 0co6U 3asBHMKa, BiANOBIAAIbHOT 3a
KOHTeliHepoM ansi thapmakoHarnsg B Ykpaii.
TpaHCnopTyBaHHSA Litouva pegakuisa: Budonnyi Mykola
Volodymyrovych. MNponoHoBaHa
pefakuisn: Zaremba Halyna

Volodymyrivna. 3miHa KOHTaKTHMX

[JaHNX KOHTaKTHOI 0CObM 3asBHUKA,

BiANoBiAa/ILHOT 32 hapmakoHarnss

B YKpaiHi.
305. | MPAKCBANHA po34nH ans BepiHrep HimeuunHa Brpo6HMLTBO, HimewunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a peyernmom He UA/15467/01/01
® iH eKUiii/indpysin, 2,5 IHrenbxanm nepBuHHE Ta BTOPUHHE Benbris MaTepianis: 3miHu | TUny - 3MiHK nionsieae

r/50 mn; no 50 mn y IHTEepHeLwHN nakyBaHHs, KOHTPO/b wozo 6e3nekn/ethekTMBHOCTI Ta
dhnakoHi; no 2 6X AKOCTI Ta BUMYCK cepii: thapmakoHarnsgy. BHeceHHs abo

dhnakoHn y
KapTOHHIli KopoobLi

BepiHrep IHrenbxaiim
dapma 'm6X i Ko. KI,
HimeuuunHa;
AnbTepHaTMBHa
nabopartopia Ans
KOHTPOJIH0 AKOCTI
NpoTArom
BMNPOGYBaHHSA
cTabinbHOCTI:
KBoniti AccictaHc CA,
Benbris

3MiHa(1) [0 30608B'A3aHb Ta YMOB
BMAaYi peecTpaviiiHoro
nocBifYeHHs, BKoYaroun MnaH
ynpaB/liHHA py3nKamu (iHLWi 3MiHK) -
3aABHNKOM HaZaHO OHOBJIEHY
Bepcito MnaHy ynpasniHHA
pu3mkamm 5.0. 3MiHK BHECEHO A0
yacTuHu Il «Cneumndikauis 3
6e3nekun», y 3B'A3KY i3 3aMiHOI y
TEKCTi JOKYMeHTa TOprosoi Ha3su
"Mpagakca" Ha "gabiratpaH
eTekcunar" abo "gabiratpaH".
Pestome MnaHy ynpaBniHHA
pvavkamu 5.0 gogaeTbes. 3minm |
Tvny - 3MiHM Woao0
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
3MiHU BHECEHO A0 IHCTPYKLii ANns
MeAMYHOro 3acToCyBaHHA
nikapcbKkoro 3acoby [o posginis
"Moka3aHHs", "Cnoci6 3acTocyBaHHSA
Ta fo3n" t1a o KopoTkoi
XapaKTepUCTUKM NiKapcbKoro 3acoby
y po3ginu "TMokasaHHs fo
3acTocyBaHHsA", "[lo3n Ta cnoci6
3acTocyBaHHs". BBeeHHS 3MiH
npoTArom 6-Tu MicAuiB micns
3aTBEPAKEHHS

306.

NMPOMNEC®

PO3YMH ANS iH'EKLi,
no 2 M B amny’ii;
no 5 a6o 10 amnyn B
KOpOO6Li 3 KAPTOHY 3
nosiiMepHo
4YapyHKOBOIO
BK/1aKO0

TOB "HIP"

Ykpaina

TOB "HIP"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
mMartepianis: 3miHu | TUNY - 3MiHK 3
sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbKoro
3acoby. 3miHa y MmeTogax
BMNPOOYBaHHA rOTOBOTO NiKapCbKOro
3ac006y (iHWi 3MiHN y meTogax
BMNpoOyBaHb (BK/IOUAUM 3aMiHy
a60 [ONOBHEHHS)) - 3MiHW B
3aTBEPMKEHI MeToauLi
BUMNPOOYBaHHA 3a NMOKa3HMKOM
«KinbkicHe BU3HaueHHs. Mponec»
(APY 2.2.25). 3miHuM | TURY - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpPO/b roTOBOrO NiKapcbKoro
3acoby. 3miHa y meToAax
BUMPOOYBaHHA rOTOBOTrO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPKEHNX MeToAax
BUMPOOYBaHHSA) - BHECEHHS
YTOYHEHHS B METOZ, KOHTPOSIO
akocTi /13 3a NoKa3HUKOM
«lgeHTndpikauis. XiHoson»
(3aTBEpAXEHO: po3uunH 3aniza (l1I)
xnopug P, 3anponoHOBaHO: po3ynH
3anisa () xnopug, P2). 3miHn Il
TUny - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOrO J1iKapCbKOro
3aco6y, BK/IHOHYAKUN NPOMDKHWIA
NPOAYKT, L0 3aCTOCOBYETHLCS NpK

3a peyenmom

UA/3647/01/01
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PeecmpayjitiHa npoyedypa

Ymosu

Peknam

Howmep
peecmpayjiliHo2o

n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

BMPOOGHULITBI FOTOBOTO J1iKAPCLKOr0

Bionycky

yBaHHs

nocBi04Y€eHHs1

CaBa Xesckea /114,

3acoby (cyTTeBa 3MiHa y nNpoLeci
BMPOOHMLITBA, AKa MOXe MaTu
iCTOTHWI1 BNMB Ha SKiCTb, 6e3neky Ta
eheKTMBHICTb NMikapCcbKoro 3acoby) -
3MiHa y TexHooriyHoMy npoueci /13,
30Kpema 3MiHa y (pifbTpyBasIbHOMY
e/IeMeHTI Ha cTagji npoTeoniy.
3MmiHu |l TURYy - 3MiHN 3 SKOCTiI.
[oTOBWIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro NikapcbKoro
3acoby. 3miHa napameTpiB
cneumdikauii Ta/abo AonycTUMmX
MEX FOTOBOr0 NiKapCbKoro 3acoby
(3MiHa 3HaxoauTbCA nosa
3aTBEPAXEHVMU AONYCTMUMU
mMexamy cneumdikauiii) - 3miHa
KpUTEepito NPUIAHATHOCTI B
crneundikavii 13 3a NoOKasHWKOM
«Cyxuii 3a/IMLLI0K» 3aTBEPAKEHO:
Bifg 26,000 oo 29,600 mr/mn.
3anponoHoBaHo: Big 14,00 go 23,00
Mr/MA. 3MiHu | Trny - 3miHn 3
AKoCTi. [0TOBWIA Nikapcbknii 3aci6.
KOHTpPO/b roTOBOrO MiKapcbKoro
3acoby. 3miHa napameTpis
cneundikauin Ta/abo gonycTUMmx
MeX roTOBOrO NikapCbKOro 3acoby
(3MiHa 3HaxoauTbCa nosa
3aTBEPMKEHVMN JONYCTUMUMU
Mexamy cneuudikauiii) - 3miHa
KpUTEpIito NPUIAHATHOCTI B
cneuudikayii 13 3a NOKa3HUKOM
«pH». 3aTtBepaxeHo: Big 6,0 no 7,0
3anponoHoBaHo: Big 4,5 0o 7,5
BHECEHHS 3MiH [0 peecTpaLiiiHnX

6e3 peyenma

UA/10212/02/01

307.

NYNbMOBPI3®

MOPOLLIOK AN15
OpP&a/IbHOT CyCNeHsil;
Mo 2 r NOpoLLKY B
cauwe; no 10 a6o 20
calle y KapTOHHilA
ynakoBLi

TOB «MoBi
Xenc»

YkpaiHa

IHais; Mepiton
dapmacstoTikan /174,
YropumHa

mMartepianis: 3miHu | TUNYy - 3MiHK 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrtema
KOHTelHep/3aKkynoptoBasibHUiA 3aci6.
3MiHa y NnepBUHHINA ynakosL
roTOBOrO NiKapCbKOro 3acoby
(sKicHWIA Ta KinbKicHWA cknag) -
TBepai nikapcbki popmm - 3miHa

SAKICHOIO Ta KiJIbKICHOrO cknagy
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
MaTepiany nepBrMHHOT yNakoBKu
(cawe), a came: 3aTBEPAXKEHO:
Printed polyglycinated paper;
3anponoHoBaHo: 12/9/70 um
PET/AL/PE foil.
308. | PAMI TabneTtkn no 5 mr; CaHpo3 CnoBseHig Nek C. A., MNonbua Monblwa BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a peyenmom UA/11299/01/02
CAHAO3® no 10 TabneTtok y dapmacbloTi (BMPOGHMLITBO 3a MaTepianis: BUNpPaB/IeHHSA TEXHIYHOT
6nicTepi; no 3 Kans a.4a. NOBHUM LyKIoM); Jlek C. nomunku gonyuieHoi B MKA 13
6nictepu B A., MonbLa (nakyBaHHs, (3aTBEpaxeHi Hakazom MO3 Ne632
KapTOHHI Kopo6Lyi BMNYCK cepil) Big 11.04.2025): 3atBepaxeHo MKA
N3: BUpO6HWK Ajto40i peyoBuHm
Aarti Industries Limited, India.
MponoHoBaHo MKA J13: BUPOGHWMK
Aitoyoi pevoBnHK Aarti Pharmalabs
Limited, India
309. | PAMIOIPUN- Tabnetkv no 2,5 wr; TOB «TeBa YkpaiHa Mepkne 'm6X, HimeuunHa BHECEHHS 3MiH 10 peecTpaLiitHnx 3a peyenmom UA/16689/01/01
TEBA no 10 TabneTtok y YkpaiHa» HimeuunHa MaTepianis: 3miHu | TMny - 3MiHK
6nicTepi, no 3 abo 6 (BupobHuuTtBo wono 6e3nekn/edpekTMBHOCTI Ta
6nicTepis y KopooLi Hepo3acoBaHoro hapmakoHarnagy (iHwi 3MiHn).
NpoAyKTY, [A03BiN Ha BHeceHO 3MiHW y TEKCT MapKyBaHHS
BUNycK cepil); Mepkie nepBuHHOI (N. 2, 3, 4, 6) Ta
vM6X, HimeuunHa BTOpPUHHOI (N. 2, 11, 12, 17)
(MepBuHHa Ta BTOPUHHA yNaKoBKM /liKapCbKOro 3acoby Ta
ynakoBKa, KOHTPO/1b 3p0o6IEHO HE3HAYHI peaKLiliHi
akocti); HHAC Na6op [- npaBKuW B iHLIMX MYHKTaX TEKCTY
p Xoiicnep 'm6X, MapKyBaHHs. BBeAEHHS 3MiH
HimeyuunHa (JopatkoBa NPOTArom 6-Tv MicALiB nicns
nabopartopis, ska 3aTBEPKEHHS
npuimae yyactb y
KOHTPO/i SIKOCTi)
310. | PAMINPUN- Tabnetkn no 5 mr; TOB «TeBa Ykpaina Mepkne M'm6X, HimeuunHa BHECEHHS 3MiH [J0 peecTpaviiiHnx 3a peyenmom UA/16689/01/02
TEBA no 10 Tabnetok y YkpaiHa» HimeuunHa Marepianis: 3miHu | Tuny - 3miHK
6nicTepi, no 3 abo 6 (Bupo6HuuTBO wopo 6e3sneku/edpekTMBHOCTI Ta
6nicTepis y KOpoobLi Hepo3acoBaHoro hapmakoHarnagy (iHwi 3MiHn).
NpoAyKTY, A03BiN Ha BHeceHO 3MiHW y TEKCT MapKyBaHHS
BUNycK cepir); Mepknie nepBuHHOI (N. 2, 3, 4, 6) Ta
m6X, HimeuunHa BTOpPWHHOI (n. 2, 11, 12, 17)
(MepBuHHa Ta BTOPUHHA yNaKoBKM NiKapCbKOro 3acoby Ta
ynakoBKa, KOHTPO/1b 3p06IEHO HE3HAYHI peakLiliHi
akocTi); HHAC Nla6op [- npaBKun B iHLIMX MYHKTaxX TEKCTY
p Xoiicnep M'v6X, MapKyBaHHsl. BBeieHHS 3MiH
HimeyuunHa (JopatkoBa NPOTArom 6-Tv MicALiB nicns
nabopartopis, saka 3aTBEPKEHHS
npuimae yyactb y
KOHTPO/i AKOCTI)
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
311. | PAMINPUN- Tabnetku no 10 mr; TOB «TeBa Ykpaina Mepkne 'm6X, HimeyunHa BHECEHHS 3MiH 10 peecTpaLiiiHnx 3a peyernmom UA/16689/01/03
TEBA no 10 TabneTok y YkpaiHa» Himeuunna marepianis: 3mMiHu | Tuny - 3miHK
6nicTepi, no 3 abo 6 (BupobHuuTtBo woao 6e3nekn/edpekTBHOCTI Ta
6nictepiB y Kopobui Hepo3ghacoBaHOro hapmakoHarnagy (iHLwi 3MiHK).
NpoAyKTY, A03BiN Ha BHeceHo 3MiHU y TEKCT MapKyBaHHS
BUMYCK cepii); Mepkie nepBuHHOI (M. 2, 3, 4, 6) Ta
v6X, HimeuunHa BTOPUHHOI (n. 2, 11, 12, 17)
(MepBuHHa Ta BTOPUHHA yNakoBKM NiKapCbKoro 3acoby 1a
yMakoBKa, KOHTPO/1b 3p06IEHO He3HAYHI peJaKLiliHi
akocTi); HHAC Na6op A- NpaBKW B iHLWINX MYHKTaX TEKCTY
p Xoiicnep M'v6X, MapKyBaHHsl. BBeieHHS 3MiH
Himeuunna (JopatkoBa npoTArom 6-Tu MicAuiB micns
nab6opaTopis, fka 3aTBEpPKEHHSA
npuiiMae yyactb y
KOHTPO/Ti AKOCTi)
312. | PAMNTEH rENb renb 1%; no40ry "Xemochapm Cepbis B1po6HMK rotosoro Cepbis BHECEHHS 3MiH [JO peecTpaLiiiHnx 6e3 peyenma UA/1785/03/01
Ty6i; no 1 Ty6i y "AL nikapcbKkoro 3acooby, marepianis: 3miHu | Tuny - 3miHu 3
KapTOHHI ynakoBLi nepBrUHHE, BTOPVHHE AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
nakyBaHHSsl, KOHTPO/b KOHTpPO/b roTOBOrO MiKapcbKoro
cepii: "Xemodpapm" A/l 3acoby. 3miHa napameTpis
Bpwau, Biggin cneumdikauii Ta/abo AonycTUMmX
BMpOBHUYA AiNbHULA MEX rOTOBOr0 NiKapcbKoro 3acoby
LLlabau, Cepbis; (iHwWi 3miHW) - JogaBaHHA
Bupo6HuK, iHbopmauii Wwoao nepioguyHoCTI
BiNOBigaNbHWIA 3a TECTyBaHHS 3a NOKa3HNKOM SKOCTi
BUMYCK cepii: «MiHiMa/IbHEe HaNOBHEHHS» Y
«Xemothapm» All, cneumaqikaLii roToBoro nikapcbkoro
Cepbis 3acoby.
MKS (Bepcis eCTD 0001).
313. | PEMEAIA TabneTku, BKpUTI Cimnekc IHais Cimnekc ®apma lMBeT. IHais BHECEHHS 3MiH [J0 peecTpaLiiiHnX 3a peyernmom UA/13896/01/02
0600HkKot0, Mo 500 dapma [BT. nra. marepianis: 3MiHu | Tuny - 3miHK
mr; no 5 abo no 10 nra. wopo 6e3nekn/edhekTMBHOCTI Ta
Tabnetok y 6nictepi; thapmakoHarnagy (iHLwi 3MiHu).
no 1 6nictepy B 3MiHU BHECEHO B TEKCT MapKyBaHHS
KapPTOHHII ynakoBLii yNaKoBKM NiKapCbKoro 3acoby LWoao
3a3HayeHHs MDKHapOAHMX
no3HayYeHb OMHULb BUMIPIOBAHHS.
BBegeHHs 3MiH NpoTsArom 6-tv
MicSILIB NicNs 3aTBEPAKEHHS.
314. | PEMEAIA TabneTku, BKPUTI Cimnekc IHais Cimnekc ®apma MMerT. IHais BHECEHHS 3MiH [J0 peecTpaviiiHnx 3a peyenmom UA/13896/01/01
060n0Hkot0, No 250 ®apma lMBT. nrp. Marepianis: 3miHu | Tuny - 3miHK
mr; no 5 a6o no 10 nra. wopo 6e3sneku/edpekTMBHOCTI Ta

TabneTtok y 6nictepi;
no 1 6nictepy B
KapTOHHI ynakoBLi

hapmakoHarnagy (iHwi 3MiHn).
3MiHN BHECEHO B TEKCT MapKyBaHHs
YNaKOBKM JiKapCbKOro 3acoby Loao
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
3a3HayYeHHs MDKHapOAHMX
no3HayYeHb O4MHULb BUMIPIOBAHHS.
BBegeHHS 3MiH npoTsArom 6-tv
MiCALB Nic/A 3aTBEPAKEHHS.
315. | PEMEAIA TabneTkun, BKpUTI Cimnekc IHAiA Cimnekc ®apwma MB.T. IHAiA BHECEHHS 3MiH [0 peecTpaLjiiiHnX - UA/13897/01/01
o060n0Hkot0, no 250 ®apwma MBT. nra. MaTepianis: 3miHu | TUNy - 3MiHK
mr, in bulk: no 5 nra. wopo 6e3nekv/edpekTMBHOCTI Ta
Tabnetok y 6nictepi thapmakoHarnsgy (iHwi 3MiHn).
no 100 a6o no 200 3MiHV B TeKCTi MapkyBaHHs in bulk y
6nictepiB y 3BSI3KY 3 HEOOXIJHICTIO HAHECEHHS
Kopob6kax; in bulk: no BMMIpIOBaHb OAVHNL Y chopmari
10 TabneTok y cuctemu Sl. Y 3BA3KY 3 LIUM 3MiHU
6nictepi no 50 a6o BHOCATbCSA B po34in "MapkyBaHHA"
no 100 6nicTepiB y MK$A /13. BBeAEHHS 3MiH NPOTAroMm
KOpobKax 6-TV MicALIB NiC/1A 3aTBEPAKEHHS.
316. | PEMEAIA TabneTku, BKpUTI Cimnekc IHAis Cimnekc ®apwma MBsT. IHAis BHECEHHS 3MiH 10 peecTpaLiitHnx - UA/13897/01/02
060/10HKO10, Mo 500 dapma MeT. nra. MaTepianis: 3miHu | TMny - 3MiHK
mr; in bulk: no 5 nra. wono 6e3nekn/edpekTMBHOCTI Ta
Tabnetok y 6nictepi hapmakoHarnagy (iHwi 3MiHn).
no 100 a6o no 200 3MiHM B TEKCTi MapKyBaHHs in bulk y
6nicTepiB y 3BA3KY 3 HEOOXiHICTIO HAHECEHHS
Kopob6kax; in bulk: no BMMIpIOBaHb OAVHULL Y chopmari
10 TabneTok y cuctemun Sl. Y 3BA3KY 3 MM 3MiHU
6nicTepi no 50 abo BHOCATbCSA B po34in "MapkyBaHHA"
no 100 6nicTepiB y MK$A /13. BBeAEHHSA 3MiH NPOTAroMm
KOpobkax 6-TW MiCALB Nic/1a 3aTBEPAKEHHS.
317. | PECUTAP TabneTku, BKpUTI AT "Apamepn Monbwa AT "Apameps dapma” Monbua BHECEHHS 3MiH 1O peecTpaLiiiHnx 6e3 peyenma | nionseae UA/18471/01/01
nAiBKOBOO Papma” mMartepianis: 3miHu | TUny - 3MiHK 3
o6onoHkoto, no 1,5 AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
Mr; no 50 TabneTok (iHWi 3MiHW). BunpassieHHs
B 6nicTepi; no 2 pepakuiiiHoi noMukv B po3gini
6nictepa B 3.2.P.1. Onuc i cknag nikapcbkoro
KapTOHHI Kopo6Lyi 3acoby, Wo nosisrae B 3amiHi
YMCNOBOrO 3HAYEHHS B'A3KOCTI
peyosuHuM lNnpomenosa, 3
BiANOBIAHMMU 3MiHAMU B PO34in
«Cknag» MKA N13. 3MiHV BHECEHO B
IHCTPYKLj0 A58 MegnyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby y
po3ain «Cknag» (40NOMKHI
peyvoBUHM) 3 BiAMOBIAHAMY 3MiHAMU
B TEKCTi MapkyBaHHS YNakoBKu
nikapcbkoro 3acoby. BeefeHHsA 3MiH
npoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS.
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
318. | PE®PAKTO AD niodpinizat gns Mdpaiizep CLWA BUPOBHULTBO Icnanis/ BHECEHHS 3MiH 10 peecTpaLiiiHnx 3a peyenmom UA/15929/01/02
pOo3unHy AnA Eiy.Ci.Mi. niogpinizaTy 3a NOBHUM Himeuunna/ marepianis: 3mMiHu | Tuny - 3miHK
iH ekui no 500 MO, Kopnopeiiw LIMK/IOM; KOHTPO/Tb woao 6e3nekn/edpekTBHOCTI Ta
1 chnakoH 3 H SAKOCTi PO3UYMHHMKA thapmakoHarnagy (iHwi 3miHu) -

nioginizatom y
KomnaekTi 3 1
nonepeaHbLO
HarnoBHEHNM
LUMPULIOM 3
PO3YMHHKKOM no 4
M (HaTpito xopug,
(9 mr/mn), BOAa ons
iH ekuii), 1
ajanTepom gns
thnakoHy, 1
cucTemoro ans
iHdpysii, 2
TamrnoHamm 3i
cnmpTom, 1
nnactupem ta 1
Map/ieBo0
NoAyLLEYKOIO B
KapTOHHI Kopo6Lyi

(okpim gocnigpKeHHs
CUIN TEPTA NOPLLHSA),
BTOPWHHE NakKyBaHHS
PO34YMHHMKA Yy HabIp 3
npenaparom;
BiANoBigabHMIA 3a
BMNYCK cepil:
Baet ®apma C.A,,
Icnanis;

anbTepHaTnBHa
nab6opartopis ans
TecTyBaHHA npenapary
3a NOKa3HUKOM
"CTepubHICTbL":
NabopaTtopisa Bionaob,
C.J1., IcnaHis;

BMPOGHMLTBO
PO34YMHHMKA B LLUNPULAX,
KOHTPO/b AKOCTI
PO3YMHHKIKA:
BetTep ®apma-
®epturyHr rméXx & Ko.
K, HimeuuunHa;

BUPOBHULTBO
PO34YMHHMKA B LLUNpULAX,
KOHTPO/b SIKOCTI
pO34MHHMKa (OKpIM
[OCNigpKeHH:
repMeTUYHOCTI):
BeTtTep ®apma-
®epTuryHr rm6X & Ko.
KI, HimeuunHa;

Bi3yasIbHW KOHTPO/Tb
PO3YMHHVKA, KOHTPO/Tb
AKOCTi PO3YMHHUKA
(okpim gocnigpKeHHs
repMeTUYHOCTI, CUn

3MiHW BHECEHO Y TEKCT MapKyBaHHsI

nepBuHHOI (N. 4, 6) Ta BTOPMHHOI (M.

3, 7, 8, 17) ynakoBKu nikapcbKoro
3aco6y, a TakoX BU/TyYEHO TEKCT
MapKyBaHHA Ans "cTukepa
YKpPaiHCLKOK MOBOIO, L0
HaHOCUTLCS Ha KapTOHHY KOPOGKY".
TepMiH BBEZEHHS 3MiH - NPOTArom
12 micauiB nicns 3aTBepKeHHS.
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

TepTs NOPLUHSA):
Bettep ®apma-
®epTuryHr rm6X & Ko.
KI, HimeuuunHa;

Bi3yasIbHW KOHTPO/Tb
PO34MHHYKA, KOHTPOSb
SAKOCTi PO3YMHHUKA
(mocnigxeHHs
repMeTUYHOCTI, CUIm
TepTsa NopLHSA)):
BetTep ®apma-
®epturyHr NrmeXx & Ko.
KI, HimeyunHa

319.

PE®AKTO A

niodpinizat ans
pO34nHy Ans

iH eKuii no 1000
MO, 1 chnakoH 3
niocpinizatom y
KOMMIekTi 3 1
nonepeHbLO
HanoBHEHNM
LIAPULLOM 3
PO3YMHHMKOM no 4
M/ (HaTpito xnopua,
(9 mr/mn), BOAA ANs
iH ekui), 1
ajanTepom gns
thnakoHy, 1
cucTemMoro Ans
iHQpy3il, 2
TamnoHamm 3i
cnmpTom, 1
nnactupem ta 1
Map/ieBo0
NoAyLUEYKOIO B
KapTOHHI Kopo6Lyi

Mdpaiizep
Eiu.Ci.Mi.
Kopnopeiiw
H

CLWA

BMPOGHMLTBO
niocpinizaTy 3a NOBHUM
LIYKIOM; KOHTPO/Tb
AKOCTi PO3YMHHUKA
(okpim gocnimKeHHs
CUNN TEPTS MOPLLHS),
BTOPWHHE NakKyBaHHSA
pO34MHHMKA Y HabIp 3
npenaparom;
BignoBiganbHWii 3a
BUMYCK cepil:
Baet ®apma C.A,,
Icnanis;

anbTepHaTuBHa
nabopartopia aAns
TecTyBaHHS npenapary
3a NOKa3HKOM
"CTepwbHICTb":
Nab6opatopisa Bionab,
C./., IcnaHis;

BUPOBHULTBO
PO34YMHHMKA B LLUNpULAX,
KOHTPO/b SIKOCTI
PO3YMHHYIKA:
Bettep ®apma-
depTuryHr rm6X & Ko.
KI, HimeuumnHa;

BMPOGHULITBO

Icnanis/
HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
MaTepianis: 3miHu | TMny - 3MiHK
woAo 6e3nekn/epekTnBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) -
3MiHW BHECEHO Y TEKCT MapKyBaHHs

nepBuHHOI (N. 4, 6) Ta BTOPUHHOI (M.

3,7, 8, 17) ynakoBKu NnikapCcbKoro
3aco6y, a TakoX BU/Ty4EHO TEKCT
MapKyBaHHs A/19 "CTukepa
YKpaiHCbKOK MOBOIO, L0
HaHOCUTLCS Ha KAPTOHHY KOPOOGKY".
TepMiH BBEEHHS 3MiH - NPOTArom
12 micsuiB nicns 3aTBepaKeHHS.

3a peyernmom

UA/15929/01/03
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

PO3YMHHMKA B LLINPULAX,
KOHTPO/b AKOCTI
PO34YMHHMKA (OKpIM
OOCNiMKEHHA
repMeTUYHOCTI):
BetTep ®apma-
®epturyHr NrmeXx & Ko.
K, HimeuuunHa;

Bi3ya/lbHWIA KOHTPO/b
PO34YMHHIMKA, KOHTPOSIb
AKOCTi PO3YMHHUKA
(okpim gocnimKeHHs
repMeTUYHOCTI, CUn
TepTs NOpLUHSA):
BeTtTep ®apma-
®epTuryHr rm6X & Ko.
KI, HimeuunHa;

Bi3yasIbHW KOHTPO/Tb
PO3YMHHVKA, KOHTPO/Tb
AKOCTi PO3YMHHUKA
(mocnimpKeHHs
repMeTUYHOCTI, CUn
TepTs NOPLUHSA)):
Bettep ®apma-
®epTuryHr rm6X & Ko.
K, Himeyunxa

320.

PE®AKTO A®

niodpinizat ana
PO34nHyY Ans

iH eKUii no 2000
MO; 1 chnakoH 3
niodpinizatom y
KOMMekTi 3 1

Mdpaiizep
Eiu.Ci.Mi.
Kopnopeiiw
H

CLWA

BMPOGHMLTBO
niocpinizaTy 3a NOBHUM
LIMK/TIOM; KOHTPO/1b
AKOCTi PO3YMHHMKA
(okpim gocnimpKeHHs
CUIN TEPTA NOPLLHSA),

Icnanis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpavLiiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK
wopo 6e3snekv/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -

3MiHW BHECEHO Y TEKCT MapKyBaHHs

nepBuHHOI (N. 4, 6) Ta BTOPUHHOI (M.

nonepeaHbLo BTOPUHHE NMaKkyBaHHA 3, 7, 8, 17) ynakoBKu NikapCbKoro
HaroBHEHUM PO34MHHMKA Y Habip 3 3aco0y, a TakoX BUyYEHO TEKCT
LUNPULLOM 3 npenaparom; MapKyBaHHA 4114 "cTukepa
PO3UYNHHWUKOM MO 4 BiANoOBiAaIbHMI 3a YKparHCbKOK MOBOIO, L0

M/ (HaTpito xnopua, BUNYCK cepil: HaHOCUTLCS Ha KapTOHHY KOpPOGKY".
(9 mr/mn), Boga ans Baet dapma C.A., TepMiH BBEAEHHS 3MiH - NPOTATOM
iH ekuin), 1 Icnanis; 12 micsuis nicns 3aTBEpAXKEHHS.
afiantepom Ans

thnakoHy, 1 albTepHaTuBHa

cMcTemoro Ans nabopartopia Ans

iHy3ii, 2 TECTyBaHHA npenapary

3a peyenmom

UA/15929/01/04
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep

peecmpayjiliHo2o

nocBi04Y€eHHs1

TamnoHamm 3i
cnmpTom, 1
nnactupem ta 1
mMapneBsoto
noAyLLEeyKow B
KapTOHHI Kopo6Lyi

3a NOKa3HUKOM
"CTepubHICTL":
NabopaTtopis bionab,
C.J1., IcnaHisi;

BMPOGHMLTBO
PO3YMHHMKA B LLINPULAX,
KOHTPO/b AKOCTI
PO3YMHHYIKA:
BeTtTep ®apma-
®epTuryHr rm6X & Ko.
KI, HimeuunHa;

BMPOGHMLTBO
PO3YMHHMKA B LLINPULAX,
KOHTPONb SIKOCTI
PO3UYMHHMKA (OKPIM
OOCNioKEHHs
repMeTUYHOCTI):
Bettep ®apma-
®epTuryHr rm6X & Ko.
KI, HimeuuunHa;

Bi3yasIbHW KOHTPO/Tb
PO34YMHHYKA, KOHTPOSb
SAKOCTi PO3YMHHUKA
(oKpiM poCnimHKEHHSs
repMeTUYHOCTI, CUIm
TepTs NOpPLUHSA):
BetTep ®apma-
®epturyHr NrmeXx & Ko.
K, HimeuuunHa;

Bi3ya/lbHWIA KOHTPO/b
PO34YMHHIMKA, KOHTPOSIb
AKOCTi PO3YMHHUKA
(socnimkeHHs
repMeTUYHOCTI, CUn
TepTs NopLHsA)):
BeTtTep ®apma-
®epTuryHr rm6X & Ko.
KI, HimeyunHa

321.

PE®AKTO AD

niodpinizat ans
PO34KHyY Ans
iH ekuii no 3000

Mdpaiizep
Eiiy.Ci.Mi.
Kopnopeiiw

CLWA

KOHTPO/b SIKOCTi Npu
BWMYCKy Cepiil Ta npu
LOCTiMKEHHI

Icnanis/
HimeuunHa

BHECEHHS 3MiH [JO peecTpaLiiiHnx
mMarepianis: 3MiHu | TRy - 3miHK
woao 6e3nekn/edpeKTMBHOCTI Ta

3a peyenmom

UA/15929/01/05
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
MO; 1 nonepeaHbO H cTabinbHOCTI, thapmakoHarnagy (iHwi 3miHu) -
HamnoBHEHWIA LWNpwL, MapKyBaHHSl, BTOPUHHE 3MiHV BHECEHO Y TEKCT MapKyBaHHS
i3 niogpinizatom y nakyBaHHs, BUMYyCK nepBuHHOI (N. 4, 6) Ta BTOPMHHOI (M.
BEPXHiil kamepi Ta cepi: 3, 7, 8, 17) ynakoBKu NikapcbKoro
PO3YMHHUKOM NO 4 Baet ®apma C.A,, 3aco6y, a TakoX BU/TyYEHO TEKCT
MY HUXHI Kamepi, Icnanis; MapKyBaHHS 4715 "cTukepa
1 wroK nopLuHsa, 1 YKpPaiHCLKOK MOBOIO, L0
cuctema gns BMPOGHMLTBO HaHOCUTLCS Ha KapTOHHY KOPOG6KY".
iHdpy3ii, 2 TamnoHK nikapcbKoro 3acooby, TepMiH BBEZEHHS 3MiH - NPOTArom
3i cnuptom, 1 KOHTPO/1b SIKOCTI: 12 micauiB nicns 3aTBepKeHHS.
nnacTtup, 1 mapnesa Bettep ®apma-
nofyteyka ta 1 ®epTuryHr rm6X & Ko.
KOBMa4yoK y KI, HimeuumnHa;
KapTOHHI Kopo6Lyi
Bi3yasIbHWI KOHTPO/Tb
nNiKapcbKoro 3acooby,
KOHTPO/b AKOCTI
nikapcbKoro 3acoby:
BetTep ®apma-
®epTuryHr rm6X & Ko.
KI, HimeuunHa;
Bi3yasIbHW KOHTPO/Tb
nikapcbKoro 3acooby,
KOHTPONb SIKOCTI
nikapcbKoro 3acoby:
BetTep ®apma-
®epturyHr rméXx & Ko.
K, HimeuuunHa;
Bi3ya/lbHWIA KOHTPO/b
nikapcbKoro 3acoby:
BetTep ®apma-
®epturyHr NrmeXx & Ko.
KI, HimeuunHa
322. | PE®PAKTO AdP niodpinizat ans Mdpaiizep CLWA BMPOGHMLTBO Icnanis/ BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a peyernmom UA/15929/01/01
pPO34nHy Ans EiAy.Ci.Mi. niocpinizaTy 3a NOBHUM HimeyuunHa MaTepianis: 3miHu | TUny - 3MiHK
iH ekui no 250 MO, Kopnopeiiw LIYKIOM; KOHTPO/Tb woAo 6e3nekn/epekTnBHOCTI Ta
1 chnakoH 3 H SAKOCTi PO3UYMHHUKA hapmakoHarnagy (iHwi 3miHn) -

niocpinizatom y
KOMMeKTi 3 1
nonepeHbLO
HanoBHEHNM
LIAPULLOM 3
PO3YMHHKKOM No 4

(okpim gocnimKeHHs
CUNN TEPTS MOPLLHS),
BTOPWHHE NakKyBaHHSA
pO34MHHMKA Y HabIp 3
npenaparom;
BignoBiganbHWii 3a

3MiHV BHECEHO Y TEKCT MapKyBaHHs
nepBuHHOI (N. 4, 6) Ta BTOPUHHOI (M.
3,7, 8, 17) ynakoBKu nikapcbKoro
3aco6y, a TakoX BU/Ty4EHO TEKCT
MapKyBaHHs A/19 "CTukepa
YKpaIHCbKOK MOBOH), L0
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1

M/ (HaTpito xnopua, BUMYCK cepil: HaHOCUTLCS Ha KAPTOHHY KOPOOKY".

(9 mr/mn), BOAa ANs BaeT ®apma C.A,, TepMmiH BBEEHHS 3MiH - NPOTArom

iH ekuin), 1 IcnaHis; 12 micsyiB nicns 3aTBEPAXKEHHS.

ajanTepom gns

thnakoHy, 1 anbTepHaTuBHa

cmcTemoro Ans nabopartopis aAns

iHQpy3il, 2 TecTyBaHHs npenapary

TamnoHamm 3i 3a MOoKa3HMKOM

cnupTom, 1 "CTepunbHicTb":

nnactupem Ta 1 Nab6opatopisa Bionab,

MapeBsolo C./., IcnaHis;

NoAyLUEYKOIO B

KapTOHHI Kopo6Lyi BUPOBHULTBO

PO34YMHHMKA B LUNpULAX,
KOHTPO/b AKOCTI
PO3UYMHHKKA:
Bettep ®apma-
®epTuryHr rm6X & Ko.
KI, HimeuuunHa;

BMPOGHMLTBO
PO3YMHHMKA B LLINPULAX,
KOHTPO/b AKOCTI
PO34YMHHMKA (OKpIM
LOCNiMKEHHA
repMeTUYHOCTI):
BetTep ®apma-
®epturyHr rméXx & Ko.
K, HimeuuunHa;

Bi3ya/lbHWIA KOHTPO/b
PO34YMHHIMKA, KOHTPOSIb
AKOCTi PO3YMHHUKA
(okpim gocnimKeHHs
repMeTUYHOCTI, CUn
TepTs NOpLUHSA):
BeTtTep ®apma-
®epTuryHr rm6X & Ko.
KI, HimeuunHa;

Bi3yasIbHW KOHTPO/Tb
PO3YMHHVKA, KOHTPO/Tb
AKOCTi PO3YMHHUKA
(mocnimkeHHs
repMeTUYHOCTI, CUn
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

TepTs NOPLUHSA)):
Bettep ®apma-

®epTuryHr rm6X & Ko.

KI', HimeuynHa

323.

PUHOMICTUH®

Kpanni HasasbHi,
po3uuH, 0,05 %/0,01
% no 10 MmNy
oNakoHi 3
KparnesibHuLeto, no
0fiHOMY (h/1aKOHY B
KapTOHHIN nauui

KHBMIM
"ICHA"

Ykpaina

BMNYCK cepil:
TOB "BANIAPTIH
PAPMA",
YKpaiHa;
BVMPOGHMLTBO,
nakyBaHHSsl, KOHTPO b
AKOCTI:

AT "®APMAK",
YkpaiHa

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHnX
mMartepianis: 3miHu | TUNY - 3MiHK 3
sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYIOTbCA
BUMYCKY Cepii Ta KOHTPO/IKO AKOCTI
rOTOBOTO JliKapCbKOro 3acoby
(3amiHa abo foaaBaHHSA BUPOGHMKA,
Lo BignoBigae 3a BBe3eHHA Ta/abo
BWMYCK cepii) - He Bktovaroun
KOHTPO/b/BMNPO6YBaHHSA cepil -
3miHa BMpPOOHUKa, LU0 BiANOBIAAE 3a
Bunyck cepii M3 i3 AT «®APMAK»,
YkpaiHa Ha TOB "BAJTAPTIH
PAPMA", YkpaiHa. Takox
po3nmncaHo OYHKLii 3aTBEPAYKEHOTO
BUpoGHMKa AT «®APMAK», YkpaiHa
(BUPOGHMLTBO, NaKyBaHHS,
KOHTPO/Ib SKOCTi). 3MiHN BHECEHO B
po3ainu "BupobHuk" Ta
"Micue3HaxokeHH BUPOOGHMKa Ta
agpeca Micus NpoBaKeHHs oro
OiSNIbHOCTI" B IHCTPYKU,it0 ANns
MeAMYHOro 3acTOCyBaHHSA
NiKapcbKoro 3acoby Ta sk HacnigokK -
BifNOBiAHI 3MiHW Y TEKCTi
MapKyBaHHsS1 NepBUHHOI (M. 5) Ta
BTOPUHHOI (n. 11, 17) ynakoBku
nikapcbkoro 3acoby LoAo
BUPOGHMKA. BBEAEHHA 3MiH
nNpoTArom 6-T1 MicAUIB micns
3aTBepKeHHA. 3MiHu | Tuny - 3MiHn
3 iKOCTi. FoTOBWMIA Nnikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbKoro
3aco6y (iHLWi 3MiHW) OHOBNIEHHS BXe
3aTBEPMXEHNX METOZAIB KOHTPOSIO
akocTi 13, a came BUKIadeHHSA
TEKCTY iep>XaBHO0 MOBOIO 3rigHO
Cy4acHWX BUMOT.

6e3 peyenma

He
niosnsicae

UA/14094/01/01

324.

PUHOMICTUH®

Kpanni HasasbHi,
po3umH, 0,1 %/0,01

KHBMI
"ICHA"

YkpaiHa

BUPOGHMLTBO,
nakyBaHHs1, KOHTPO/b

YKpaiHa

BHECEHHS 3MiH A0 peecTpaLiiHNX
marepianis: 3MiHu | Tuny - 3miHn

6e3 peyenma

UA/14095/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

%, no 10 MmNy
pnakoHi 3
KpanesibHuueto; no 1
hNakoHy B
KapTOHHIN nauui

AKOCTI:
AT "®APMAK", YKpaiHa,;
BMNYCK Cepil:
TOB "BAJIAPTIH
PAPMA", YkpaiHa

wopo 6e3sneku/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHNX AaHuX Npo
cuctemMy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO
cuctemy dhapmakoHarnsgy, smiHa
YNOBHOBaXEHOI 0Ccobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KOHTakTHoi 0cobm
3 (hapmakoHarnagy 3asBHuKa ans
3fificHeHHs chapmakoHarnsgy B
YkpaiHi, SKLL0 BOHA BiAMIHHA BiJ
YNOBHOBAaXEHOI 0CcobY,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsgy (Bkaovaoum
KOHTaKTHi flaHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-ghaiina cnctemm
thapmakoHarnagy) 3miHa
YNOBHOB&XXEHOT 0COOU 3aABHUKA,
BiANOBIAaUIbHOI 3a hapmakoHarnag.
[itoua pepakuis: TkaveHko TeTsHa
MeTpiBHa. MponoHoBaHa pefakuis:
CaBueHko Hatanis BitaniisHa.
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0COOU 3aABHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
3MiHa HoMepa macTep-ghaiina
cucTeMu dpapmakoHarnsgy.

325.

PUHOMICTUH®

Kpanni HasasbHi,
po3uuH, 0,05 %/0,01
% no 10 MmNy
pNakoHi 3
KparnesibHuLeto, no
0fiHOMY (h/1aKOHY B
KapTOHHIN nauui

KHBMIM
"ICHA"

YkpaiHa

BMMYCK cepii: TOB
"BAJIAPTIH ®APMA",
YKpaiHa; BUpOOHULTBO,
nakyBaHHs1, KOHTPO/1b
akocti: AT "PAPMAK",

YkpaiHa

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLiiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK
wopo 6e3snekv/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3ara/lbHEHUX JaHuX npo
cucTtemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHUX Npo
cuctemy chapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0Ccoby,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KOHTakTHoi 0cobm
3 thapmakoHarnsgy 3asBHuKa Ans
3fificHeHHs chapmakoHarnsgy B
YKpaiHi, AKWO BOHA BiAMIHHA Bif,
YNOBHOBAaXEHOI 0Ccobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA

thapmakoHarnsgy (Bknrovaruu

6e3 peyenma

UA/14094/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep

peecmpayjiliHo2o

nocBi04Y€eHHs1

326.

PUTMOKOP®

KOHTaKTHi flaHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) 3miHa
YNOBHOB&XXEHOT 0COOU 3aABHUKA,
BiANOBIAaUIbHOI 3a hapmakoHarnag.
[itoua pepakuis: TkaveHko TeTsHa
MeTpiBHa. MponoHoBaHa pefakuis:
CaBueHko Hatanis BitaniisHa.
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0COOU 3aABHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
3MiHa HoMepa macTep-ghaiina
cucTeMu dpapmakoHarnsgy.

Kkancynu, no 12
Kancyn y énictepi;
no 4 abo 5 6nictepis
y nauui; no 12
Kancyn y énictepi

TOB
"®apmauesT
nyHa
KOMMaHis
"®apKoC"

Ykpaina

TOB "®apmaueBTnyHa
KomMnaHis “"®apKoC"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK
wopo 6e3snekv/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3ara/lbHEHUX JaHux npo
cucTemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO
cuctemy chapmakoHarnagy, amiHa
YNOBHOBAaXEHOI 0Ccoby,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KOHTakTHoi 0cobm
3 thapmakoHarnsgy 3asBHuKa Ans
3fificHeHHs chapmakoHarnsgy B
YKpaiHi, AKWO BOHA BiAMIHHA Bif,
YNOBHOBaXEHOI 0Ccoby,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
thapmakoHarnagy (Bkiovaroum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnaga.
[litoua pepakuin: Tep-CapkicoBa
Onbra barparisHa. MponoHoBaHa
pepakuis: KyTHsik Biktop Masnosuy.
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
3MiHa MicLle3HaxoMKeHHSA MacTep-
(paiina cuctemun chapmakoHarnsgy
Ta lioro Homepa. 3miHa micus
3/iiCHEHHS1 OCHOBHOI AiANIbHOCTI 3

6e3 peyenma

UA/3122/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

327.

PUTMOKOP®

chapmakoHarnsgy.

PO3YMH ANS iH'EKLi,
no 5 mn B amnyi;
no 5 amnyny
6nictepi; no 2
6nicTepu y nauui 3
KapTOHY

TOB
"®apmauesT
nyHa
KOMMaHis
"®apKoC"

Ykpaina

BTOPVHHE MaKyBaHHS,

KOHTPO/b, BUNYCK Cepil:

TOB "®apmaueBTuyHa
KoMmnaHis ®apKoC",
YKpaiHa; BUPO6HUK in
bulk, nepsuHHe,
BTOPUHHE NakyBaHHS,
KOHTPO/b Cepil:
MpuBaTHE aKuioHepHe
TOBapUCTBO "“J1eKxim-
Xapkis", YkpaiHa

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLiiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK
wopo 6e3sneku/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3ara/lbHeHUX JaHux npo
cucTtemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHUX Npo
cuctemy chapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0Ccoby,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KOHTakTHoi 0cobm
3 thapmakoHarnsgy 3assHuKa Ans
3fificHeHHs chapmakoHarnsgy B
YKpaiHi, AKWO BOHA BiAMIHHA Bif,
YNOBHOBaXEHOI 0Ccoby,
BIANOBIAA/IbHOI 3@ 34iiCHEHHS
thapmakoHarnagy (Bkitovaroum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarniag.
[litoua pepakuin: Tep-CapkicoBa
Onbra barparisHa. MNMponoHoBaHa
pepakuis: KyTHsik Biktop MasnoBuy.
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
3MiHa MicLle3HaxoMKeHHSA MacTep-
(paiina cuctemun chapmakoHarnsgy
Ta lioro Homepa. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnagy.

3a peyenmom

UA/3122/02/01

328.

PUTMOKOP®
DOPTE

Tabnetku; no 10
Tabnetok y 6nictepi;
no 3 a6o 5 6nictepis
y nauuj

TOB
"®apmauesT
nyHa
KOMMaHis
"®apKoC"

YkpaiHa

TOB "®apmaueBTuyHa
KomMnaHis "®apKoC"

YKpaiHa

BHECEHHS 3MiH A0 peecTpaLiiHNX
MaTepianis: 3miHu | TUNy - 3MiHK
wono 6e3nekn/epekT1BHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3ara/ibHEHNX JaHuX Npo
cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX Npo
cuctemy hapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 32 34iCHEHHS

chapmakoHarnsy; KoHTakTHoi 0co6u

bes3 peyenma

UA/3122/03/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
3 (hapmakoHarnagy 3asBHuKa ans
3fificHeHHs chapmakoHarnsgy B
YkpaiHi, SKLL0 BOHa BiAMIHHA BiJ
YNOBHOBaXEHOI 0Ccoby,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsgy (Bkaovaoum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-ghaina cuctemm
thapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0COOU 3aABHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
[itoua pepakuis: Tep-CapkicoBa
Onbra BarparisHa. MNMponoHoBaHa
pepakuisi: KyTHsik Biktop Masnosuy.
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0COOU 3aABHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
3MiHa MicLe3HaxoMKeHHs MacTep-
(paiina cuctemn chapmakoHarnsgy
Ta lioro Homepa. 3miHa micus
3[iiCHEHHS] OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy
329. | PUILMHOBA onis opasibHa no 30 MPAT Ykpaina BignoBigaIbHMIA 3a YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHnX 6e3 peyenma UA/9198/01/01
onid raéono 100ry "®ITOPAPM BVMPOGHWLTBO, NEPBUHHE martepianis: 3miHu | Tuny -
hnakoHax " nakyBaHHs1, KOHTPO/1b AAMIHICTpaTVBHI 3MiHW. 3MiHa
SKOCTi Ta BUMYCK cepii: HaliMeHyBaHHS Ta/abo agpecu micus
MPAT «®ITODAPM», NPOBaKeHHA Aif/IbHOCTI
YkpaiHa; BMpo6HUKa/iMnopTepa rotToBoro
BiANoOBiAaIbHMI 3a nikapcbKoro 3acoby, BkIoYaoum
BVMPOGHWLTBO, NEPBUHHE AinbHUUI BUNYyCKy cepii abo micue
nakyBaHHS Ta KOHTPO/b NPoBeEHHA KOHTPOJIIO SKOCTI.
SIKOCTI: (@isinbHICTb, 3a Ky BigNoBigae
TOB "®apma Yepkac” BMPOGHUK/iMNOpPTEp, He BKIKYakum
YkpaiHa; BWMYCK Cepiii) - 3MiHa aapecu
BignoBigaIbHMIA 3a BMpo6HMKa TOB "dapma Yepkac”,
BUNYCK cepii, He YkpaiHa, BiAnoBiganbHoro 3a
BK/THOHAIOUM BMPOGHWLTBO, NEPBMHHE NakKyBaHHS
KOHTPONb/BUNPOGYBaHHS Ta KOHTPO/b SKOCTi, 6€3 3MiHM MicLs
cepii: BMPOGHMLITBA.
MNPAT "®ITOPAPM",
Ykpaina
330. | PO3BATOP TabneTku, BKpUTI CaH IHais CaH ®apmacbloTvkan IHais BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a peyernmom UA/13374/01/02
06010HKO0 No 20 PapmacboT IHpacTpi3 Nimites mMarepianis: BUNPaBAeHHS TEXHIYHOI
Mr; 10 7 TabneTok y vKan MOMWJIKW, MOB’A3aHO 3 HEKOPEKTHUM
6nictepi, no 4 IHOacTpi3

nepeHeceHHsM iHhopmau,i 3
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

6nictepu B
KapTOHHI Kopo6Lyi

Nimitepn

mMartepianis BUPO6HMKA [0 METOLIB
KOHTPO/IH0, AONYLLEHHS MOMWU/IKA Y
nokasHuKy «lgeHTudikauis: TutaHy
Aiokeuay» He NpaBW/bHO BKkasaHa
KMCNOTa, WO A0AAETLCS NPY AKICHIN
peakujii; JonyLieHa nomuska y
nokKasHuky «laeHTudikauin: 3aniza
OKCUA» - HE MPaBUILHO 3a3HaYEHW
06’€M X/10pMCTOBOAHEBOI KNC/IOTK
KOHLLEHTPOBAHOI B SIKICHIl peakuii Ha
3ai30; gonylieHa noMuaka y
MOKa3HUKY «PO3UYNHEHHA» - HE
npasw/IbLHO 3a3HavyeHa HaBaxKa
TpUHaTPIto uMTpaTy avrigparty ans
NMpUroTyBaHHA cepeaosuLia A
PO3YMHEHHS.

331.

PO3BATOP

TabneTkn, BKPUTI
o6onoHkoto no 10
Mr; N0 7 TabneTok y
6nicTepi, no 4
6nictepu B
KapTOHHI Kopo6Lyi

CaH
dapmacboT
nkan
IHAacTpi3
Nimiteg

IHgis

CaH ®apmMacboTuKa
IHoacTpi3 flimites

IHais

BHECEHHS 3MiH [0 peecTpavLiiiHnX
MaTepianis: BUNPaB/IeHHSA TEXHIYHOT
NOMWJIKW, MOB’A3aHO 3 HEKOPEKTHUM

nepeHeceHHaM iHdopmaii 3
marepianis BUPO6HMKA 10 METOAiB

KOHTPOJI10, AONYLLEHHS NOMWUJIKA Y
nokasHuky «lgeHTudikauis: Tutany

Aiokeuay» He NpaBW/bHO BKkasaHa
KMUCNOTa, L0 AOAAETLCA NPY SKICHIl

peakuji; gonyLieHa nomuska y
nokKasHuky «laeHTudikauin: 3aniza
OKCUA» - He NPaBWU/IbHO 3a3HaYeHW
06’€M X/10pMCTOBOAHEBOI KNC/IOTK
KOHLEHTPOBaHOI B SIKICHI peaku,ii Ha
3as1i30; fonyLeHa nomuska y
NOKa3HWNKY «PO3YNHEHHS» - He
npasw/IbLHO 3a3HaveHa HaBaKa
TpUHaTpIto LuMTpaTy gurigpaty ans
NpUroTyBaHHA cepefoBuLLa Ans
PO3UYMHEHHS.

3a peyenmom

UA/13374/01/01

332.

CArinia®

Tabnetku no 1 mr,
no 10 TabneTtok y
6nicTepi; no 3
6nictepu y
KapPTOHHI KOpooL,i

Megpokemi
nTa

Kinp

BUPOGHMLITBO rOTOBOrO
NiKapcbKoro 3acooy,
NepBrHHE Ta BTOPUHHE
nakyBaHHSs, KOHTPO b
SIKOCTi, BUMYCK cepii:
Megokemi Nimiteq, Kinp;

BUPOGHMLITBO FOTOBOIO
nikapcbKoro 3acoby,

Kinp/
MopTyranis

BHECEHHS 3MiH 10 peecTpavLintHnx

mMartepianis: 3miHu | TUny - 3MiHK 3

AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHW Y BUPOGHULITBI. 3MiHa

iMnopTepa/3miHu, L0 CTOCYIOTbCS

BUMYCKy cepii Ta KOHTPOJIK SIKOCTI
roTOBOrO JliKapCbKOro 3acoby

(3amiHa abo AofaBaHHA AiNTbHUL,

Ha sKili 30jNCHI0ETLCS

3a peyenmom

UA/18155/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
nepBuHHE Ta BTOPUHHE KOHTPO/1b/BUNPOBYBaHHSA cepii) -
nakyBaHHs1, KOHTPO/1b [oAaBaHHA AibHUL, Ha KR
AKOCTI: 3[iACHIOETLCS KOHTPOJb AKOCTI
Lenopbic Mepokemi Nimites, Kinp. 3miHn |
dapmacstotikanc NTA, MRy - 3MiHK 3 skocTi. FoToBMiA
Kinp; nikapcbkuii 3aci6. 3MiHn y
BMPO6GHULTBI. 3amiHa abo BBeAEHHSA
BMPOGHMLITBO rOTOBOIO [04AaTKOBOT AiNbHULI BUPOBGHMLTBA
nikapcbKoro 3acoby, NS YacTvHM abo BCbOro
nepBUHHe Ta BTOPVHHE BMPOGHMYOro npoLecy rotoBoro
nakyBaHHs1, KOHTPO/1b NiKapcbKoro 3acoby (AinbHMLSA, Ha
AKOCTI: AKili NpoBOAATLCA Oy Ab-AKi
Ip6edpap - IHaacTpia BUPOGHMYI CTagji, 3a BUHATKOM
dapmacbtoTika, C.A., BUNYCKY CepilA, KOHTPO/IO SIKOCTI,
MopTyranis NepPBUHHOTO Ta BTOPVHHOIO
nakyBaHHs1, 419 HECTePUbHUX
nikapcbkux 3aco6iB) fofaBaHHS
OiNbHWL| 418 BUPOOHMLTBA rOTOBOrO
nikapcbkoro 3acoby Megokemi
Nimiteg, Kinp.
333. | CANIUANOBA Ma3b 10 % no 25ry MpAT Ykpaina MpAT ®apmaueBTnyHa YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnX 6e3 peyenma UA/6683/01/03
MA3b KOHTelHepax; no 20 dapmaueBT thabpuka "Biona" MaTepianis: 3miHu | TUny - 3MiHK
r abo 25 ry tyb6ax; NyHa wozo 6e3snekn/edhekTMBHOCTI Ta
no20ra6omno25ry thabpuka hapmakoHarnagy (iHwi 3miHn) -
Ty6i; no 1 1y6i B "Biona" 3MiHW BHECEHO Y TEKCT MapKyBaHHs
nauuj; no 20 r abo nepBuHHOT (N. 17) Ta BTOPUHHOT (.
no 25 ry tybax 16, 17) ynakoBOK NiKapCbKOro
namiHatHux; no 20 r 3ac00y; TakoX 3 TEKCTY MapKyBaHHs
a6o no 25 ry Ty6i BTOPWHHOI YNaKoBKW BUTYYEHO
namiHarHiii; no 1 iHchopmawito, 3a3HayeHy pociicbko
Ty6i B nauwi MOBOI0. TepMiH BBEEHHS 3MiH
npoTArom 6 micsuis nicns
3aTBEPAKEHHS.
334. | CANMILUNIOBA Masb 2% no25ry MpAT YkpaiHa MpAT dapmaveBTUyHa YkpaiHa BHECEHHS 3MiH 10 peecTpavLintHnx 6e3 peyenma UA/6683/01/01
MA3b KOHTeliHepax; no 20 dapmaueBT (pabpuka "Biona" MaTepianis: 3miHu | TMny - 3MiHK
rabo 25 ry Tybax; nyHa wono 6e3nekn/edpekTMBHOCTI Ta
no20ra6omno25ry habpuka thapmakoHarnagy (iHwi 3MiHu) -
Ty6i; no 1 Ty6i B "Biona" 3MiHV BHECEHO Y TEKCT MapKyBaHHS

nauuj; no 20 r abo
no 25 ry ty6ax
namiHaTHux; no 20 r
abo no 25 ry Ty6i
namiHartHiii; no 1
Ty6i B nauu,i

nepsBuHHOT (M. 17) Ta BTOPUHHOI (M.
16, 17) ynakoBOK NiKapCbKoro
3ac00y; TakoX 3 TEKCTY MapKyBaHHs
BTOPMHHOI YNaKoBKWN BU/Ty4YEeHO
iHchopMmaLito, 3a3HaueHy pocilicbKoto
MOBOI. TepMiH BBEAEHHS 3MiH
npoTarom 6 micsuis nicas
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
3aTBEPKEHHS.
335. | CANIUNNOBA Masb 5 %; no25ry MpAT Ykpaina MpAT ®apmaueBTNYHa YkpaiHa BHECEHHS 3MiH 40 pPeecTpaLiiHnX 6e3 peyenma UA/6683/01/02
MA3b KOHTelHepax; no 20 dapmaueBT thabpuka "Biona" MaTepianis: 3miHu | TUNy - 3MiHK
r abo 25 ry tybax; N4Ha wopo 6e3sneku/edpekTMBHOCTI Ta
no20ra6omno25ry thabpuka thapmakoHarnsgy (iHwi 3MiHn).
Ty6i; no 1 Ty6i B "Biona" 3MiHV BHECEHO Y TEKCT MapKyBaHHSA
naJui; no 20 r abo nepBuHHOI (M. 17) Ta BTOPUHHOI (.
25 ry Ty6ax 16, 17) ynakoBOK NiKapCbKoro
namiHatHux; no 20 r 3ac00y; TakoX 3 TEKCTY MapKyBaHHSA
a6o no 25 ry Ty6i BTOPWHHOI YNakoBK/ BUTYyYEHO
namiHaHTHIl; no 1 iHhopmawito, 3a3Ha4YeHy POCINCbKO
Ty6i B nayuj MOBOI0. TepPMiH BBELEHHS 3MiH -
npoTAarom 6 Micsuis nicns
3aTBEPKEHHS.
336. | CAHAKCOH - NMopoLLIoK AN CeHc IHais CeHc Jlabopartopic IMBT. IHais BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a peyernmom UA/18011/01/01
1000 PO34unHy ans Na6opaTopi nra. MaTepianis: 3miHu | TUny - 3MiHK
iH ekuid, no 1000 wr, c MNet. /It4. wozo 6e3nekn/edhekTMBHOCTI Ta
no 1 cpnakony y thapmakoHarnagy (iHwi 3MiHu).
KapTOHHI ynakoBL,i OHOB/IEHHS TEKCTY MapKyBaHHS
NepBWHHOT Ta BTOPUHHOI YNakoBOK
nikapcbKkoro 3aco6y. TepMiH
BBE/IEHHS 3MiH - NPOTArom 6 micsLis
nicns 3aTBpepKeHHs.
337. | CAPOTEH TabneTku, BKpUTI NyHp6ek [JaHis BUPOBHULTBO [aHia BHECEHHS 3MiH [JO peecTpaviiiHnx 3a peyenmom He UA/2207/01/02
N1iBKOBOIO Ekcnopt A/C Hepo3acoBaHoro marepianis: 3MiHu | Tuny - 3miHK nionszae
o060n0oHkoto, no 25 NpoAykKTy, NepBrHHE Ta oo 6e3nekn/edpekTBHOCTI Ta
Mr, no 100 TabneTok BTOPVHHE NakKyBaHHS, thapmakoHarnagy (iHwi 3MiHu) -
y N1acTUKOBOMY BUMYyCK cepili: X. 3MiHN BHECEHO B IHCTPYKLiO An15
KOHTelHepi; no 1 Nynpbek A/C, faHis; MeZJMYHOro 3aCTOCyBaHHS
naacTUKOBOMY BunpobyBaHHsA 3a nikapcbKoro 3acoby Ao po3zinis
KOHTelHepy B NOKa3HUKOM "Oco6nMBOCTI 3aCTOCYBaHHA" Ta
KapTOHHI Kopo6Lyi «MikpobionoriyHa "Mo6iyHi peakwyii" BigNOBIgHO
ynuctoTax: EypodiHe iHbopmauii woao 6esneku
Biochapma MNpopgakT 3aCTOCYBaHHSA Ail040i peYoBUHN
TecTiHr Jenmapk A/C, 3rigHo pekomeHgauii PRAC.
[JaHis BBefeHHSA 3MiH NPOTATroM 6-Tn
MicsILLiB NicNs 3aTBEPAKEHHS.
338. | CUHTOMILUVH cynosuTopii MAT YkpaiHa MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a peyenmom UA/0268/01/01
BariHasbHi o 0,25r, | "MoHdapm" mMartepianis: 3miHu | TUny - 3MiHK 3

no 5 cynosnTopiis y
CTpuni; No 2 CTpunu
B MauLi 3 KapTOHYy

AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
KOHTpO/Ib rOTOBOrO MiKapCbKoro
3acoby. 3miHa napameTpis
cneumdikauii Ta/abo gonycTuMmx
MeX roTOBOrO NikapCbKOro 3acoby
(iHWi 3MiHW) - BBEIEHHSA
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
nepiognYHOCTI KOHTPOIO 3a
nokasHukom «MikpobionoriyHa
YyucToTax», a came «KOHTPO/b AaHOT0
TecTy NpoBOAATL A1 nepLuol Ta
KOXHOI HaCTYMHOI AecaTol cepil, ane
He pigule Hix 1 cepisi B pik»
339. | cMPoOnNn BIA, cupon, 1,5 mr/mn no ToBapucTBO Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHnx 6e3 peyenma UA/16024/01/01
KALUMKO 100 mn y chnakoHi; 3 obmexeHor mMarepianis: 3MiHu | TRy - 3miHK
nynbmo no 1 conakoHy 3 06MEXEHO Bi4NOBIfANbLHICTIO woao 6e3nekn/edpekTMBHOCTI Ta
JIOXKOK MipHOHO Y Bignosigasb "apmaLeBTnyHa hipma thapmakoHarnagy (iHwi 3miHu) -
KOpOoo6Li HiCTI0 "BepTekc" OHOB/EHHS TEKCTY MapKyBaHHs
"®apmauesT (BMpOGHMLTBO 3 NepBUHHOI Ta BTOPUHHOI YNakoBOK
nyHa pipma npoaykuii in bulk nikapcbKoro 3acoby, a came:
"BepTekc” ToBapucTsa 3 BWUIYYEHO iH(hopMaLlito, 3a3HaueHy
06MeXeHo POCI/iCbKOI0 MOBOIO; BHECEHO 3MiHU
Bi4NoBiAA/IbHICTIO B TEKCT MapKyBaHHS NepBUHHOT
"papmaLeBTU4Ha (nyHKT 5, 6) Ta BTOPUHHOI (MYHKTY 4,
KoMnaHia "3gopos'a”, 11, 13, 17) ynakoBOK NiKapCbKoro
YkpaiHa) 3acoby. BBefieHHs 3MiH NpOTSArom 6-
TN MicALiB Nicns 3aTBEPAKEHHS.
340. | CHIILEA Cl/1b Tabnetku, no 80 [Hoiue HimeuunHa [oiiue Xomeonari-YHioH HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHnX 6e3 peyenma UA/12237/01/01
OOKTOPA Tabnetok y cpnakoni; | XomeonarTi- OXY-ApuHaiimiTTens mMarepianis: 3MiHu | Tuny - 3miHK
LLUKOCC/IEPA no 1 chriakoHy y YHioH AXY- m6X & Ko. KI wopo 6e3nekn/edhekTMBHOCTI Ta
Ne 11 KapTOHHI Kopo6Lyi ApuHaimiTT thapmakoHarnagy (iHLwi 3MiHu).
enb MNv6X & 3MiHu BHeceHo y n. 17. IHLLE TekcTy
Ko. KI MapKyBaHHA BTOPUHHOT yNaKoBKu
nikapcbkoro 3acoby LLoAo
BUyYeHHS iHdhopmaLii npo
EKCK/I03VBHOTO NMpeACcTaBHMKa
341. | COJIAHTPA® kpeM, 10 mr/r; no 30 Fangepma LLiBeiiuapis B1po6HMLTBO, PpaHuis BHECEHHS 3MiH 1O peecTpaLiiiHnx 3a peyenmom UA/16320/01/01
ry Ty6i; no 1 1y6i B CA nakyBaHHs, marepianis: 3MiHu | Tuny - 3miHK
KapTOHHI Kopo6Lyi MapKyBaHHS, oo 6e3nekn/edpekTNBHOCTI Ta
BMNPO6YBaHHSA hapmakoHarnsgy. 3miHa 4yactoTu
KOHTPOJIIO SIKOCTI, Ta/abo TepMmiHIB NoJaHHA perynspHo
BMNPOGYBaHHSA OHOB/IHOBAHUX 3BITIB 3 6e3nekn
cTabiNbHOCTI Ta BUMNYCK nNiKapcbKkunx 3acobis - 3MiHW Y
cepii: TepMiHax NoAAaHHA perynsapHo
JNIABOPATOPIT OHOBJ/IHOBAHOIO 3BITY 3 6€3MeKN.
FANAEPMA, ®paHuis; [Jitova pepakuia: TepMiHM NogaHHA
BunpobysaHHs perynsipHoO OHOB/OBAHOTO 3BiTY 3
cTabinbHocTi: A/JIbBE/, 6e3neku BignoBiaHo Ao Masn V n. 3
MPOBAHC, ®paHujis nn. 2.1 Hakasy MO3 Ykpainu Big 27
rpyaHs 2006 poky Ne 898 (y
pepakuii Hakazy MO3 Ykpainu Big
26 BepecHs 2016 poky Ne 996) ans
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK KpaiHa

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o

342.

CONEH

niA3BiTHOrO NiKapcbkoro 3acoby
BiAgnoBigae ctaHgapTHOMY rpadiky.
MponoHoBaHa pepakuis: KiHuesa
farta Ans BKIOYEHHSA faHuX Ao
PO3B - 22.04.2027 p. flata
nogaHHa PO3b - 21.07.2027 p.
PekomeHA0BaHO A0 3aTBepaKeHHSA
BiANOBIAHO A0 NepioANYHOCTI
nofAaHHA PerynspHO OHOB/TIOBAHNX
3BITiB 3 6e3nekn Nikapcbknx 3acobis
y EC.

nocBi04Y€eHHs1

343.

COoNnisM®

PO34unH ANs iHdy3il
0,9 % no 100 mny
KOHTeliHepi, no 1
KOHTEeWHepy B NAiBLi
y KOpoo6u;j

AHaHTa
Megikeap
nrg.

Benuka
BpuTaHis

€ponaii XenTkeap
MeT. NiTA.

IHAja

BHECEHHS 3MiH [JO peecTpaLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK
oo 6e3nekn/epekTnBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHwn)
3MiHV BHECEHO B IHCTPYKL,i0 ANns
MeMYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby, 3okpema
NpoBeLEeHO pefakuiiHi npaBku y
po3ginax "®apmakonoriyHi
BnactTmsocTi", "TokasaHHs",
"B3aemogis 3 iHLIMMUW NiKapCbKUMM
3acobamu Ta iHWi BUAn B3aemogiii",
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHS y nepiog, BariTHOCTI
abo rogyBaHHs rpyaat”, "Cnocié
3acTocyBaHHs Ta o3u”,
"Mepepno3yBaHHA" Ta "MNobiuHi
peakuii".

3a peyernmom

He
nionsieae

UA/18188/01/01

TabneTku, BKpUTI
060/10HKOIO,
KMLLKOBOPO34MHHI MO
20000 N10; no 10
Tabnetok y 6nictepi,
no 2 abo 5 6nictepis
y nauui 3 KapToHy

AT
"BITAMIHA"

YkpaiHa

AT "BITAMIHAN" YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHnX
marepianis: 3miHu | Tuny - 3MiHu 3
SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npuaatHocTi abo ymoBax 36epiraHHs
roTOBOrO MiKapCbKOro 3acoby (3miHa
y 3aTBEepXEHOMY NPOTOKONi
cTabinbHocTi) 3MiHa y
3aTBEPKEHOMY NPOTOKONI
cTabiNbHOCTI, 040 NepioanyHOCTI
3[iACHEHHS1 KOHTPOJIIO Mif Yac
BMBYEHHS CTabiNbHOCTI, 3
BignoBigHMMKM 3MiHamu B p. 3.2.P.8.
CrabinbHicTb
3aTBepakeHo: MNpoToKON BUBYEHHS
cTabinbHocTi. YMoBu: (25+2)°C,

6e3 peyenma

UA/5184/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

(60+£5%) RH YacToTa: 1 paz3 B 3
MicALi B nepLunii pik 36epiraHHs, 1
pa3 B 6 MicsLiB B Apyruii pik
36epiraHHsA. 3anponoHoOBaHoO:
MpOTOKO/T BUBYEHHS CTabI/IbHOCTI.
YmoBu: (25+2)°C, (60+5%) RH
YacTtoTa: Moka3Hukn «Onuc»,
«CepefHa maca», «Po3nagaHHs»,
«KinbKicHe BU3HAUEHHS» i3
yacToToto: 1 pa3 B nepLunii pik
36epiraHHA (12 micauis), 1 pa3 B 6
MicsAUiB B Apyruii pik 36epiraHHs (18
Mic. Ta 24 mic.). NokasHuk
«MikpobionoriyHa yncrtoTa»: Ha
nouatky (0 mic.) i nicns 3akiHYeHHs
nepiogy 36epiraHHs (24 mic.).

344.

CONMNAJLEIH
MIFPACTON

TabneTkn, BKPUTI
nAiBKOBOKO
060/10HKOH0; Mo 10
TabneTtok y 6nictepi;
no 1 a6o 2 6nictepu
y KOpoo6u;j

XaneoH KX
CAPN

LLiBeiuapis

damap Itanisa C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpavLiiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK
wopo 6e3snekv/edpekTMBHOCTI Ta
hapMakoHarnagy. 3miHa y KopoTkil
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHS Ha
nifcTasi perynsipHo OHOB/THOBAHOTO
3BiTY 3 6e3neku NikapcbKoro 3acoby,
abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHS NikapcbKkoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BIiTYy 3
JocnifpKeHb, NPOBEAEHNX
BiANOBIAHO [0 NNaHy negiaTpuyHmx
pocnigxeHb (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXKEHUM
opraHom) - 3MiHW BHECEHO A0
IHCTPYKLUii ANs MeguyHoro
3acToCyBaHHS Nikapcbkoro 3acoby
[0 po3ginis "B3aemMogis 3 iHWMMK
nikapcbkMun 3acobamu Ta iHLWi BUan
B3aemMogiii", "OcobnnBocCTi
3acTocyBaHHs", "Mob6ivHi peakuii”
BiANOBIAHO [0 OHOBMEHOT
iHchopmawii 3 6e3neku gjtoyoi
peyoBuHM (NapaueTtamony) 3rigHo 3
pekomeHgauisvm PRAC.

6e3 peyenma

nionsieae

UA/9438/01/01

345.

CNAS3ro

Tabnetku; no 10

AHaHTa

Benvka

dnamiHro

IHAiA

BHECEHHS 3MiH 0 peecTpaLiiHNX

Ne 10 — 6e3

He

UA/4544/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

Tabnetok y 6nictepi;
no 1 a6o no 10
6nicTepiB y KopobLi

Megikeap
nrg.

BpuTaHis

dapmacbroTukanc J1Ta,.,
IHais; AHaHTa Megikeap
Nimites, IHAiA

MaTepianis: 3miHu | TUny - 3MiHK
oo 6e3nekn/epekTnBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMNYHOro 3aCTOCYBaHHA Ha
nifcTaBi perynsipHo OHOB/IHOBAHOTO
3BiTY 3 6e3neKkun NikapcbKoro 3acoby,
abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHSA NikapcbKkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BTy 3
JocnifpKeHb, NpoBefeHNX
BIANOBIAHO A0 NMNaHy neiatpuyHmnx
pocnigxeHb (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXXEHUM
opraHom)
3MiHN BHECEHO [0 IHCTPYKLUIii Ans
MeAMYHOro 3acTOoCyBaHHA
niKkapcbKoro 3acoby [o posginis
"B3aemogis 3 iHWVMU NikapcbKuMu
3aco6amMu Ta iHWi BUAW B3aemMogiii",
"Oco61MBOCTI 3aCTOCYyBaHHA",
"Mo6iuHi peakwii" BigNoBigHO A0
OHOB/EHOT iHhopMaLii 3 6e3neku
Aito4oi peyoBrHY (Napaveramorny)
3rigHo 3 pekomeHgauisvm PRAC.
TepMiH BBEEHHS 3MiH - NpoTAroMm 3
MiCALIB MiC/1A 3aTBEPKEHHS

peyenma, Ne
100 - 3a
peyernmom

nionsieae

346.

CMIPOHONAKT
OH

TabneTku, BKpUTI
060/10HKO10, No 100
mr; no 10 TabneTok
y 6nicTepi; no 2 abo
no 3, abono 5
6nicTepiB y nayui 3
KapTOHY

MpAT
"TexHonor"

YkpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK
oo 6e3nekn/epekTnBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nifcTaBi perynsipHo OHOB/IHOBAHOTO
3BiTY 3 6e3neKkun NikapcbKoro 3acooby,
abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiinnii nepiog, abo sk
pesynbTaTt OLiHKM 3BITY 3
[ocnifpKeHb, NpoBefeHNX
BIANOBIAHO A0 NMNaHy negiaTpuyHmnX
pocrnimkeHb (PIP) (3MiHY y3rogxeHo

3a peyernmom

He
nionsieae

UA/20352/01/03
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

3 KOMMNETEHTHUM YMNOBHOBaXKEHNM
opraHom) - 3MiHM BHECEHO A0
IHCTPYKUIiT ANns MeanyHoro
3aCTOCYBaHHs NiKapCbKoro 3acoby
00 po3ainy "B3aemogis 3 iHWMmn
nikapcbkMKn 3acobamu Ta iHLWi BUau
B3aeMOgiit" woao 6e3neku
3aCTOCYBaHHS Ait040i PeYOBUHMN
CMiPOHO/IAaKTOH BigMOBiIgHO A0
pekomeHaauii PRAC.

347.

CMIPOHONAKT
OH

TabneTkn, BKPUTI
0060/10HKOI0, M0 25
Mmr; no 10 TabneTok
y 6nicTepi; no 2 abo
no 3, abono 5
6nicTepiB y nauui 3
KapTOHY

MpAT
"TexHonor"

Ykpaina

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK
wopo 6e3snekv/edpekTMBHOCTI Ta
hapMakoHarniagy. 3miHa y KopoTkil
XapakTepucTuLj Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo OHOB/THOBAHOTO
3BiTY 3 6e3neku NikapcbKoro 3acoby,
abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHS /ikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BIiTYy 3
JocnifpKeHb, NPOBEAEHNX
BiANOBIAHO [0 NNaHy nefiatpuyHmx
pocnigxeHb (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXXEHUM
opraHom) - 3MiHM BHECEHO A0
IHCTPYKUiT 4Ns MeanyHoro
3acToCyBaHHS Nikapcbkoro 3acoby
[0 po3ainy "B3aemogia 3 iHWMu
nikapcbkMun 3acobamu Ta iHLWi BUan
B3aEMOAI" Woa0 6e3nekn
3aCTOCYBaHHSA Ail040l peYOBUHN
CMipPOHO/IAKTOH BifNOBIAHO 40
pekomeHaauin PRAC.

3a peyenmom

He
niosnsiecae

UA/20352/01/01

348.

CMIPOHONAKT
OH

TabneTku, BKPUTI
060/10HKO10, M0 50
mr; no 10 TabneTok
y 6nicTepi; no 2 abo
no 3, abo no 5
6nicTepiB y navui 3
KapTOHY

MpAT
"TexHonor"

Ykpaina

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLintHnx

MaTepianis: 3miHu | TMny - 3MiHK

wono 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHa y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns

Me[IMYHOro 3aCTOCYBaHHA Ha

nigcTasi perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6€3neku Nikapcbkoro 3acoby,

3a peyenmom

He
nionsieae

UA/20352/01/02




Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
a6o pocnigxeHb 3 6e3nekn
3aCcTOCYyBaHHSA ikapCbKoro 3acoby B
nicnspeecTpauiiiuii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3
JocnigpkeHb, NpoBeAeHnX
BiANOBIAHO A0 MNaHy neaiaTpuyHmnX
pocnigpkeHs (PIP) (3MiHy y3rogkeHo
3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3mMiHM BHECEHO A0
IHCTPYKLUIT ANs MeanYHOro
3aCcTOCyBaHHS MikapCbKoro 3acoby
[0 po3giny "B3aemogis 3 iHWvMn
nikapcbknmu 3acobamu Ta iHLWWi BUAN
B3aEMOZIN" WoA0 6e3nekn
3aCTOCYBaHHS fjil040T peyoBUHU
CMipOHOMAKTOH BiANOBIAHO A0
pekomeHgauin PRAC.
349. | CPIB/IO naacTuHku abo TOB "UcTok- Ykpaina NABOPATOPIOC IcnaHis BHECEHHS 3MiH [0 peecTpaLiiiHnX - UA/15161/01/01
KONOIgHE NOPOLLOK Mntoc" APTEHON C.J1. mMartepianis: 3miHu | TUNY - 3MiHK 3
(cybeTaHuin) y AKocTi. A®l. CTabinbHICTb. 3MiHa
nonieTnIeHoBuUx nepiogy NOBTOPHYUX
MiLkax abo BMNPO6YBaHb/nepiony 36epiraHHs
noslieTuIeHoBUX a60 ymoB 36epiraHHs A®I (3a
nAswkax gns BiICYTHOCTi y 3aTBEpA)KEHOMY [0CbE
hapmaLeBTUUYHOTO cepTudikaTa BiZnNOBIAHOCTI
3aCTOCyBaHHA €Bponelicbkiin hapmakonei, Lwo
BK/TIOYAE Nepiog, MOBTOPHOrO
BUNPO6YBaHHS) (Nepiog NOBTOPHOIO
BMNpobyBaHHsA/nepios 36epiraHHs) -
3MEHLLEHHA — 3MEHLLUEHHSA TEPMIHY
nepekoHTponto APl 3 3 pokis o 2
pokiB: 3aTBepakeHo: TepMiH
NepeKoHTPO0 3 POKY.
3anponoHoBaHo: TepMmiH
NEePEKOHTPOSTH0 2 POKM
350. | CTAMAPUN NMOPOLLOK Ta CaHodi ®paHuis NOBHUIA LMKN ®paHuis BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a peyernmom UA/16354/01/01
BAKUMHA O/1A | pOo3YUHHWK ANns MacTep BMPOGHMLTBA, YropLumHa mMarepianis: 3MiHu | Tuny - 3miHK
MPO®ITAKTUK | cycneHsii gns 3arnoBHEHHS, wozo 6e3nekn/edhekTMBHOCTI Ta
N XXOBTOI iH'EKU/A, He MeHLwe niodpinisauisa, nepBrHHe thapmakoHarnsgy. BeegeHHs abo
NNXOMAHKN Hi>X 1000 MO/po03a; - Ta BTOPVHHE NMaKyBaHHA, 3MiHW [0 y3araslbHEHUX AaHWX Npo
(PKUBA no 1 fosiy dhnakoHi KOHTPO/Tb SIKOCTi, BUMYCK cnuctemy chapmakoHarnsgy
ATEHYNOBAH Ta PO3YMHHUK cepil; NOBHUIA LKA (BBELEHHA y3araslbHEHUX AaHUX NPo
A) (Hatpito xnopug, BMPOGHMLTBA, NEPBUHHE cuctemy chapmakoHarnsagy, smiHa
BOAa AN1s iH'EKLR) Ta BTOPVHHE NaKyBaHHS, YMOBHOBaXEHOI 0COo6M,
no 0,5 mny KOHTPO/Ib SKOCTi Ta BiANOBiAA/IbHOI 32 3AiCHEHHS
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1

nonepeaHsL0 BUNYyCK cepil hapMakoHarnsay; KOHTakTHoOI ocobum

3arnoBHeHOMY po3unHHuKa: CaHodi 3 thapmakoHarnsgy 3asiBHVKa Ans

wnpuyy 3 MacTtep, ®paHujis; 3fificHeHHs chapmakoHarnsay B

NPUKpPINJIeHo0 nepBuHHE Ta BTOPUHHE YKpaiHi, AKLW0 BOHA BiAMIHHA Bif

rosikoto; no 1 nakyBaHHs1, KOHTPO/1b YMOBHOBaXeHOT 0cobw,

chnakoHy 3 SKOCTI, BUNYCK cepif; BiANOBIAA/IbLHOI 32 34iiCHEHHSA

nopotukom Ta 1 BTOPWHHE MakKyBaHHS, thapmakoHarnsgy (Bkiovawoum

nonepeaHL0 BWMNYCK cepil KOHTaKTHi faHi) Ta/abo 3MiHn y

3arnoBHeHOMY po3unHHKKa: CaHodi pO3MilLEeHHI MacTep-ghaiina cuctemm

wnpuuy 3 MacTep, ®paHuis; thapmakoHarnsgy) - 3miHa

NpUKPINIeHo
rO/IKOIO B KAPTOHHIi
Kopo6ui; no 1
hnakoHy 3
nopolikom Ta 1
nonepeaHbLO
3anoBHEHOMY
Lwnpuuy 3
NPUKpPINJIeHo0
rOKOI0 B
CTaHfapTHO-
€KCMOPTHIN
ynakoBLi, sika
MICTUTBCA Y
KapTOHHiI kopobu,j 3
IHCTpYyKLUieo ans
MeAMYHOro
3aCTOCYBaHHS; - N0
1 posiy pnakoni Ta
PO3UYMHHKK (HaTpito
xnopug, Boga ans
iH'ekuiil) no 0,5 mny
nonepeaHbLO
3anoBHEHOMY
LINpULY 3 OAHIE
abo aBoma
OKPEMUMM rofikamu;
no 1 dpnakony 3
nopolikom Ta 1
nonepeaHbLO
3anoBHEHOMY
wnpuy 3 1 abo 2
OKPEMUMU rofikamu
y 6nicTepi B
KapPTOHHI KopobLyj; -

BTOPVHHE MaKyBaHHS:
KioHe + Harenb KdT.,

YropLumHa; BUNycK cepii:

CaHodpi-ABeHTiC 3pT.,
YropwmHa

KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
0co6u 3asiBHMKA, BiANOBiAa/bHOT 3a
hapMakoHarnag. 3miHa
MiCLie3HaxXoMKeHHS MmacTep-hainna
cmcTeMu dpapmakoHarnsgy. 3miHa
MicLs 34iACHEHHS1 OCHOBHOT
LOifNbHOCTI 3 dhapmakoHarnsgy
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1

no 1 osiy dpnakoHi
Ta PO3UYMNHHUK
(Hatpito xnopua,
BOAA ANS iH'EKLiN)
no 0,5 mny
nonepeaHbLO
3anoBHEHOMY
LINpULY 3 OAHIE
abo aBoma
OKPEMUMM rofikamu;
no 1 dpnakony 3
nopolikom Ta 1
nonepeaHbLO
3aMnoBHEHOMY
wnpuy 3 1 abo 2
OKPEeMUMU rofikamu
y 6nicTepi B
CTaHfapTHO-
€KCMOPTHIl
ynakoBLi, sika
MICTUTBCA Y
KapTOHHiI kopobuj 3
IHCTpYyKLUieo ans
MeAMYHOro
3aCTOCYBaHHS.
MapkyBaHHs

YKPaiHCbLKOI0 MOBOHO.

-no 1 posiy
hnakoHi Ta
PO3UYMHHKK (HaTpito
xnopug, Boga ans
iH'ekuiil) no 0,5 mny
nonepeaHbLO
3anoBHEHOMY
wnpuuy 3
NpUKpINIeHoo
rosikoto; no 1
pnakoHy 3
nopolikom Ta 1
nonepeaHbLO
3arnoBHEHOMY
Lwnpuuy 3
NPUKpPINJIeHo0
rO/IKOIO B KAPTOHHIi
KOpO6Li 3i CTUKEpPOM
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
YKpPaiHCLKO MOBOIO;
-no 1l gosiy
chnakoHi Ta
PO3UYMHHUK (HaTpito
xnopwvg, soga ans
iH’ekuiil) no 0,5 mny
nonepeAHLO
3aMnoBHEHOMY
LINpULYY 3 OAHIE
a6o aBoma
OKPEMUMM ronKamu;
no 1 dprakoHy 3
nopowkom ta 1
nonepeaHbLO
3arnoBHeHoOMy
wnpuyy 3 1 a6o 2
OKpPEMUMU roniKamu
y bnicTepi B
KapTOHHI Kopobui 3i
CTUKEPOM
YKPaIHCbLKOK MOBOH
351. | CTOAA/Ib® cupon; no 200 mn y BYAPOH PpaHuis BYAPOH PpaHuis BHECEHHS 3MiH 10 peecTpavLinHnx 6e3 peyenma UA/9346/01/01
thnakoHi; no 1 mMarepianis: 3MiHu | TRy - 3miHK
hNakoHy 3 MipHOH Loao 6e3nekn/edpekTBHOCTI Ta
YaLLKO B nauuj thapmakoHarnagy (iHwi 3miHu) -
3MiHN BHECEHO Y TEKCT MapKyBaHHS
NepBMHHOI Ta BTOPUHHOI (M. 3, 5, 8,
15, 17) ynakoBOK NikapCbKoro
3acoby
352. | CTOMATO- rens ans siced no 20 | TOBAPUCT YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHnX 6e3 peyenma UA/13651/01/01
FENb ryTy6i; no 1 1y6iy BO 3 obmexeHoto marepianis: 3MiHu | Tuny - 3miHK
340POB'A KOpOO6Li 3 KAPTOHY OBMEXEH Bi4NOBiAA/IbHICTIO wopo 6e3nekn/edhekTMBHOCTI Ta
(0],0) "papmaLeBTUYHa thapmakoHarnsagy (iHwi 3MiHu) -
BIANOBIOA KoMnaHis "3aopos'a” OHOBEHHA TEKCTY MapKyBaHHs
NBbHICTHO NepBUHHOT Ta BTOPUHHOI YNakoBOK
«KOPIMNOPA nikapcbKoro 3acoby, a came:
LA BU/TyYeHO iHhopMaLiito, 3a3HaveHy
«30POB’'A POCIACbKOI0 MOBOIO; BHECEHO 3MiHU
» B TEKCT MapKyBaHHS NepBUHHOT
(NyHKTM 2, 5, 6) Ta BTOPUHHOI
(nyHkTM 2, 4, 5, 11, 17) ynakoBOK
nikapcbkoro 3acoby. BBeeHHs 3MiH
npotArom 6 micAuis nicns
3aTBEepKEHHS.
353. | CYMAMEA® NopoLIoK ANns TOB «TeBa Ykpaina M/1IBA XpBaTcka 4.0.0. Xopsarig BHECEHHS 3MiH [10 peecTpaLiiiHuX 3a peyenmom UA/4612/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
OpasIbHOT CyCneHsil, YkpaiHa» mMartepianis: 3miHu | TUNY - 3MiHK 3
100 mr/5 mi; no 1 sKocTi. CepTudpikat
chnakoHy 3 BignoBigHocTi/E-cepTudikart
NMOPOLLKOM A/15 BiANOBIAHOCTI EBpONeiiChKiit
Opa/TIbHOT cycneHsii thapmakonei/moHorpadii. NMogaHHs
no 20 mn (400 mr) HOBOro abo OHOBMIEHOTO
pasom 3i LWNpuLom cepTudikarta BignoBigHOCTI abo
ON5 [03YBaHHA B BW/yYEHHS cepTudikara
KOpoo6Li BiANOBIAHOCTI EBpONeNiChKii
thapmakonei: ana A®l; ans
BUXifHOTO
Marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI A®I; A48 4ONOMIKHOT
peyoBuHYM (cepTudiikat
BiANOBiAHOCTI EBpONEliChKiit
thapmakonei) - OHOB/IEHWIA
cepTudikaT Bif y)Xe 3aTBepIXEHOro
BMPOO6HYKa - MoAaHHs OHOBNEHOTO
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkinn hapmakonei Ne CEP
2007-072 - Rev 03 (3aTBEpAXEHO:
R1-CEP 2007-072 - Rev 02) ans
A®| AuTpomiuuHy avrigpaTy Big,
3aTBEpAXEHOro BUpo6HMKa PLIVA
CROATIA LTD. (Croatia), skuii
3MiHMB Ha3By Ha TAPI CROATIA
INDUSTRIES LTD. (Croatia).
354. | CYMAMEA® MOPOLLIOK ANs TOB «TeBa YkpaiHa MNIBA XpBsartcka f.0.0. Xopsartis BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a peyenmom UA/15660/01/01
OpasTIbHOT cycneHsii YkpaiHa» mMartepianis: 3miHu | TUNY - 3MiHK 3

3i CMakoMm NosyHuL,
100 mr/5 mn; no 1
hnakoHy 3
MOPOLLKOM ANsi
opasibHOT cycneHsil
no 20 mn (400 wmr)
pasom 3i WnpuLom
AN [003yBaHHA B
KOpoo6Li

saKocTi. CepTudpikat
BignosigHocTi/lE-cepTudikart
BiANOBIAHOCTI EBpONENiChKi
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBJ/IEHOTO
cepTudikaTa BigNoBigHOCTI abo
BUIyYEHHS cepTudikaTa
BiANOBIAHOCTI EBpPONENChKii
thapmakonei: gna A®l; ans
BUXIAHOTO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI API; ANns [ONOMDKHOT
peyoBuHM (cepTudiikat
BiANoBiAHOCTI €BponelicbkKili
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif y)Xe 3aTBEpIKEHOro
BMPOOHVKa - MoAaHHs OHOB/IEHOTO
cepTudikaTa BiAnNoBIAHOCTI
€sponelicbkin hapmakonei Ne CEP
2007-072 - Rev 03 (3aTBepXeHO:
R1-CEP 2007-072 - Rev 02) ans
A®| AsuTpomiuuHy avrigpaTy Big,
3aTBEpMAKEHOro BMpobHuka PLIVA
CROATIA LTD. (Croatia), sikuii
3MiHVB Ha3By Ha TAPI CROATIA
INDUSTRIES LTD. (Croatia).

355.

CYMAME/L®

TabneTtku, Lo
AvcnepryroTbes, no
125 mr; no 6
Tabnetok y 6nictepi;
no 1 6nictepy B
KOpoo6Li

TOB «TeBa
YkpaiHa»,
YkpaiHa

YkpaiHa

MNIBA XpBarcka f.0.0.

Xopsaris

BHECEHHS 3MiH [JO peecTpaLiiiHnx
marepianis: 3miHu | Tuny - 3miHu 3
AKocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpPONENChKii
hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO
cepTucbikaTa BigNoBigHOCTI abo
BWIyYEHHS cepTudikaTa
BiANoBiAHOCTI EBpoNelichkiit
hapmakonei: ana Adl; ans
BUXiAHOIO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCH Y
BMPOGHMLUTBI A®I; AN 4ONOMIKHOT
peyoBuHU (cepTuddikat
BiANOBIAHOCTI EBpPONENChKii
thapmakonei) - OHOB/IeHWA
cepTuqikaT Bif yxe 3aTBepaKeHoro
BMPOGHMKa - MogaHHsA OHOBMEHOrO
cepTudiikara Bi4noBi4HOCTI
€sponelicbkiit hapmakonei Ne CEP
2007-072 - Rev 03 (3aTBEpAXEHO:
R1-CEP 2007-072 - Rev 02) ans
Ad| A3nTpomiumHy gurigpaTty Bif
3aTBEpPAXEHOro BUpo6HMKa PLIVA
CROATIA LTD. (Croatia), sikuii
3MiHMB Ha3By Ha TAPI CROATIA
INDUSTRIES LTD. (Croatia).

3a peyenmom

UA/15994/01/01

356.

CYMAMEL®

Tabnetku, Wo
AmcnepryoTbes, no
250 mr; no 6
TabneTtok y 6nictepi;

TOB «TeBa
YkpaiHa»

YkpaiHa

MNIBA XpBarcka f.0.0.

Xopsaris

BHECEHHS 3MiH 10 peecTpaLiiiHnX
marepianis: 3miHu | Tuny - 3MiHu 3
sKocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar

3a peyenmom

UA/15994/01/02
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o

357.

no 1 6nictepy B
Kopoo6Ui

BiANOBiAHOCTI EBpoONeiichKiit
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBJ/IEHOTO
cepTudpikata BignoBigHOCTI abo
BW/yYEHHS cepTudikara
BiANOBIAHOCTI EBpONeNiChKii
thapmakonei: ana A®l; ans
BUXifHOTO
Marepiany/peareHTy/npomMikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI A®I; A48 4ONOMIXKHOT
peyoBuHM (cepTudiikat
BiANOBIAHOCTI EBpONeEiiChKiit
thapmakonei) - OHOB/IEHWIA
cepTudikaT Bif y)Xe 3aTBepIXEHOro
BMPOO6HYKa - MoAaHHs OHOBNEHOTO
ceptucpikaTa BiANOBIAHOCTI
€Bponelicbkinn hapmakonei Ne CEP
2007-072 - Rev 03 (3aTBEpAXEHO:
R1-CEP 2007-072 - Rev 02) ans
A®| AuTpomiuuHy aurigpaTy Big,
3aTBEpAXEHOro BUpo6HuKa PLIVA
CROATIA LTD. (Croatia), sikuii
3MiHMB Ha3By Ha TAPI CROATIA
INDUSTRIES LTD. (Croatia).

nocBi04Y€eHHs1

CYMAME/®

TabneTtku, Lo
AvcnepryTbes, no
500 mr; no 3
Tabnetkn y 6nictepi;
no 1 a6o no 2
6nictepy B KOpO6L

TOB «TeBa
Ykpaina»

Ykpaina

MNIBA XpBaTcka 4.0.0.

Xopsaris

BHECEHHS 3MiH [0 peecTpaLiiHnX
mMartepianis: 3miHu | TUNY - 3MiHK 3
saKocTi. CepTudpikat
BignosigHocTi/lE-cepTudikart
BiANOBIAHOCTI EBpoONeliChKii
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBJ/IEHOTO
cepTudikaTa BigNoBigHOCTI abo
BUTyYEHHS cepTudpikaTa
BiANOBIAHOCTI EBpPONENChKIi
thapmakonei: gna A®l; ans
BUXIAHOTO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI API; ANns [ONOMDKHOT
peyoBuHM (cepTudiikat
BiANOBIAHOCTI EBpONENiChKi
thapmakonei) - OHOB/IEHWIA
cepTudikaT Bif y)Xe 3aTBepAXEHOro
BMPOO6HYKa - MofaHHs OHOBEHOTO

3a peyenmom

UA/15994/01/03
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

cepTudikaTa BiZnNoBIAHOCTI
€sponelicbkin hapmakonei Ne CEP
2007-072 - Rev 03 (3aTBepXeHO:
R1-CEP 2007-072 - Rev 02) gns
A®| AsuTpomiuuHy avrigpaTy Big,
3aTBEpMAKEHOro BMpobHuka PLIVA
CROATIA LTD. (Croatia), sikuii
3MiHVB Ha3By Ha TAPI CROATIA
INDUSTRIES LTD. (Croatia).

358.

CYMAME/L®

TabneTtku, Lo
AvcnepryroTbes, no
1000 mr; no 1
Tabnetui y 6nictepi;
no 1 a6ono 3
6nicTepy B KOpOO6Li

TOB «TeBa
YkpaiHa»

YkpaiHa

MNIBA XpBarcka f.0.0.

Xopsaris

BHECEHHS 3MiH [JO peecTpaLiiiHnx
marepianis: 3miHu | Tuny - 3miHu 3
AKocTi. CepTudikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpPONENChKIi
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO
cepTucbikaTa BignoBigHOCTI abo
BWTyYEHHS cepTudiikaTa
BiANOBiAHOCTI EBpONeiichkiit
hapmakonei: ana Ad®l; ans
BUXiAHOIO
MaTtepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCH Y
BMPOGHMLUTBI A®I; AN 4ONOMIKHOT
peyoBuHU (cepTuddikat
BiANOBIAHOCTI EBpPONENChKIi
thapmakonei) - OHOB/IeHWIA
cepTuqikaT Bif yxe 3aTBepaKeHoro
BMPOGHWKa - MogaHHsA OHOBMEHOrO
cepTudikara BiZnoBigHOCTI
€sponelicbkiit hapmakonei Ne CEP
2007-072 - Rev 03 (3aTBEpAXEHO:
R1-CEP 2007-072 - Rev 02) ans
Ad| A3nTpomiumHy gurigpaTty Bif
3aTBEpAKEHOro BUpo6HMKa PLIVA
CROATIA LTD. (Croatia), sikuii
3MiHMB Ha3By Ha TAPI CROATIA
INDUSTRIES LTD. (Croatia).

3a peyenmom

UA/15994/01/04

359.

CYMAMEL®

TabneTku, BKpUTI
nAiBKOBOO
060n0Hkot0, No 500
Mr: no 2 a6o no 3
Tabnetku y 6nictepi;
no 1 6nictepy y
KOpO6L

TOB «TeBa
YkpaiHa»

YkpaiHa

MNIBA XpBartcka f.0.0.

Xopsaris

BHECEHHS 3MiH 10 peecTpaLiiiHnX
marepianis: 3miHu | Tuny - 3MiHu 3
sKocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI €Bponelicbkilt
hapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOTO

3a peyenmom

UA/2396/02/02
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n/n

NiKapcbKo20
3acoby

Popma surnycky

ynakoska)

(nikapcbka ¢hopma,

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o

360.

CYMAME/®

cepTudpikata BignoBigHOCTI abo
BW/yYEHHS cepTudikara
BiANOBIAHOCTI EBpONeNiChKii
hapmakonei: ana A®l; ans
BUXifHOTO
mMarepiany/peareHTy/npomMikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI A®I; A8 4ONOMIXKHOI
peyoBuHM (cepTudiikat
BiANOBiAHOCTI EBpONeiiChKiit
thapmakonei) - OHOB/IEHWIA
cepTudikaT Bif y)Xe 3aTBepIAXEHOro
BMPOO6HYKa - MoAaHHs OHOBNEHOTO
ceptucpikaTa BiANOBIAHOCTI
€Bponelicbkinn hapmakonei Ne CEP
2007-072 - Rev 03 (3aTBEpAXEHO:
R1-CEP 2007-072 - Rev 02) ans
A®| AuTpomiuuHy avrigpaTy Big,
3aTBEpPAXEHOro BUpo6HUKa PLIVA
CROATIA LTD. (Croatia), sikuii
3MiHMB Ha3By Ha TAPI CROATIA
INDUSTRIES LTD. (Croatia).

nocBi04Y€eHHs1

TabneTkn, BKPUTI
nAiBKOBOKO
060/10HKOH0, N0 125
Mr: Mo 6 TabneTok y
6nicTepi; no 1
6nictepy y kopobui

TOB «TeBa
Ykpaina»

Ykpaina

MNIBA XpBaTcka 4.0.0.

Xopsaris

BHECEHHS 3MiH [0 peecTpaLjiiiHnX
mMartepianis: 3miHu | TUNY - 3MiHK 3
saKocTi. CepTudpikat
BignosigHocTi/lE-cepTudikart
BiANOBIAHOCTI EBpoONeNiChKii
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBJ/IEHOTO
cepTudikaTa BigNoBigHOCTI abo
BUIyYEHHS cepTudikaTa
BiANOBIAHOCTI EBpPONENChKii
chapmakonei: gna A®l; ans
BUXIAHOTO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI API; ANns [ONOMDKHOT
peyoBuHM (cepTudiikat
BiANOBIAHOCTI EBpoONeNiChKii
thapmakonei) - OHOB/IEHWIA
cepTudikaT Bif y)Xe 3aTBepAXeHOro
BMPOOHVKa - MoAaHHs OHOBNIEHOTO
cepTudgikaTa BiZnNoOBIAHOCTI
€sponelicbkin hapmakonei Ne CEP

2007-072 - Rev 03 (3aTBEPAKEHO:

3a peyenmom

UA/2396/02/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
R1-CEP 2007-072 - Rev 02) gns
A®| AuTpomiuuHy avrigpaTy Big,
3aTBEpMAKEHOro BMpobHuka PLIVA
CROATIA LTD. (Croatia), sikuii
3MiHVB Ha3By Ha TAPI CROATIA
INDUSTRIES LTD. (Croatia).
361. | CYMAMEL® nopoLUoK AN TOB «TeBa Ykpaina MNIBA XpBaTcka 4.0.0. Xopsaris BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a peyenmom UA/15661/01/01
POPTE opasibHOT cycneHsil YkpaiHa» marepianis: 3miHu | Tuny - 3miHu 3
3i cMakom b6aHaHa, AKocTi. CepTudikar
200 mr/5 mn; no 1 BignosigHocTi/IE-cepTudikar
chnakoHy 3 BiANOBIAHOCTI EBpPONENChKIi
NMOPOLLKOM A/15 thapmakonei/moHorpadii. NMogaHHA
OpasibHOT cycneHsii HOBOro a0 OHOB/IEHOTO
no 15 mn (600 mr) cepTudikarta BignoBigHOCTIi abo
pasom 3i WnpuLom BWTyYEHHS cepTudiikaTa
[ONs [O3yBaHHA B BiANOBiAHOCTI EBpONelichkiit
KOpOoO6Li hapmakonei: ana Adl; ans
BUXiAHOIO
MaTtepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCH Y
BUPOGHMUTBI A®I; AN 4ONOMIKHOT
peyoBuHU (cepTuddikat
BiANOBIAHOCTI EBpPONENChKii
thapmakonei) - OHOB/IeHWA
cepTuqikaTt Bif yxe 3aTBepaKeHoro
BMPOGHMKa - MogaHHsA OHOBMEHOrO
cepTudikara BiZnoBigHOCTI
€sponelicbkiit hapmakonei Ne CEP
2007-072 - Rev 03 (3aTBEpAXEHO:
R1-CEP 2007-072 - Rev 02) ans
Ad| A3nTpomiumHy gurigpaTty Bif
3aTBEpAKEHOro BUpo6HMKa PLIVA
CROATIA LTD. (Croatia), sikuii
3MiHMB Ha3By Ha TAPI CROATIA
INDUSTRIES LTD. (Croatia).
362. | CYMAMEO® NMopoLLIoK AN TOB «TeBa Ykpaina MNIBA XpBaTcka 4.0.0. Xopsaris BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a peyernmom UA/15663/01/01
®OPTE opasibHOT cycneHsil YkpaiHa» marepianis: 3miHu | Tuny - 3MiHu 3

3i CMakoMm MosyHuL,,
200 mr/5 mn; no 1
chnakoHy 3
MOPOLLKOM /1A
OpasbHOT cycneHsii
no 30 mn (1200 wmr)
pasom 3i WnpuLom
[ONs1 [O3YBaHHSA B

sKocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI €Bponelicbkilt
hapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO
cepTucbikaTa BiANOBIAHOCTI ab6o

BWUTyYEHHS cepTudikaTa

BinoBiAHOCTI €Bponelicbkili
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

KopooLi

thapmakonei: gna A®l; ans
BUXifHOTO
Marepiany/peareHTy/npomMikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI A®I; A8 4ONOMIXKHOT
peyoBuHYM (cepTudiikat
BiANOBiAHOCTI EBpONeiiChKiit
thapmakonei) - OHOB/IEHWIA
cepTudikaT Bif yXe 3aTBepIXEHOro
BMPOO6HYKa - MoAaHHs OHOBNEHOTO
ceptucpikaTa BiANOBIAHOCTI
€Bponelicbkin hapmakonei Ne CEP
2007-072 - Rev 03 (3aTBEpPAXEHO:
R1-CEP 2007-072 - Rev 02) ans
A®| AuTpomiuuHy aurigpaTy Big,
3aTBEpAXEHOro BUpo6HMKa PLIVA
CROATIA LTD. (Croatia), sikuii
3MiHMB Ha3By Ha TAPI CROATIA
INDUSTRIES LTD. (Croatia).

363.

CYMAME/®
®OPTE

MOPOLLIOK ANs
Opa/TbHOT CyCneHsil,
200 mr/5 mn; no 1
pnakoHy 3
MOPOLLKOM A/
OpasibHOT cycneHsii
no 15 mn (600 mr),
abo no 30 mn (1200
mr), abo no 37,5 mn
(1500 mr) pasom 3i
LUNPULLOM A71A
[03yBaHHA B
KopoobUi

TOB «TeBa
Ykpaina»

Ykpaina

MNIBA XpBaTcka 4.0.0.

Xopsaris

BHECEHHS 3MiH [0 peecTpavLiiiHnX
mMartepianis: 3miHu | TUNY - 3MiHK 3
aKocTi. CepTudpikat
BignosigHocTi/lE-cepTudikart
BiANOBIAHOCTI EBpoONeNiChKi
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBJ/IEHOTO
cepTudikaTa BigNoBigHOCTI abo
BUIyYEHHS cepTudikaTa
BiANOBIAHOCTI EBpPONENChKii
cthapmakonei: gna A®l; ans
BUXIQHOIO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI API; ANns [ONOMDKHOT
peyoBuHUK (cepTudiikat
BiANOBIAHOCTI EBpoONeNiChKii
thapmakonei) - OHOB/IEHWIA
cepTudikaT Bif y)Xe 3aTBepAXEHOro
BMPOOHYKa - MoAaHHs OHOBNIEHOTO
cepTudgikaTa BiZnNoOBIAHOCTI
€sponelicbkin hapmakonei Ne CEP
2007-072 - Rev 03 (3aTBEpAXEHO:
R1-CEP 2007-072 - Rev 02) gns
A®| AsuTpomiuuHy avrigpaTy Big,
3aTBEepAKeHOro BUpo6HuKa PLIVA

3a peyenmom

UA/4170/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

CROATIA LTD. (Croatia), sikuii
3MiHVB Ha3By Ha TAPI CROATIA
INDUSTRIES LTD. (Croatia).

364.

CYMAMEL®
DOPTE

MOPOLLIOK AN
opasibHOT cycneHsil
3i CMakoM MaJinHu,
200 mr/5 mn; no 1
pNakoHy 3
MOPOLLKOM A5
OpasibHOT cycneHsii
no 37,5 mn (1500
Mr) pa3om 3i
LLINPpULLOM ANA
[03yBaHHSA B
KOpoo6Li

TOB «TeBa
YkpaiHa»

YkpaiHa

MNIBA XpBarcka f.0.0.

Xopsaris

BHECEHHS 3MiH [J0 peecTpaLiiiHnx
marepianis: 3miHu | Tuny - 3miHu 3
AKocTi. CepTudikar
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONENChKii
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO
cepTucbikaTa BignNoBigHOCTI abo
BWIyYEHHS cepTudikaTa
BiANOBiAHOCTI EBpONelichkiit
hapmakonei: ana Ad®l; ans
BUXiAHOIO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCH Y
BMPOGHMLUTBI A®I; AN 4ONOMIKHOT
peyoBuHU (cepTuddikat
BiANOBIAHOCTI EBpPONENChKii
thapmakonei) - OHOB/IeHWA
cepTuqikaTt Bif yxe 3aTBepaKeHoro
BMPOGHMKa - MogaHHsA OHOBMEHOrO
cepTuduikara Bi4noBigHOCTI
€sponelicbkiit hapmakonei Ne CEP
2007-072 - Rev 03 (3aTBEpAXEHO:
R1-CEP 2007-072 - Rev 02) ans
Ad| A3nTpomiumHy gurigpaTty Bif
3aTBEpPAXEHOro BUpo6HMKa PLIVA
CROATIA LTD. (Croatia), sikuii
3MiHMB Ha3By Ha TAPI CROATIA
INDUSTRIES LTD. (Croatia).

3a peyenmom

UA/15662/01/01

365.

TATNIH

Tabnetku no 50 wr;
no 14 TabneTtok y
6nicTepi; no 2 abo 4
6nictepn y
KapTOHHI ynakoBL,i

HOBE/
IIAY CAHAT
BE
TII>KAPET
A.LL.

TypeyunHa

HOBE/ IJAY CAHAI BE

TII>KAPET A.LL.

TypeyunHa

BHECEHHS 3MiH 10 peecTpaLiiiHnX
mMarepianis: 3MiHu | Tuny - 3miHK
wozo 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpOTKili
XapaKkTepucTuLli NikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ansi
MeAMYHOro 3acToCyBaHHA
reHepuyHuX/ribpuaHMX/6ionoaibHMX
NiKapCbKnx 3acobiB NiC/1s1 BHECEHHS
Tiel camoi 3MiHV Ha pedhepeHTHWi
npenapar (3mMiHa He noTpebye
HaflaHHS XOAHVX HOBWX AOAATKOBUX
AaHnx) 3MiHW BHECEHO 10 IHCTPYKL,i

3a peyenmom

He
nionsieae

UA/20089/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
AN MeAMYHOro 3acToCyBaHHs
nikapcbKoro 3acoby y po3ginu
"MokasaHHsa", "Oco6MBOCTi
3acTocyBaHHs", "MobivHi peakuii”
3rigHO 3 iHhopMmaLjiero Woao
MeAMYHOro 3acTOCyBaHHSA
pedhepeHTHOro /ikapcbKoro 3acoby
(Galvus® 50 mg tablets). BeegeHHs
3MiH NPOTArom 6-TW MicALiB nicns
3aTBEPAKEHHS
366. | TAA-600 MOPOLLIOK Ta BIOMEJIKA ITanisa BIOMEAIKA ®OCKAMA ITanisa BHECEHHS 3MiH [0 peecTpaLiiHnX 3a peyenmom UA/20929/01/01
PO3YNHHVK NS POCKAMA IHOACTPIA XIMIKO- mMartepianis: YTOYHEHHS1 HarnUCaHHs
po3unHy ans iv'ekyin | IHOACTPIA DPAPMACBIOTIKA Ha3BU 3asiBHUKA (BUMNPaBNEHHS
600 mr/4 mn; no 5 XIMIKO- C.N.A. rpamaTnyHoi NOMUIKN) B HaKasi
hNakoHiB 3 PAPMACH MO3 Ykpaiuu Ne 1151 Big,
nopoLUKom i 5 amnyn HOTIKA 18.07.2025 B npoLieci peecTpadii.
3 PO3UYMHHWKOM MO 4 C.N.A. Pepakuis B Hakasi - BIOME/IKA
MY KOHTYpHIli POCKAMA IHOACTPIA XIMIKO-
YapyHKoBIl PAPMACHOTIKA C.M.A., Itanis.
ynakoBLii, N0 OAHii BipHa pepgakuis - BIOME/[IKA
abo no ABi KOHTYpPHi ®POCKAMA IHAACTPIA XIMIKO-
YapyHKOBI YNaKoBKU DAPMACBIOTIKA C.M.A,, Itanis
y nauui
367. | TASBAMAKC NopoLLIOK AN Mictpan AHrnia Mitim C.p.n. ITanis BHECEHHS 3MiH [J0 peecTpaLiiiHnX 3a peyernmom UA/19928/01/01
po3unHy AnA Kenitan marepianis: 3miHu | Tuny -
iHQpy3iN, 4 /500 wr; MeHemKMeH AOMIHICTpaTVBHI 3MiHW. BuiyyeHHs
10 dhnakoHis 3 T NimiTeq, BMPOGHWYOI AinbHUL (BKIOYAKUN

MOPOLLKOM B MayLli

AinbHUU ana A®l, npomixkHoro
npoAyKTy abo roToBoro /likapcbKoro
3aco6y, AiNbHULI 4518 NPOoBeAEHHS

nakyBaHHs, BUPOGHMKA,
BigNOBiga/IbHOro 3a BMMYCK Cepi,
MicLle NpoBefEeHHSA KOHTPO/IO cepil)
abo noctavasibHMKa BUXIAHOMO
mMaTtepiany, peareHty abo
[LOMOMDKHOT PEYOBUHM (AKLLO
3a3Ha4yeHo y 0CbE) - BUNTYYEHHS
BMPO6HMYOT AinbHuUui LIOSINTEX
S.R.L, ITanis npomMiXxHOro npoaykty
cTepusibHa CyMmil ninepauunivy

HaTpilo Ta TazobakTamy HaTpilo
(8:1). 3MiHK | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA NiKapcbkMii 3aci6. 3MiHN Y
BUPOOHMLTBI. 3MiHM BUNPOOYBaHb

abo foNyCTUMMUX MEX,
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1

BCT@HOB/EHMX Y cneumdikalisx, nig
Yyac BMpO6HMLTBA FOTOBOro
NiKapcbKoro 3acoby (3ByXeHHS
[OMYCTUMMX MEX) - 3BY)KEHHS
LOMYCTUMNX MEX, BCTAHOB/IEHUX Y
cneumdikauisix, nig vyac
BMPOGHMLITBA FOTOBOrO /1iKapCbKOro
3acoby, a came B ONUCi KPUTUYHKX
napameTpiB. 3MiHu | Tuny - 3miHn 3
AKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro NikapcbKoro
3acoby. 3miHa y meTogax
BMMNPOOYBaHHA rOTOBOrO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBepKEHNX MeToAax
BUNPOOBYBAHHS) - HE3HAYHA 3MiHa Y
3aTBEPKEHOMY METOA|
BMNpo6yBaHHA Jomilwku B (in-House
HPLC method C). 3miHu | Tuny -
3MiHM 3 aKoCTi. [oTOBWIA NiKAPCbKN
3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHUiA 3aci6.
3miHa Byapb-aKOi YacTVHW MaTepiany
NepBUHHOI YNakoBKH, L0 He
KOHTaKTy€e 3 FOTOBUM NliKapCbKVM
3aco6om (Hanpukiag Konip
KPWLLIEYOK 3 KOHTPO/IEM NEPLLOro
BIAKPUTTSA, KOMIP KOJOBUX Kinewb Ha
amnynax, KOHTelHepa 4715 rofok
(pi3Hi BUAM nnactmack) (3miHa, ska
He BM/MBa€e Ha KOPOTKY
XapaKTepucTuky nikapcbkoro
3aco6y) - BHECEHHS 3MiH [0 po3Ainy
3.2.P.7. Cuctema
KOHTeliHep/3aKkynoptoBasibHWiA 3acib,
a came fofaHO [0faTKOBUI
TEeXHIYHUIA Hanuc Ha Haknagakax Flip-
off (aiameTp 20 Mm i giameTp 32 mm)
BMPOGHMLTBA Bormioli. 3miHu | Tvny
- 3MiHK 3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONeNiChKii
thapmakonei/moHorpadii. NogaHHs
HOBOro abo OHOBJ/IEHOTO
cepTuduikarta BignoBigHOCTIi abo
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

BWUTyYEHHS cepTudikaTa
BiANOBIAHOCTI EBpPONENCHKI
hapmakonei: ana Adl; gns

BUXIAHOIO
MaTtepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; ANns [ONOMDKHOT
peyoBuHM (cepTudiikat
BiANOBIAHOCTI EBpONeNiChKii
thapmakonei) - HoBuii cepTudikat
Bifl BXX€ 3aTBEPKEHOr0 BUPOOHMKA
- MofaHHs HOBOTO cepTudikata
BiANOBIAHOCTI EBpONeEiiChKiit
thapmakonei CEP 2022-445-Rev 01
(Process Il) pns A®| ninepauuniny
MOHOriApaT Bif BXe 3aTBepkKeHoro
BMpo6HMKa Shandong Anshun
Pharmaceutical Co., Ltd., China.

368.

TAKHI TOHI

Kancysnm
MPOJIOHroBaHOI fji
TBepAi, no 0,5 mr; no
10 kancyn
MPOJIOHrOBaHOI fji
TBEpAMX y bnicTepi;
no 5 6nictepis y
anoMiHieBOMy
nakeTi, Lo MIiCTUTb
BO/I0roNorMHa4unii
nakeTuk; no 1
antomiHieBOMy
nakeTy B KapTOHHIi
KopoobUi

TOB «TeBa
YkpaiHa»

YkpaiHa

AT dapmaueBTUUHUIA
3aBof TeBa

YropLmHa

BHECEHHS 3MiH [JO peecTpaLiiiHnx
mMarepianis: 3MiHu | TRy - 3MiHK
woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHa y KopoTkili
XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT AN
MeAMYHOro 3acTOCYBaHHSA Ha
nigcTaBi peryaspHo OHOB/TIOBAHOIO
3BiTy 3 6e3neku nikapcbkoro 3acoby,
a60o pocnifxeHb 3 6e3nekn
3aCTOCYBaHHS ikapCbKoro 3acoby B
nicnsipeecTpauiiiuii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3
JocnigpkeHb, NpoBeAeHnX
BiAMOBIAHO [0 NNaHy negiatpuyHmX
pocnipxeHs (PIP) (iHWi 3MiHN) -
3MiHN BHECEHO A0 IHCTPYKLii Ans
MeAMYHOro 3acTOoCyBaHHA
nikapcbKoro 3acoby [0 po3zinis
"Oco6nMBOCTI 3aCTOCYBaHHA" Ta
"Mo6iyHi peakwyii" BigNoBigHO A0
OHOBJIEHOT iH(hopmaLii Wwoao
6e3nekn 3acTocyBaHHS fitouol
peyoBuHW. TepMiH BBEAEHHS 3MiH
npoTarom 6 Micsuis nicns
3aTBEPKEHHS

3a peyenmom

He
nionseae

UA/20185/01/01

369.

TAKHI JTIOHI

Karncynm

TOB «TeBa

YkpaiHa

AT dapmaueBTUYHUIA

YropumHa

BHECEHHS 3MiH 0 peecTpaLiiHNX

3a peyenmom

He

UA/20185/01/02
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
NPOJIOHIOBaHOT Aji YkpaiHa» 3aBop TeBa MaTepianis: 3miHu | TUny - 3MiHK nionsizae
TBepai, 1 mr; no 10 wozo 6e3snekn/ehekTMBHOCTI Ta
Kancyn thapmakoHarnsgy. 3miHa y KopoTkili
NPOJIOHIOBaHOT Aji XapakTepucTuLi nikapcbKoro 3acooby,
TBEPAMX Y BnicTepi; TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
no 5 6nictepiB y MeZMYHOro 3aCTOCYBaHHS Ha
antoMiHieBOMY nigcTasi perysisipHoO OHOBJ/1HOBAHOIO
nakeTi, Lo MiCTUTb 3BiTY 3 6e3neKkun NikapcbKoro 3acoby,
BOJIOrOMNOI/IMHAKYMIA abo JocnigxeHb 3 6e3nekn
nakeTuk; no 1 3aCTOCYBaHHSA NikapcbKkoro 3acoby B
atoMiHiEBOMY nicnspeecTpauiiinii nepiog, abo sk
nakeTy B KapPTOHHIi pe3ynbTaT OLiHK/ 3BTy 3
KopooLi [ocnimpkeHb, NpoBefeHnx
BIANOBIAHO A0 NMNaHy neiatpuyHmnx
pocnigxens (PIP) (iHwi 3MiHn) -
3MiHV BHeceHo A0 [HCTpyKUii ans
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3Ainis
"Oco61BOCTI 3aCTOCyBaHHA" Ta
"Mo6iuHi peakwii" BiANOBIAHO A0
OHOBJ/IEHOT iHdhopMaLii Wwoao
6e3nekn 3acTocyBaHHA Ajto4oTl
peyoBuHW. TepMiH BBEAEHHS 3MiH
npoTsArom 6 micsuis nicns
3aTBEPAKEHHS
370. | TAKHI TIOHI Kancysnu TOB «TeBa Ykpaina AT dapmaueBTUYHWIA YropwuHa BHECEHHS 3MiH A0 peecTpaLiiHnX 3a peyenmom He UA/20185/01/03
NPOJIOHTOBaHOT Aji YkpaiHa» 3aBog TeBa MaTepianis: 3miHu | TUNy - 3MiHK nionszae

TBEpAi, No 3 Mr; no
10 kancyn
NPOJIOHTOBaHOT Aji
TBEpPAMUX y bnicTepi;
no 5 6nictepis y
antomiHieBOMy
nakeTi, Lo MICTUTb
BOJIOronorMHauunii
nakeTuk; no 1
antomiHieBOMYy
nakeTy B KapPTOHHIi
KOpoo6Li

wopo 6e3snekv/edpekTMBHOCTI Ta
hapMakoHarnagy. 3miHa y KopoTkil
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo OHOB/THOBAHOTO
3BiTY 3 6e3neku NikapcbKoro 3acoby,
abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHS NikapcbKkoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BIiTYy 3
JocnifpKeHb, NPOBEAEHNX
BiANOBIAHO [0 NNaHy negiaTpuyHmx
pocnigxes (PIP) (iHwi 3MiHW) -
3MiHV BHeceHo A0 IHCTpyKUji ans
MeAMYHOro 3acTOCyBaHHSA
niKkapcbKoro 3acoby [o posginis
"Oco61MBOCTi 3aCTOCYBaHHA" Ta
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
"Mo6iyHI peakuii BigNOBIAHO A0
OHOBJIEHOT iH(hopmaLii Wwoao
6e3nekn 3acTocyBaHHS fAitoyol
peyoBUHW. TepMiH BBEAEHHS 3MiH
npotsArom 6 micsuis nicns
3aTBEPAKEHHS
371. | TAKHI IOHI Kancynu TOB «TeBa YkpaiHa AT dapmaueBTUYHUIA YropLmHa BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a peyenmom He UA/20185/01/04
MPOJIOHroBaHOI fji YkpaiHa» 3aBof TeBa mMarepianis: 3MiHu | TRy - 3miHK nionsizae
TBEpAi, No 5 mr; no woao 6e3nekn/edpekTMBHOCTI Ta
10 kancyn hapmakoHarnsgy. 3mMiHa y KopoTkili
MPOIOHTOBaHOT Aji XapakTepucTuLi Nikapcbkoro 3acooby,
TBEpAMX y bnicTepi; TEKCTi MapKyBaHHS Ta iHCTPYKUiT AN
no 5 6nictepis y MeAMYHOro 3aCToCyBaHHA Ha
aNtoMiHiEBOMY nigcTasi perysisipHO OHOB/THOBAHOTO
nakeTi, Lo MICTUTb 3BITYy 3 6e3nekn NikapcbKoro 3acoby,
BOJ1I0TONOININHAKYMIA a60o pocnifxeHb 3 6e3nekn
nakeTuk; no 1 3aCTOCYBaHHSA ikapCbKoro 3acoby B
anoMiHieBOMy nicnsipeecTpauiiiuii nepiog, abo sk
NakeTy B KAPTOHHii pe3ynbTaT OLiHKM 3BITY 3
KOpOoO6Li JocnigpkeHb, NpoBeAeHnX
BiAMOBIAHO [0 NNaHy negiatpuyHmx
pocnipxeHs (PIP) (iHWi 3MiHN) -
3MiHN BHECEHO A0 IHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHA
nikapcbKoro 3acoby [0 po3zinis
"Oco6nMBOCTI 3aCTOCYBaHHA" Ta
"Mo6iyHi peakwji" BigNoBigHO A0
OHOBJIEHOT iH(hopmaLii Wwoao
6e3nekn 3acTocyBaHHS fitouol
peyoBuHW. TepMiH BBEAEHHS 3MiH
npoTAarom 6 Micsuis nicns
3aTBEPKEHHS
372. | TAKCOTEP® KOHUEeHTpaT A5 TOB Ykpaina CaHodi-ABeHTIC HimeyunHa BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a peyernmom UA/5488/01/02
po3unHy AnA "CaHocpi- Joiiunang MmeX mMarepianis: 3MiHu | Tuny - 3miHK
iHQpy3in, 20 mr/m; ABEHTIC wozo 6e3nekn/edhekTMBHOCTI Ta
Ne 1: no 4 mn (80 YkpaiHa" thapmakoHarnsgy. BeegeHHs abo

Mr) y doniakoHi; no 1
pNakoHy B
KapTOHHI Kopo6Lyi

3MiHM [0 y3araslbHeHUX JaHux npo
cuctemy hapmakoHarnagy
(BBEAEHHA Y3araslbHeHUX AaHuX npo
cuctemy chapmakoHarnsagy, smiHa
YMOBHOBaXEHOI 0COo6M,
BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsay; KOHTakTHOT ocobu
3 (hapmakoHarnagy 3asBHuKa 4N
3fliicHeHHs1 chapmakoHariagy B




300

Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
YKpaiHi, AKL0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0COobY,
BiANOBiAA/IbHOI 32 3AiCHEHHS
thapmakoHarnagy (Bkiovaouu
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsagy). 3miHa
MiCLie3HaxXoMKEHHS MmacTep-thainna
cmcTeMu dpapmakoHarnagy. 3miHa
MicLs 34iACHEHHSI OCHOBHOT
[AISNbHOCTI 3 hapMakoHarisgy.
373. | TANNITOH® Tabnetku no 6,25 3AT YropwmHa nepBuUHHE NakyBaHHS, YropwumHa BHECEHHS 3MiH [JO peecTpaLiiiHnX 3a peyernmom UA/0947/01/01
Mr; Mo 7 TabneTok y dapmaneBT BTOPVHHE NaKyBaHHS, maTepianis: 3MiHu | TUNY -
6nicTepi; No 2 abo 4 | nYHWUIA 3aBOA, KOHTPO/b, BUMYCK Cepii: AOMiHICTpaTMBHI 3MiHW. BunyyeHHs
6nictepu y EFIC 3AT dapmaueBTUYHNMIA

KapTOHHI Kopo6Lyi

3asog ElC, YropwuHa;
NOBHUIA LMK
BMPOGHMLTBA,
BK/IOYAI0UY BUMYCK
cepii: 3AT
dapmMaLeBTUYHWIA 3aBOf,
ETIC, YropwwuHa

BMPOGHWYOI AiNbHML (BKIOYAKUN
OinbHUUi N APl NIPOMKHOTO
npoAayKTy abo rotoBOro Nikapcbkoro
3aco6y, AiNbHULI 4519 NPOoBEAEHHS
nakyBaHHs, BUPOGHMKA,
BiANOBIAaUILHOrO 3a BUNYCK Cepil,
MicLe NpoBefeHHSA KOHTPO/IO cepil)
abo nocrtavasibHMKa BUXIAHOMO
maTepiany, peareHty abo
[OMOMDDKHOT PEHOBUHM (AKLLO
3a3HayeHo y AOChE) BUTyUYEHHS
3aTBEPKEHOr0 BUPOOHYKA AjtoYoi
peyoBvHM kapsegunon - Mylan
Laboratories Limited, India. 3miHu |
MRy - 3MiHK 3 sKocTi. FoToBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NikapCbKoro 3acoby. 3miHa
napameTpiB cneuyudikauii Ta/abo
[0MNyCTUMUX MEX rOTOBOrO
niKapcbKoro 3acoby (iHLi 3MiHW)
BMNpaB/IEHHA HEMPaBUIbHO
3aTBepKeHol nepiognyHoCTI
KOHTPOJTH0 3@ MOKa3HUKOM
«MikpobionoriyHa uncrota» B
Cneuumdpikauii M13. Takox
BHOCUTBCS YTOYHEHHS
hopmyntoBaHHsa o TYMC
(3aTBEPAXEHO: «3arasibHe YMCo
rpubiB»; 3aNPONOHOBAHO: «3arasibHe
YNC0 APDKOKOBUX i MiCEHEBUX
rpm6iB TYMC») Ta fofaeTbCs




301

Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
(TAMC) p0 «3arasibHe 41cno
aepobHMX MiKpoopraHismie», 6e3
3MiH KpUTEPIto NPUAHATHOCTI
BignosiaHo 0o €®, 5.1.4. BeeaeHHsA
3MiH - NPOTAroM 6-TW MicALiB nicns
3aTBEPAKEHHS.
374. | TANNITOH® Tabnetku no 12,5 3AT YropluHa nepBuHHE NakyBaHHS, YropLumHa BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a peyenmom UA/0947/01/02
Mr; no 14 tabnetok dapmaveBT BTOPVHHE NaKyBaHHS, marepianis: 3miHu | Tuny -
y 6nicTepi; no 1 abo | W4HWiA 3aBOA KOHTPO/b, BUNYCK Cepil: AAMiHICTpaTVBHI 3MiHW. BuyyeHHs
2 6nictepu y ErcC 3AT dapmaueBTUYHNMIA BMPOBHUYOT AiNbHUL (BKNOYAOUN

KapTOHHI Kopo6Lyi

3aBog, ElC, YropuwmHa;
NOBHWIA LUK
BUPOGHMLTBA,
BK/IOYAK0UY BUMYCK
cepii: 3AT
dapmMaLeBTUYHMIA 3aBOf,
ETIC, YropwwuHa

AinbHUU ana A®l, npomikHoro
npoAyKTy abo roToBOro fikapcbKoro
3acoby, AiNbHUL A8 NPOBEeAEHHS

nakyBaHHs, BUPOGHMKa,
BiANOBIAA/TLHOIO 3a BUMYCK Cepil,
MicLle NpoBeAEeHHS KOHTPOIO cepil)
abo noctavasnibHVKa BUXIAHOMO
marepiany, peareHty abo
[LOMOMDKHOT PEYOBUHM (SKLLO
3a3Ha4yeHo y [0CbE) BUTYYEHHS
3aTBEPKEHOr0 BUPOGHUKA AitoHOT
peyoBvHM kapBeunon - Mylan
Laboratories Limited, India. 3MmiHu |
TMny - 3MiHK 3 sKocTi. FoToBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /liKapCbKoro 3acoby. 3miHa
napameTpiB cneuudikaui Ta/abo
[0NyCTUMUX MEX rOTOBOr0
nikapcbKoro 3acoby (iHLi 3MiHN)
BMMNPaB/IEHHS HeMpaBuIbHO
3aTBEpXEHOI NepiogNYHOCTI
KOHTPO/IO 3a NOKa3HUKOM
«MikpobionoriyHa yicToTa» B
Cneuumdpikauii M13. Takox
BHOCUTbCH YTOYHEHHS
cthopmyntoBaHHa o TYMC
(3aTBEPAXKEHO: «3arasibHe YNC/O
rpubiB»; 3aNPONOHOBAHO: «3arasibHe
YUCNO APDKOXKOBUX i MliCEHEBUX
rpm6is TYMC») Ta fofaetbes
(TAMC) po «3arasnibHe u1cno
aepobHKX MiKpoopraHiamiB», 6e3
3MiH KPUTEPIto NPUAHATHOCTI
BiANOBIAHO A0 €®, 5.1.4. BBeeHHs
3MiH - NPOTArom 6-T1 MicsauiB nicns
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Kpaina

PeecmpayjitiHa npoyedypa

Ymosu

Peknam

Howmep
peecmpayjiliHo2o

n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

BUPOGHUKa

3aTBEPAKEHHSI.

Bionycky

yBaHHs

nocBi04Y€eHHs1

UA/0947/01/03

BHECEHHS 3MiH [0 peecTpavLiiiHnX

3a peyenmom

375.

TANNITOH®

TabneTkn no 25 mr;
no 14 tabnetok y
6nictepi; no 1 a6o 2
6nictepn y
KapTOHHI Kopo6Lyi

3AT
dapmauesT
WNYHWIA 3aBOS
ErIC

YropmHa

NepBUHHE NakyBaHHS,
BTOPUHHE NaKyBaHHs,
KOHTPO/b, BUNYCK Cepil:
3AT dapmaueBTUYHWUIA
3aBog, ElC, YropwmHa;
NOBHUIA LMK
BVMPOGHMLTBA,
BK/10YAK0UY BUMYCK
cepii: 3AT
dapmaveBTUYHNI 3aBOS,
ErIC, YropwmHa

YropLmHa

martepianis: 3miHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. BuiyyeHHs
BMPOGHWYOI AiNbHUL (BKNOYA0UN
LinbHUUl ansa APl NPOMIKHOTO
npoAyKTy abo roToBOro fnikapcbKoro
3aco6y, AinbHULI 4518 NpoBeAEeHHS
nakyBaHHs, BUPOGHMKa,
BiANOBIAA/ILHOIO 3a BUMYCK Cepil,
MiCLie NpoBEeAEHHSA KOHTPO/IIO Cepir)
ab0 nocTavasibHMKa BUXigHOMO
maTtepiany, peareHTy abo
[,0MOMIKHOT PEYOBUHM (SIKLLLO
3a3HayeHo y JOCbE) BUTYUYEHHS
3aTBEPAKEHOrO BUPOGHUKA AitoHOT
peyoBuHM kapeeaunon - Mylan
Laboratories Limited, India. 3miHu |
TUny - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa
napameTpiB cneuyudikauii Ta/abo
[OMYCTUMUX MEX FOTOBOTO
nikapcbKoro 3acoby (iHLi 3MiHN)
BMMNPaB/IEHHS HEMpaBUIbHO
3aTBEPKEHOI NepiogNUHOCTI
KOHTPOJTIO 3@ MOKa3HNKOM
«Mikpob6ionoriyHa uncrota» B
Cneuucpikauii M13. Takox
BHOCUTbCS YTOYHEHHS
dopmyntoBaHHs o TYMC
(3aTBEpPAXKEHO: «3arasibHe Yncno
rpubiB»; 3anNpornoHOBaHO: «3arajibHe
YMCNO APDKOKOBUX i NAiCeHEBUX
rpm6iBs TYMC») Ta fofaetbcs
(TAMC) g0 «3aranbHe 4uncno
aepobHUX MIKpOOpraHiamis», 6e3
3MiH KpUTEpIto NPUAHATHOCTI
BignosigHo fo €&, 5.1.4. BBeAeHHA
3MiH - NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS.
BHECEHHS 3MiH 10 peecTpaLiiiHnX

6e3 peyenma

UA/13948/01/01

376.

TAMICTONI®

cynosuTopii no
0,015r,no 5
cynosunTopiiB y

KHBMI
"ICHA"

YkpaiHa

MpAT "Nekxim - Xapkis"

YkpaiHa

mMarepianis: 3MiHu | Tuny - 3miHK
wopo 6e3nekn/edhekTMBHOCTI Ta

dhapmakoHarnaay. BeefieHHst a6o

6nictepi, no 1 a6o 2
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

6nictepu B nauyuj

3MiHW [0 y3arasibHeHWX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX Npo
cuctemy hapmakoHarnagy, amiHa
YMOBHOBaXEHOI 0CO6Y,
BiANOBiAA/IbHOI 32 3AiCHEHHS
chapmakoHarnsgy; KOHTaKkTHoi 0cobm
3 thapmakoHarnsgy 3asiBHVKa Ans
3gificHeHHs chapmakoHarnsay B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0CO6Y,
BiANOBiAA/IbHOI 32 3AiCHEHHS
thapmakoHarnagy (Bkitovaouu
KOHTaKTHi fjaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-ghaiina cuctemm
hapmakoHarnsagy). 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiAMNOBIAa/IbHOI 3a hapMakoHarnsg.
[litova pepakuin: TkauyeHko TeTsaHa
MeTpiBHa. NMponoHoBaHa pegakuis:
CasueHko Haranis BitaniiBHa.
3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiAMNOBIAa/IbHOI 32 hapMakoHarnsg.
3MiHa HoMepa MacTep-ghaiina
cucTemu dpapmakoHariagy.

377.

TEKCAKAMHA,

PO34MH ANS iH'eKLi
100 mr/mn, no 5 mn
B amnynax, no 4
amnynu y 6nictepi,
no 1 6nictepy B
KapTOHHI Kopo6Lyi

MaHkaitHg,
Papma
Nimiten

IHAjsA

MaHkaiiHg ®apma
NimiTen

IHAja

BHECEHHS 3MiH [0 peecTpaLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK
woAo 6e3nekn/epekTnBHOCTI Ta
chapmakoHarnsgy. BeefeHHsa abo
3MiHW [0 y3arasibHeHWX AaHux Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX Npo
cuctemy hapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0CO6M,
BiANOBiAA/IbHOI 32 3AiCHEHHS
chapmakoHarnsgy; KOHTakTHoi 0cobm
3 thapmakoHarnsgy 3asiBHVKa Ans
3qificHeHHs hapmakoHarnsay B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0CO6M,
BiANOBiAA/IbHOI 32 3AiACHEHHS
hapmakoHarnagy (Bkiovaiouu
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pPO3MilLEHHI MacTep-daiisia cucTemm

3a peyernmom

UA/18803/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

thapmakoHarnsgy) 3miHa

YMOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiAMNOBIAa/IbHOI 3a hapMakoHariag.

[Oitova pepaxkuisn: Papxat Civran /

Rajat Singal. MponoHoBaHa
pepakuis: Ap. Hity CiHxa / Dr. Nitu
Sinha. 3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXEHOI 0COo6Y,

Bi4NoBiAa/IbHOI 32 hapmakoHarnsag

378.

TEO®EAPUH
IC®

Tabnetku; no 10
TabneTtok y 6nictepi;
no 1 6nictepy B
naJui 3 KapToHy

ToBapucTeo
3
[04aTKOBOO
BignoBigasb
HicTio
"IHTEPXIM"

YkpaiHa

ToBapucTso 3
[04aTKOBOK
Bi4NoOBIfANbLHICTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHnx
mMarepianis: 3MiHu | Tuny - 3miHK
Loao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili
XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT AN
MeAMYHOro 3acTOCYBaHHSA Ha
nigcTaBi peryaspHo OHOB/TIOBAHOIO
3BiTy 3 6e3neku nikapcbkoro 3acoby,
a60o pocnigxeHb 3 6e3nekn
3aCTOCYBaHHS ikapCbKoro 3acoby B
nicnsipeecTpauiiiuii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3
JocnigpkeHb, NpoBeAeHnX
BiAMOBIAHO [0 NNaHy negiatpuyHmX
pocnipkeHs (PIP) (3MiHy y3rogkeHo
3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom). 3MiHU BHECEHO A0
IHCTPYKLiT ANna MeguyHoro
3acTOCyBaHHS MikapCcbKoro 3acoby
[0 po3gainis "B3aemogisa 3 iHWMMU
nikapcbknmy 3acobamu Ta iHLWi BUAN
B3aemMogiii", "OcobnnBocTi
3actocyBaHHs", "Mob6iuHi peakuyii”
BiANOBIAHO 4,0 OHOBNEHOT
iHchopmawuii 3 6e3neku gjtoyoi
peyoBuHM (NnapaueTtamorny) 3rigHo 3
pekomeHpauissmu PRAC. TepMiH
BBEJEHHS 3MiH NPOTArom 6 micsuis
nicns 3aTBepKeHHs.

3a peyenmom

He
nidnseae

UA/9230/01/01

379.

TELUEHTPUK®

KOHLeHTpaT Ans
PO34mnHy Ans
iHdpy3iin no 1200
mr/20 mn; no 20 mn
y chnakoHi; o 1
of1IaKoHy Y

TOB «Pouww
YKpaiHa»

Ykpaina

Brpo6HMLTBO
Hepo3acoBaHoi
NPOAYKLUii, NepBUHHE
nakyBaHHs,
BMNPOOGYBaHHS
KOHTPOJII0 AKOCTi: PoLu

Himeuunna/
LLiseliyapis

BHECEHHS 3MiH 10 peecTpavLintHnx
mMartepianis: 3miHu | Tuny - 3MiHK 3
akocTi. A®l. Bupo6HuLTBO. 3MiHM B
npoteci Bupo6HuuTea AdI
(He3HayHa 3MiHa y mpoueci
BMpo6HMLUTBa ADI)

3a peyenmom

He
nionsieae

UA/15872/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1

KapTOHHI Kopo6Lyi

[LiarHocTmke Mv6X,
HimeuunHa,;
Brpo6HMLTBO
Hepo3acoBaHol
npoAykKLuii, nepsuHHe
nakyBaHHS, BTOPUHHE
nakyBaHHsl,
BMNPOGYBaHHSA
KOHTPO/TIO AKOCTI,
BUMYCK cepil:
®.XodpchmaHH-/15 Polu
NTa, Wseiiuapis

HesHauHa 3miHa y npoueci
BMpo6HMLUTBa AP, a came
BUIyYeHHss HTST
(BucokoTemnepatypHoi
KOpOTKOYaCHOi 06po6KM) K
060B’5I3KOBOr0 MeToAy 06pO6KU.
BBeneHHs 3MiH NpoTArom 6 mMicauis
nicns 3aTBepmkeHHs. 3MiHu | Tuny -
3MiHn 3 sKkocTi. A®I. Bupo6HMLTBO.
3MiHV BUNpOo6yBaHbL abo
LOMyCTUMMX MEX Y MpoLeci
BMPOG6HMLTBA ADI, L0 BCTAHOBNEHI
y crneundikauisx (BUny4eHHs
HEeCyTTEBOro BUNPoOyBaHHS)
BunyyeHHs BunpobysBaHHA Ha
nenTocnipy B npoLeci BUpobHuuTBa
A®|. BBeAeHHS 3MiH NpoTArom 6
MiCALIB MiCNA 3aTBEPKEHHS. 3MiHM
| TMny - AAMIHICTPaTVBHI 3MiHW.
BunyyeHHs BUPOOGHNYOI AinbHUL
(Bkntovaroum ginbHuLi ansa Adl,
MPOMIXHOrO NPOAYKTY abo roToBoro
NiKapcbKoro 3acoby, AinbHuLi ons
NpoBefieHHA NakyBaHHs, BUPOOHUKa,
BiANOBIAA/ILHOIO 3a BUNYCK Ccepil,
MiCLie NpOBEAEHHSA KOHTPO/IIO Cepir)
abo nocTavasibHVKa BUXigHOMO
mMaTtepiany, peareHTy abo
[,0MOMDKHOT PEYOBUHM (SIKLLLO
3a3HayeHo y 0Cbe) BunyyeHHs
ninbHuui Genentech Inc., 1 DNA
Way, South San Francisco, CA,
94080, USA, 5K AinbHUUj
BiANOBIA&/IbHOT 32 KOHTPO/1b B
npoueci BupobHuuTea Adl.
BBefeHHs1 3MiH NpoTArom 6 micsuis
nicns 3aTBepKeHHs. 3MiHu | Tvny -
AfMiHICTpaTMBHI 3MiHN. 3MiHa
HalilMeHyBaHHA Ta/abo agpecu Micus
NPOBaKEHHSA AiS/IbHOCTI
BMPOGHMKA (BK/IHOYAOUM, 3a
HeoObXiAHOCTI, MicLe NpoBeaAeHHS
KOHTPOJIO SIKOCTI), ab0o Br1acHuKa
macTep-aiina Ha Adl, abo

nocravanbHuka Adl/BmxigHoro
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

MaTtepiany/peareHTy/npoMibKHOro
NpoAyKTy, L0 3aCTOCOBYOTbCA Y
BMPOGHULTBI A®I (SKLLLO 3a3HaYeHO
y [OCbE Ha Nnikapcbkuii 3aci6) 3a
BiACYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONeNiChKii
hapmakonei y 3aTBepKeHoMy
[oCbe, ab0 BUPO6GHMKA HOBOI
[L,0MOMIXHOT PEYOBUHM (SIKLLLO
3a3HayeHo y focbe) 3MiHa agpecu
(nowToBOro iHAEKCY) AiNbHUL,
BiANOBIAA/IbHOT 32 BUPOOHULTBO Ta
TeCTyBaHHS KOHTPO/IO AKOCTi AitoHoT
peyoBuHM atesonisymad F.
Hoffman-La Roche AG, Switzerland.

3aTtBeppxeHo: Grenzacherstrasse
124, 4070 Basel (CH-4070),
Switzerland
3anponoHoBaHo: Grenzacherstrasse
124, 4058 Basel (CH-4058),
Switzerland
BBefeHHst 3MiH NpoTArom 6 micsuis
nicns 3aTBepKeHHs.

380.

TUTANAHT

TabneTku, BKPUTI
NAiBKOBOO
o6onoHkoto, no 90
Mr; no 14 TabneTok
y 6nictepi, no 4
6nictepu B
KapTOHHI Kopo6Lyi

KPKA, a.4.,
Hoso mecTo

CnoBeHis

BMpPO6HMLTBO "in bulk”,
NepBrHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO b
cepii Ta BUNYycK cepii:
KPKA, a.4., HoBo mecTo,
C/I0BEHiIf; KOHTPO/1b
cepii (i3nyHi Ta XiMiuHi
MEeTOAMN KOHTPOSIH0):
HN30X (HauioHanbHi
nab6opaTtopis 3a 34pas'e,
OKOJIE iH XpaHo),
C/I0BEHiIf; KOHTPO/1b
cepii (i3nyHi Ta XiMiuHi
MEeTOAMN KOHTPOSIH0):
KeMilicbki iIHCTUTYT,
LleHTp 3a Banigavilicke
TEXHOJI0XIE iH aHaNiTUKo
(UBTA), CnoseHis;
KOHTPO/Ib cepii (Gi3nyHi
Ta XiMiuHi meToan
KOHTpO/10): JlabeHa

CnoseHis

BHECEHHS 3MiH [JO peecTpaLiiiHnx

mMarepianis: 3MiHu | TRy - 3miHK

Loao 6e3nekn/edpekTBHOCTI Ta

hapmakoHarnsgy. 3miHa 4yactoTum

Ta/abo TepMmiHiB MogaHHSA perynspHo
OHOBJ/IIOBaHVIX 3BiTiB 3 6e3neku
NiKapcbKnx 3acobis - 3MiHN Y
4yacToTi Ta AaTax nofaHHs
perynspHo OHOB/IOBAHOTO 3BiTY 3
6esneku.

[itoya pepakuis: Yactota nogaHHA
perynsipHo OHOB/IOBAHOTO 3BiTY 3
6e3nekun 1 pik. KiHueBa gata ons

BK/IIOYEHHSA faHux fo PO3b -
30.12.2018 p. Aarta nogaHHs -
10.03.2019 p. NponoHoBaHa
pefakuis: Yactota nogaHHs
perynspHo OHOB/IOBAHOTO 3BiTY 3
6e3nekun 3 poku. KiHueBa faTa ans
BK/IOYEHHSA faHux fo PO3b -
31.12.2026 p. Jata nogaHHs -

3a peyenmom

UA/20338/01/01
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Hassa

3asaBHuUK

Popma surnycky Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
4.0.0., CnoBeHis; 31.03.2027 p. PekomeHaoBaHo A0
KOHTPO/Ib cepii (Gi3nyHi 3aTBEPAKEHHSA BiAMOBIAHO A0
Ta ximMmiyHi meToan nepioguYHOCTI MoJaHHS perynsipHo
KOHTPO/I0): OHOB/IOBaHMX 3BITIB 3 6e3neku
Kewmina6 g.0.0., nikapcbkunx 3acobis y €EC
CnoBeHis
381. | TUrALUMN MopoLLoK AN Mdpaiizep CLWA BVMPOGHULTBO NPOAYKLT ITanisa BHECEHHS 3MiH 10 peecTpavLinHnx 3a peyenmom UA/12347/01/01
po3unHy Ans Eiy.Ci.Mi. in bulk, nepsuHHe marepianis: 3miHu | Tuny - 3miHu 3
iHdpy3iii no 50 mr; 10 | Kopnopeiiw nakyBaHHs1, KOHTPO/Tb AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
hNakoHiB 3 H AKocTi: MaTeoH ITanis 3MiHM Y BUPOOHULTBI. 3MiHU
MOPOLLKOM Yy nauui 3 C.n.A, Itanis; BMNpobyBaHb abo JOMYCTUMUX MEX,
KapToHY BVMPOGHWLTBO NPOAyKLl BCTaHOB/EHMX Y cneumdikalisx, nig
in bulk, nepsrHHe Ta Yyac BMpo6GHMLTBA FOTOBOroO
BTOPUHHE NakyBaHHS, nikapcbKoro 3acoby (gofaBaHHs
KOHTPO/Tb AKOCTi Ta HOBOrO MeToAy BUNPOGYBaHHSA Ta
BUMYyCK cepii: BaeT LOMYyCTUMNX MeX) A0faBaHHS ABOX
Nepepne C.p.J1., ITanis; [04aTKOBMX TOYOK Big6opy Ans
JocnimpkeHHs TecTy GioHaBaHTaXeHHs Mif vyac
cTepwibHOCTI: KOpodiiHe npowecy nepesipkn po3uunHy in bulk
- baiionab C.p.n., ITanis Ha eTanax dinbTpauii.
382. | TIANPINMAH® Tabnetku; no 100 mr | TOB "Bayw Ykpaina I.J1. dapma M'm6X ABCTpis BHECEHHS 3MiH [J0 peecTpaLiiiHnX 3a peyernmom UA/10161/01/01
no 20 TabneTok y Xenc mMartepianis: 3miHu | TUNYy - 3MiHK 3
6nictepi; no 1 a6o 3 YkpaiHa" SKOCTi. A®l. BUpo6HMLTBO. 3MiHN B

6nicTepu y kopobui 3
KapTOHY

npoteci BUpo6HuuTBa AdI
(He3HauHa 3MiHa y 3aKpUTIil YacTUHI
MacTep-haiina Ha A®l) - a3miHa y
npoveci BupobHuuTea A®I Tianpuay
Bif, BUpo6HMKa ICROM, o6ymoBneHa
[oJaBaHHAM 4,04AaTKOBOI cTagil
OYULLLEHHS i30MPONIZIOBUM CNMPTOM
Ta BOJOI Ha OCTaHHbLOMY eTani
cuHTe3y A®L. 3MiHu | Tuny - 3MiHN 3
AKOCTi. A®Il. KoHTponb A®L. 3miHa y
meTofax BunpobysaHHs Ad®| abo
BMXIAHOrO MaTepiany/MpomiKHOro
npoaykTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NPOLIECI
BUpo6HMLUTBA AP| (HE3HAYHI 3MIHK Y
3aTBEpPKEHUX MeToaax
BUNPOBYBaHHSA) - NpUBEAEHHSA
NOTEHLIOMETPUYHOTO MEeTOAY
KiNIbKiICHOr0 BU3HaY€HHSA B
cybcTaHuii Bif BupobHmKa ICROM
[0 BMOT €BPONENnCbKOi
dapmakonei. Takox 6y/In BHECEHi
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
pefakLiiiHi 3MiHM B Taki YacTUHW:
3.2.5.3.2 flomiwkn, 3.2.5.4.1
Cneuudikauis, 3.2.S.7.1
CT1abinbHicTb(AP-ASMF Big,
Bupo6HuKa APl ICROM) Ta
3.2.S.3.2 [omiwkun, 3.2.S.4.4 AHani3
cepiid, 3.2.S.5CTaHaapTHI 3pasku
(Big, BUpO6HMKa rotosoro /13).
3arBepaxeHo: ASMF rev 03- Jan
2021, 3anponoHoBaHo: ASMF rev
06- Oct 2022
383. | TIBAPIIH-H PO34uH ANs iHQy3il, TOB Ykpaina Bunyck cepii: Ykpaina/ BHECEHHS 3MiH [JO peecTpaLiiiHnX 3a peyernmom He UA/19033/01/01
42 mr/mn, no 100 mn | «®APMACE TOB «®APMACE/1», Mpeuis mMartepianis: 3miHu | TUNYy - 3MiHK 3 nionszae
a6o no 200 mny N» YKpaiHa; SKOCTi. [0TOBWMIA Nikapcbkuii 3aci6.
hnakoHi, no 1 HeposdacoBaHuii CrabinbHicTb. 3MiHa y TepMiHax
hnakoHy y nauui 3 NPOAYKT, NepBUHHA npuaatHocTi abo ymoBax 36epiraHHs
KapToHy; no 100 mn ynakoBKa, BTOPUHHA rOTOBOTO JliKapCbKOro 3acoby
abo no 200 mny ynakoBKa, KOHTPO/Ib: (36inbLUEHHS TEPMiIHY NpUAATHOCTI
dhnakoHi, no 10 BIOCEP C.A. roToBOro NikapcbKoro 3acoby) - Ans
hnakoHiB y KopobLyi MAPEHTEPAN TOProBOi ynakoBku
COMOWHC IHOACTPI, (nigTBEPAKYETHCA AaHUMU
Mpeuis peasibHOro 4acy) - 36iNbLUEeHHs
TepMiHy NpUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby Ha OCHOBI
NO3UTUBHUX pe3ynbTaTiB
[0BroCTPOKOBMX AOC/IIKEHD
CTabiNbHOCTI Y peasibHOMY Yaci:
3aTBepmakeHo: TepMiH NpuaaTHoCTI -
2 pokn. 3anponoHoBaHo: TepMiH
nNpuAaTHoCTI - 3 pokn. 3MiHn
BHECEHO B po3zin "TepmiH
npuaaTHOCTI" B IHCTPYKLi0 Ans
MeAMYHOro 3acTOCyBaHHA
nikapcbkoro 3acoby. BeegeHHsA 3MiH
nNpoTArom 6-T1 MicAUIB micns
3aTBEPAKEHHS.
384. | TIOHEKC PO3YMH ANA iH'EKUi, 3AT JlnToBcbKa NNTABOPATOPIO ITanisa BHECEHHS 3MiH 10 peecTpavLintHnx 3a peyenmom He UA/17110/01/01
2 mr/Mn; no 2 mn B «bapmira» Pecny6nika DAPMALIEYTIKO C.T. MaTepianis: 3miHu | TMny - 3MiHK nionsieae
amnyni; no 6 amnyn C.P.N. wono 6e3nekn/edpekTMBHOCTI Ta
B KOHTYpHIlA chapmakoHarnsgy. 3MiHN y KOpoTkili
YapyHKOBIl XapaKTepucTuLi Nikapcbkoro 3acooby,
ynakosLi; no 1 TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
KOHTYPHIlA Me[MYHOro 3aCTOCyBaHHS
YapyHKOBIl ynakoBL,i reHepuyHMX/ribpuagHNx/6ionodibHMX
B nmayui NiKapCbKNX 3ac06iB NiC/1 BHECEHHS




309

n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

Tiel camoi 3MiHV Ha pedhepeHTHW
npenapar (3miHa He noTpebye
HaflaHHS XOAHVX HOBUX AOAATKOBUX
OaHux). 3MiHW BHECEHO [0 IHCTPYKLIT
ONs MenYHOro 3acTocyBaHHSA
nikapcbKoro 3acoby y po3ainm
"apmakosioriyHi BnactmsBocTi",
"MpoTmnokasaHHsa", "OcobamBOCTi
3acTocyBaHHA", "3acTocyBaHHsA Y
nepiog BariTHocTi abo royBaHHs
rpyaAat"”, "3gartHicTb BIANBaTH Ha
LBWAKICTb peakLii mpy KepyBaHHI
aBTOTPaHCNOPTOM a60 iHWKMKU
MexaHismamu', "Mo6iuHi peakwii"
3rigHo 3 iHhopMmaLjeto Wwoao
MeAMYHOro 3acToCyBaHHA
pedyepeHTHOr 0 /ikapCbKoro 3acoby
(Muscoril, solution for injection
2mg/ml). BBefeHHA 3MiH NPOTAroM
6-T1 MiCALIB MiC/1A 3aTBEPKEHHS.

385.

TIOHEKC

TabneTku no 8 mr;
no 14 tabneTtok y
6nictepi; no 1
6nictepy y
KapTOHHI Kopo6Lyi

3AT
“®apmnira”

JInToBCbKa
Pecny6nika

BMpOﬁHMuTBO 3a No0BHUM

uukiom: biochapm 14,
MonbLya;
MiKpO6ioorivHuiA
KOHTpO/b: PiTochapm
Knenka C.A., MonbLua,;
Mo3/la6 Cn. 3 0.0.,
MonbLa

Monba

BHECEHHS 3MiH [0 peecTpaLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK
oo 6e3nekn/epekTnBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpoTkili
XapakTepucTuLi NnikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMYHOro 3acTOoCyBaHHA
reHepuyHMX/ribpmaHnx/6ionodibHmx
NiKapcbKnx 3acobiB NiC/1s1 BHECEHHS
Tiel camoi 3MiHV Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HaZjaHHS XXOAHWX HOBUX [0AATKOBUX
AaHnx) 3MiHW BHECEHO [0 iIHCTPYKL;i
AN MeAUYHOro 3acToCyBaHHs
nikapcbKoro 3acoby y po3ginu
"PapmMakosiorivyHi BNactmsBocTi",
"MpoTmnokasaHHA", "B3aemopis 3
IHLIMMK NikapcbkMKM 3acobamu Ta
iHWIi BMAM B3aemopiit*, "OcobnBoCTi
3acTocyBaHHs", "3acTocyBaHHA Y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaar”, "3aaTHicTb BNAMBaTK Ha
LIBUAKICTb peakLii npu kepyBaHHi
aBTOTPaAHCMOPTOM a60 iHWKMK
MexaHizmamu”, "Mo6iyHi peakuii*

3a peyernmom

He
nionsieae

UA/19133/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

3rigHo 3 iHhopmaLieto Wwoao
MeAMYHOro 3aCTOCYBaHHS
pedhepeHTHOro nikapcbKoro 3acoby
(MUSCORIL). BBegeHHSA 3MiH
npoTArom 6-T1 MicAUiB micns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK
wopo 6e3sneku/edpekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3miHun
BHECEHO [0 iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA
NiKapcbKoro 3acoby y po3ain
"Mo6iyHi peakuyii" WoA0 3BiTyBaHHSA
npo No6iyHi peaxuii.
BBefeHHs 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBEPAKEHHS

386.

TI®IM Bl ®1
TYPHIM VI
BAKLVHA An1S
MPO®INAKTUK
W YEPEBHOIO
TNDY
MONICAXAPU,
HA PIOKA

PO34UH NS iH'eKwit
no 25 mkr/gosa; no
0,5wmn (1 po3a) y
nonepeaHbLO
3aMnoBHEHOMY
wnpuvui 3
NPUKpPINAIEHO0
ronkoto Nel B
KapTOHHI KopoobLi 3
MapKyBaHHSIM
YKpaiHCbKolo abo
aHrnincoLKo
MoBamu, abo
IHLUMMW iHO3eMHUMKN
mMoBamu; no 0,5 mn
(1 posa) y
nonepeaHbLO
3anoBHEHOMY
wnpuui 3
NpUKpiNIeHo
ronkoto Nel B

CaHodpi
Mactep

PpaHuis

B1po6HMLTBO roTOBOrO
Hepo3dacoBaHoro
NpPoAyKTY, BTOPUHHE
nakyBaHHs!, KOHTPO/1b
AKOCTi Ta BUMYCK Cepii:
CaHodpi MNacTep,
$paHuisn; BTopuHHe
naxyBaHHs, BUNYyCK
cepii: CaHodi MNactep,
$paHuisn; BTopuHHe
naxyBaHHs, BUNYyCK
cepii: CaHodi-ABeHTIC
3pT., YropwuHa;
HanoBHeHHs Lwnpuuis
(BKrOYaroumn
cTepunisytody
hinbTpavio) Ta ix
iHCNeKTyBaHHS,
KOHTPO/1b AKOCTi 3a
NOKa3HUKOM
CTepwibHICTb): CAHOODI

dpaHuia/
YropLmHa

BHECEHHS 3MiH [JO peecTpaLiiiHnx
marepianis: 3miHu | Tuny - 3miHu 3
AKoCTi. A®I. KoHTponb A®I. 3miHa y
mMeTofax BunNpobysaHHA A®| abo
BMXiAHOro Martepiany/npomikHOro
NpoAyKTy/peareHTy, WWo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA ADI (iHLI 3MiHN Y
MeTogax BUnpobyBaHHs
(BKTHOYAKOUM 3aMiHy ab0
[OMNoBHEHH:A) AD| abo
BUXiAHOrO/NPOMIXHOr0 NPOAYKTY)
3MiHa y MmeTofax BUNpo6yBaHHs
Adl abo BuxigHoro
mMartepiany/npomiKHOro
NpoAyKTy/peareHTy, Lo
BMKOPVCTOBYETLCS Y NPOLIECI
BMPOGHMLTBA ADI: I') iHLWI 3MiHK Y
MeToAax BUNpobyBaHHs
(Bkntovaroun 3amivy abo
[0MNoBHEHHA) AD| abo

cTaHAapTHO- BIHTPOMM IHOACTPIA, BUXIAHOTO/NPOMIXHOr0 NPOAYKTY,
€KCMOPTHIN ®paHuis T1n 1B, a came BHECEHHS 3MiH 40
ynakoBLi, sika aHasliTMYHOTO MeToAy N5 TECTY Ha
MICTUTBLCA Y BU3HAYEHHS MONEKYIAPHOrO
KapTOHHI Kopoo6Lii 3 po3mipy. TepMiH BBEAEHHS 3MiH -
IHCTpYyKLUieto ana XOBTeHb 2026. 3MiHu | TNy - 3MiHK
MeANYHOro 3 iKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
3aCTOCyBaHHSA 3 KOHTpOsb roToBOro nikapcbKoro
MapKyBaHHSAM 3acoby. 3miHa y MeTofax

3a peyenmom

UA/13057/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

YKpPaiHCLKOH MOBOKO

BMMNPOOYBaHHA rOTOBOrO NiKapCbKOro
3ac006y (iHWi 3MiHN y meTogax
BMNpPoOYBaHb (BK/IOYAUM 3aMiHy
a60 [0NOBHEHHSA)) 3MiHa y MeToAax
BMNPOGYBaHHA roTOBOrO /1iKapCbKOro
3aco0y ) iHLWi 3MiHW y MeToaax
BUNPO6YBaHb (BK/OHAKOUM 3aMiHy
abo gonosHeHHs), Tun I, a came
BHECEHHS 3MiH 10 aHaUTiTUYHOro
mMeToay N5 TECTY Ha BU3HAYEHHS
MOJIEKY/IAPHOrO PO3Mipy npu
BUMYCKY Ta NPOTATOM TEPMiHY
npuaatHocTi. TepMiH BBEAEHHS 3MiH
- civeHb 2026

387.

TOBPEKC®

Kpanni o4Hi, 0,3 %;
no 5 mn y dnakoHi-
KpanenbHuui; no 1
oNnakoHy-
KpanesnbHuLj y
KOpOO6Li 3 KAPTOHY

Hosapric
Papma Al

LLiBeiuapis

ANKoH KyBpbop

Benbris

BHECEHHS 3MiH [0 peecTpaLiiiHnX
MaTepianis: 3miHu | TMny - 3MiHK
woAo 6e3nekn/epekTnBHOCTI Ta
chapmakoHarnsgy. BeefeHHsa abo
3MiHW [0 y3arasibHeHWX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX Npo
cuctemy hapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0CO6M,
BiANOBiAA/IbHOI 32 3AiCHEHHS
chapmakoHarnsgy; KOHTakTHoI 0cobm
3 thapmakoHarnsgy 3asiBHVKa Ans
3qificHeHHs hapmakoHarnsay B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0CO6M,
BiANOBiAA/IbHOI 32 3AiCHEHHS
hapmakoHarnagy (Bkiovaiouu
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHO!
ocobw, BignoBiganbHOI 3a
hapMakoHarnsg. 3miHa
MiCLie3HaxXoMKeHHs macTep-haina
cuctemu chapmakoHarniagy. 3miHa
MicLs 34iACHEHHS1 OCHOBHOI
AISNbHOCTI 3 hapMakoHarnisgy.

3a peyernmom

UA/11364/01/01

388.

TOXEO
COJNNOCTAP

PO3YMH ANS iH'EKLiA,
300 Og./mn; Ne 1, Ne
3,Ne5:nol1,5mny

KapTpuaXi,

CaHodhi-
ABeHTIC
Loliunang
6X

HimeuunHa

CaHodi-ABeHTIC
Joiiunang MmeX

HimeuunHa

BHECEHHS 3MiH 10 peecTpaLiiiHnX
mMarepianis: 3MiHu | Tuny - 3miHK
wopo 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa YactoTu

3a peyenmom

UA/14720/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

BMOHTOBaHOMY B
0/IHOPa30BY LUNPULL-
pyuky; no 1, 3 abo 5
LINPUL-PYYOK B
KapTOHHI Kopo6Lyi

Ta/abo TepMiHiB NoAAHHS perynspHo
OHOB/IIOBAHUX 3BITIB 3 6e3nekn
nikapcbkyx 3acobiB - 3MiHa yacToTu
Ta TepPMiHy NoAaHHs perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekn
nikapcbkoro 3acoby Toxeo
ConoCrtap, po3uunH ans iH'ekuiid, 300
Opa./mn; Ne 1, Ne 3, Ne5: no 1,5 mny
KapTpuLXi, BMOHTOBAHOMY B
0fHOpa30BY LUMPUL-PYYKy; no 1, 3
a60 5 WNpu1L-pyyOK B KAPTOHHIN
Kopob6ui: fitoya pegakuis: Yactota
nogaHHa PO3B — 6 micsuis; KiHueBa
AaTa ons BKIYEHHS AaHnX A0
PO3b - 21.02.2018 p.; Oata
nogaHHa — 01.05.2018 p.
MponoHoBaHa pefakuis: Yactota
nogaHHa PO3B — 3 poku; KiHueBa
farta Ans BKIOYEHHSA faHuX Ao
PO3b — 21.04.2025p.; Aata
nogaHHsa — 20.07.2025 p.
PekomeHAyeTbCS A0 3aTBEPAKEHHS
BiANOBIAHO A0 NepioANYHOCTI
nofAaHHA PerynspHO OHOB/TIOBAHNX
3BITiB 3 6e3nekn Nikapcbknx 3acobis
y EC.

389.

TOKKATA

PO34YUMH ANS iH EKLIN;
no 1 mn B amnyi;
no 5 amnyny
6nicTepi; no 1 abo
no 2 6nictepu y
nauuj

AT
«Papmak»

YkpaiHa

AT «Papmak»

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
MaTepianis: 3miHu Il Tuny - 3MiHun 3
akocTi. A®L. (iHwi 3miHK) - MogaHHA

oHoBneHoro DMF ans gito4oi
peyoBuHM JligokaiHy rigpoxnopuay
MOHOriZpaT Bif, BXXe 3aTBEPAKEHOro

BMPOGHMKA, KNIA 3MIHVB Ha3BY 3
Gufic Biosciences Limited, IHaia Ha
M/s Gufic Biosciences Limited, IHgis

(3aTBEepmxeHo: O-DMF/SLBDL-
2021-01; 3anponoHoBaHo:
O-DMF/SLBDL-2023-00).

3a peyernmom

UA/16510/01/01

390.

TOTALIE®D -
1000

MOPOLLIOK ANA
PO34MHY ANs iH'eKLiA
no 1000 wr, no 1
hNnakoHy 3
MOPOLLKOM Y KOpO6Lyi
3 KapTOHY

MaHkaliHg,
dapma
Nimiteq

IHais

MaHkaiiHg ®apma
Niviten

IHais

BHECEHHS 3MiH 10 peecTpaLiiiHnX
mMarepianis: 3MiHu | Tuny - 3miHK
wopo 6e3nekn/edhekTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHsa abo
3MiHM [0 y3ara/ilbHeHUX JaHux npo
cuctemy hapmakoHarnagy
(BBEAIEHHSA Y3araJlbHEHVX AaHNX Npo

3a peyenmom

UA/9230/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

cuctemy chapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0COobY,
BiANOBiAA/IbHOI 32 3AiCHEHHS
chapmakoHarnsgy; KOHTaKkTHoi 0cobm
3 thapmakoHarnsgy 3asiBHVKa Ans
3gificHeHHs chapmakoHarnsay B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif
YMOBHOBaXEHOI 0COo6Y,
BiANOBiAA/IbHOT 32 3AiCHEHHS
hapmakoHarnagy (Bkiovaiouu
KOHTaKTHi fiaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-ghaiina cuctemm
hapmakoHarnsagy). 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiAMNOBIAa/IbHOI 32 hapMakoHarnsas.
[Oitova pepaxkuisn: Papxat Civran /
Rajat Singal. MponoHoBaHa
pepakuis: Ap. Hity CiHxa / Dr. Nitu
Sinha. 3MiHa KOHTaKTHUX AaHnX
YMOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiAMNOBIAa/IbHOI 3a hapMakoHarnsag.
3MiHa MicLle3HaxoMKeHHSI MacTep-
thaiina cuctemmn chapmakoHarnagy.
3MiHa Micus 34iliCHEHHS OCHOBHOI
AisIbHOCTI 3 thapmakoHarniagy.

391.

TPAKTOUWN

KOHLEHTpAT Ansi
PO34nHyY Ans
iHdpy3iid, 7,5 mr/mn;
no 5 mn 'y donakoHi;
no 1 cpnakoHy B
KapTOHHI Kopo6Lyi

®eppiHr
6X

HimeyunHa

BignosiganbHuii 3a

BUPOGHULTBO, NEPBUHHE

nakyBaHHs1, KOHTPO/1b
AKOCTI Ta BUNycK cepii
rOTOBOrO NPOAYKTY:
PeppiHr MM6X,
HimeuumnHa;
BignosiganbHuii 3a
BTOPUHHE NaKyBaHHs:
deppiHr-JleunBa, a.c.,
Yecbka Pecny6rika

HimeuunnHa/
Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaLiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK
wopo 6e3snekv/edpekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3MiHun
BHECEHO B TEKCT MapKyBaHHS
NepPBUHHOI (MYHKT 3) Ta BTOPUHHOI
(nyHKTM 3, 17) ynakoBOK /likapCbKOro
3acoby.

3a peyenmom

UA/8850/01/01

392.

TPAHEKCAMO
BA KUCNOTA-
300POB'A

PO3YMH ANA iH'EKUi,
50 mr/mn; mo 5 mn B
amnyni; no 5 amnyn
y 6nictepi; no 1 abo
2 6nictepn y
KOpOOGLIi 3 KApPTOHY;
no 5 mn B amnyni;
no 5 a6o 10 amnyny
KapPTOHHI KopobLi 3

TOBAPUCT
BO 3
OBMEXEH
oto
BIAMNOBIJA
NBHICTIO
«KOPMOPA
LS
«3[10POB'SA

Ykpaina

ToBapucTBO 3
obmexeHor
BiNoBiAa/IbHICTIO
"papmMaLeBTUYHa
KoMnaHisi "3gopos's”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLintHnx
MaTepianis: 3miHu | TMny - 3MiHK
wono 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn)
OHOBJIEHHSA TEKCTY MapKyBaHHs
NEepBUHHOI Ta BTOPUHHOI YNakoBOK
nikapcbKoro 3acoby, a came:
- BUy4YeHo iHhopmauito, 3a3HayveHy
POCIiCbKOH0 MOBOIO;

3a peyenmom

UA/15252/01/02
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
neperopoakamu » - YTOYHEHO iHhopmaL,ito Wwoao
noroTuny 3asiBHUKA Ta TEXHIYHOT
iHchopmawii;
- BHECEHO HE3HaYHi pefakuiiiHi
npaBKn B TEKCT MapKyBaHHS
yMakoBOK NiKapCbKoro 3acoby.
TepMiH BBEEHHSA 3MiH NPOTArom 6
MicSILLiB NiCNs 3aTBEPAKEHHS.
393. | TPAHEKCAMO PO3YMH ANS iH'EKUi, TOBAPUCT Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a peyernmom UA/15252/01/01
BA KAC/IOTA- 100 mr/mn; no 5 mn BO 3 06MEXEHO MaTepianis: 3miHu | TUny - 3MiHK
3400POB'A abono 10 mn B OBMEXXEH Bi4NoBiAA/IbHICTIO wopo 6esnekn/edhekTMBHOCTI Ta
amnyni; no 5 a6o 10 (0],0) "papmaLeBTUYHa thapmakoHarnagy (iHwi 3MiHwn)
amnyn y KapTOHHil BIAMOBIOA KoMnaHis "3gopos'a” OHOBNEHHA TEKCTY MapKyBaHHA
Kopob6ui 3 NIbHICTIO NepBMHHOT Ta BTOPMHHOT YNakoBOK
neperopoakamu; «KOPINMOPA nikapcbkoro 3acoby, a came:
no 5 mn a6o no 10 LA - BUNy4YeHo iHhopmaLito, 3a3HaveHy
M B amnysi; no 5 «340POB'A POCIiCbKOI0 MOBOIO;
amnyn y 6nictepi; no » - YTOYHEHO iH(hopmaL,ito LWoao
1 abo 2 6nictepn y NoroTuny 3asaBHUKA Ta TEXHIYHOT
KOpOO6Li 3 KAPTOHY iHchopmawit;
- BHECEHO HEe3HauHi pefakuiiiHi
npaBKy B TEKCT MapKyBaHHs
yNakoBOK MiKapCbKoro 3acoby.
TepMiH BBEEHHSA 3MiH NPOTArom 6
MiCALB NiC/sA 3aTBEPAKEHHS.
394. | TPUUUNTPOH MopoLOK AaNs TOB YkpaiHa TOB "dapmaueBTUyHa YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHNX 6e3 peyenma UA/19534/01/01
OPa/IbHOIO PO34nHy, | "®apmauesT KomMnaHis "®apKoC" MaTepianis: 3miHu | TUNy - 3MiHK
no 10 a6o 30 cawe N4Ha wopo 6e3sneku/etpekTMBHOCTI Ta
Y KapTOHHIA Kopobui KOMMaHis thapmakoHarnsgy. BeegeHHs abo
"®apKoC" 3MiHU [0 y3araslbHEHUX JaHuX Npo

cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX Npo
cuctemy hapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS
thapmakoHarnsay; KOHTakTHOI ocobm
3 hapmakoHarnsay 3asiBHuKa A
3[iliCHEHHST chapMakoHarnsay B
YKpaiHi, AKWO0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 32 34iCHEHHS
thapmakoHarnagy (Bkiodarouu
KOHTaKTHi fiaHi) Ta/abo 3MiHu y
pO3MiLLeHHI MacTep-daiisia cuctemm
(hapmakoHarnsay) 3miHa
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

395.

TPUUNTPOH

YNOBHOB&XXEHOT 0COOU 3aABHUKA,
BiANOBIAaUIbHOI 3a hapmakoHarnag.
[itoua pepakuis: Tep-CapkicoBa
Onbra BarpariBHa. MNMponoHoBaHa
pepakuis: KyTHsik Biktop Masnosuy.
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U 3aABHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
3MiHa MicLe3HaxoMKeHHs MacTep-
(paiina cuctemn chapmakoHarnsay
Ta lioro Homepa. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy.

EKCTPA

NMopoLLIOK ANs
OpasibHOro PO3UMHY;
no 10 a6o 30 cawe
Y KapTOHHIi1 kopobu,i

TOB
"®apmauesT
nyHa
KOMMaHis
"®apKoC"

Ykpaina

TOB "®apmaueBTnyHa
KomMnaHis “"®apKoC"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK
wopo 6e3snekv/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3ara/lbHEHUX JaHux npo
cucTemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO
cuctemy chapmakoHarnagy, amiHa
YNOBHOBAaXEHOI 0Ccoby,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KOHTakTHoi 0cobm
3 thapmakoHarnsgy 3asBHuKa Ans
3fificHeHHs chapmakoHarnsgy B
YKpaiHi, AKWO BOHA BiAMIHHA Bif,
YNOBHOBaXEHOI 0Ccoby,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
thapmakoHarnagy (Bkiovaroum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsagy). 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
[litoua pepakuin: Tep-CapkicoBa
Onbra barparisHa. MponoHoBaHa
pepakuis: KyTHsik Biktop Masnosuy.
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
3MiHa MicLle3HaxoMKeHHSA MacTep-
(paiina cuctemun chapmakoHarnsgy
Ta lioro Homepa. 3miHa micus
3/iiCHEHHS1 OCHOBHOI AiANIbHOCTI 3

6e3 peyenma

UA/18162/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
dhapmakoHarnsgy.
396. | ®PAMOKC PO3unH ANs iHdy3il, AT YkpaiHa NOBHUIA LMK YkpaiHa BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a peyenmom He UA/20240/01/01
400 mr/250 mn; no "papmak” BUpOGHMUTBa: AT MaTepianis: 3miHu | TUNy - 3MiHK niossieae

250 Mn 'y hnakoHi,
no 1 dpnakony y
nauui

"®apmak”, YkpaiHa;
Bi3yasibHa iHCheKLis
(hNaKoHIB, MapKyBaHHS
hNakoHiB Ta BTOPVHHE
naKyBaHHs:

MpAT "IHdoy3is”, YkpaiHa

wopo 6e3sneku/edpekTMBHOCTI Ta
thapMakoHarnagy. 3miHa y KopoTkil
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHS Ha
nifcTasi perynsipHo OHOB/THOBAHOTO
3BiTY 3 6e3neku NikapcbKoro 3acoby,
abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHS ikapcbkoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BIiTYy 3
JocnifpKeHb, NPOBEAEHNX
BiANOBIAHO [0 NNaHy nefiatpuyHmx
pocnigxeHb (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXXEHUM
opraHom) - 3MiHM BHECEHO A0
IHCTPYKLUii ANs MeguyHoro
3acToCyBaHHS Nikapcbkoro 3acoby
00 po3giny "TMo6iyHi peakuii™
BiANOBIAHO A0 pekomeHAauin PRAC.
TepMiH BBEAEHHS 3MiH - NPOTAToM 6
MiCAILiB Micnsa 3aTBepAKEHHS. 3MiHU
| TMny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili
XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT AN
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTaBi perynspHo OHOB/TIOBAHOMO
3BiTy 3 6e3neku Nikapcbkoro 3acoby,
a6o pocnifxeHb 3 6e3nekn
3aCTOCYBaHHSA MikapCbKoro 3acoby B
nicnsipeecTpauiiiuii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3
JocnigpkeHb, NpoBeAeHnX
BiAMOBIAHO [0 NNaHy negiatpuyHmX
pocnipkeHs (PIP) (3MiHy y3rogkeHo
3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiHW BHECEHO [0
IHCTPYKLiT ANna MeguyHoro
3acTOCyBaHHS MikapCcbKoro 3acoby
00 posginis "Oco6aMBOCTI
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
3acTocyBaHHs", "Mob6ivHi peakuii”
BiANOBIAHO A0 pekomeHAauin PRAC.
TepmiH BBeAeHHS 3MiH NpoTarom 6-
TW MiCALIB Nicasa 3aTBEPAKEHHS.
397. | ®APMACYNIH PO3YMH ANS iH'EKi, AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHnX 3a peyenmom UA/2318/01/01
®H 100 MO/mn; no 3 mn "papmak” mMartepianis: 3miHu | TUNY - 3MiHK 3
y kapTpuaxi; no 5 AKoCTi. A®l. BUpo6HMLTBO. 3MiHa
KapTpuaXie y BMPOGHMKA BUXIAHOrO/NPOMIKHOTO
6nicTepi; no 1 npoAayKTy/peareHTy, L0
6nictepy B navui 3 BUKOPUCTOBYHOTLCS Y BUPOOHUYOMY
KapTOHY; No 5 mn npoueci A®l, abo 3miHa BUPOGHVKa
abono 10 mny (Bkntovaroun, ge HeobxigHo, Micue
thnakoHi; no 1 NpoBeAeHHS KOHTPOO AkocTi) API
donakoHy B nauui 3 (3a BiacyTHOCTI cepTuchikata
KapToHY BiANOBIAHOCTI EBpONENiChKi
hapmakonei y 3aTBepKeHoMy
[0Cbe)(3anponoHoBaHWl BUPOBHMK
HaNexuTb [0 TiEi camoi BUpoBGHUYOT
rpynu NianpuemMcTs, Lo i
3aTBepxeHunii) 3MiHa NponoHye
BMKOpUCTaHHA 6yaisni 130 (B130)
3aBoAy B IHAiaHanonici sk
anbTepHatusu byaisni 132 (B132)
3aBojy B IHgjaHanonici gnsa npouecy
OUMLLIEHHS Ta KpucTaniszauii AdI
IHCYNiHY MHOAVHW.
398. | ®APMACYNIH cycneHsisa gns AT Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a peyernmom UA/2319/01/01
® H 30/70 iH'exu;jii, 100 MO/mn; "Ppapmak” marepianis: 3miHu | Tuny - 3MiHu 3

no3 mns
KapTpuaxi; no 5
KapTpuaxis y
6nictepi; no 1
6nicTepy B nauui 3
KapTOHY; No 5 mn
abono 10 mny
hnakoHi; no 1
chnakoHy B nauui 3
KapTOHY

SKOCTi. A®I. BUpo6GHMLTBO. 3MiHa
BMPOGHMKA BUXiAHOr0/NPOMIXKHOTO
npoaykTy/peareHTy, L0
BUKOPWCTOBYIOTLCS Y BUPOOGHNYOMY
npoueci A®l, abo 3miHa BUpOGHMKa
(Bkntovaroun, ae HeobxigHo, MicLe
NpoBeAEeHHS KOHTPOIO SkocTi) AdI
(3a BigcyTHOCTI cepTucpikata
BiANOBIAHOCTI €Bponelicbkilt
hapmMakonei y 3aTBepgKeHoOMy
[0Cbe)(3anponoHoBaHuii BUPOGHUK
HaexuTb [0 TiEl camoi BUPOBHUYOT
rpynu NignpuemcTs, Wo i
3aTBEpAKEHWIA). 3MiHa NPOMNOHYE
BMKOpUCTaHHA 6yaisni 130 (B130)
3aBoAy B IHgiaHanosici sk
anbTepHatmey byaisni 132 (B132)
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
3aBojy B IHajaHanonici gnsa npouecy
OUMLLEHHA Ta KpucTanisayii AdI
iHCYNiHY OANHN.
399. | ®APMACYNIH cycneHsia ans AT Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpavLinHnx 3a peyenmom UA/2320/01/01
® H NP iH'ekuii, 100 MO/mn; "papmak” marepianis: 3miHu | Tuny - 3miHu 3
no3 mns akocTi. A®l. Bupo6bHMUTBO. 3MiHa
KapTpuaxi; no 5 BUPOGHMKa BUXIAHOTO/NPOMIXHOr0
KapTpuaXie y npoaykTy/peareHTy, Lo
6nictepi; no 1 BUKOPWCTOBYHOTLCS Y BUPOBHNYOMY
6nictepy B navui 3 npoueci A®l, abo 3miHa BUpPO6HMKaA
KapToOHY; No 5 mn (BK/OYaroum, ae HeobXigHO, Micue
abono 10 mny NpoBeAeHHSA KOHTPOJI0 AKOCTI) API
thnakoHi; no 1 (3a BiacyTHOCTI cepTuchikata
chnakoHy B navu 3 BiANOBIAHOCTI EBpPONENChKIi
KapTOHY dhapmakonei y 3aTBepKeHoOMy
[0cbe)(3anponoHoBaHuli BUPOGHUK
HanexuTb 40 TiEi camoi BUPOBHUYOT
rpynu NiANPUEMCTB, LLO 1
3aTBepXeHUiA) 3MiHa NPOMoHye
BMKOpUCTaHHA 6yaisni 130 (B130)
3aBojy B IHgiaHanosnici Ak
anbTepHatuey 6yaisni 132 (B132)
3aBoAy B IHAiaHanonici gns npouecy
OUMLLIEHHSA Ta KpucTanizauii A®|
IHCYNiHY OANHN.
400. | ®PEBJ/IOPIKA TabneTkn, BKPUTI MaHkainHg IHgis MaHkaitHg ®apma IHais BHECEHHS 3MiH A0 peecTpaLiiHNX 3a peyenmom UA/20068/01/01
NNiBKOBOO dapma Nimites, FOHIT-1I MaTepianis: 3miHu | TUNy - 3MiHK
060/10HKO10, M0 40 Nimiteq wopo 6e3sneku/etpekTMBHOCTI Ta

mr; no 10 Tabnetok
y 6nicTepi, no 3
6nictepu B
KapPTOHHI KOpooL,i

thapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3arasibHEHNX JaHuX Npo
cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX Npo
cuctemy hapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS
thapmakoHarnsay; KOHTakTHOI ocobm
3 hapmakoHarnsay 3asiBHuKa A
3[iliCHEHHST chapMakoHarnsay B
YKpaiHi, AKWO0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 32 34iCHEHHS
thapmakoHarnagy (Bkiodarouu
KOHTaKTHi fiaHi) Ta/abo 3MiHu y
pO3MiLLeHHI MacTep-daiisia cuctemm
cthapmakoHarnsay). 3miHa
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

YNOBHOB&XXEHOT 0COOU 3aABHUKA,
BiANOBIAaUIbHOI 3a hapmakoHarnag.
[itoua pepakuis: Pagxat Civran /
Rajat Singal. NMponoHoBaHa
pepakuis: ip. Hity CiHxa / Dr. Nitu
Sinha. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXEHOI 0Ccobu,
BiANOBIAa/IbHOI 3a hapmakoHarnsag.

401.

PEB/IOPIKA

TabneTku, BKpUTI
NAiBKOBOO
0060/10HKOI0, N0 80
mr; no 10 Tabnetok
y 6nictepi, no 3
6nictepu B
KapTOHHI Kopo6Lyi

MaHkaitHg,
Papma
Nimiten

IHAjsA

MaHkaiiHg ®apma
Nimiten, HOHIT-II

IHAja

BHECEHHS 3MiH [0 peecTpaLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK
woAo 6e3nekn/epekTnBHOCTI Ta
chapmakoHarnsgy. BeefeHHsa abo
3MiHW [0 y3arasibHeHWX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX Npo
cuctemy hapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0CO6M,
BiANOBiAA/IbHOI 32 3AiCHEHHS
chapmakoHarnsgy; KOHTakTHOI 0cobm
3 thapmakoHarnsgy 3asiBHVKa Ans
3qificHeHHs chapmakoHarnsay B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0CO6M,
BiANOBiAA/IbHOI 32 3AiCHEHHS
hapmakoHarnagy (Bkitovaiouu
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsagy). 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BifNoBigaIbHOI 3a hapMakoHarnag,
[Litova pegaxkuisn: Pagpxat Civran /
Rajat Singal. MponoHoBaHa
pegakuis: Ap. Hity Cinxa / Dr. Nitu
Sinha. 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0CO6M,
BiZNoBigaNbHOI 3a thapmakoHarnsag,.

3a peyernmom

UA/20068/01/02

402.

dENO4NN

Tabnetku 3
MoAndikoBaHUM
BUBINIbHEHHAM N0 5
mr; no 10 TabneTok
y 6nicTepi; no 3 abo
no 10 6nicTepiB y
Kopoo6Li

TOB «TeBa
YKpaiHa»

Ykpaina

BMPOGHMLITBO
Hepo3acoBaHoi
NpoAyKLUii, KOHTPO/Ib
cepii:

Knoke ®apma-Cepsic
M6X, HimeuunHa;
nepBrHHA Ta BTOPUHHA
ynakoBKa, KOHTPOJ/1b
cepil:

HimeuunHa

BHECEHHS 3MiH 10 peecTpavLintHnx

mMartepianis: 3miHu | TUny - 3MiHK 3

AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHW Y BUPOGHULITBI. 3MiHa

iMnopTepa/3miHu, L0 CTOCYIOTbCS

BUNYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOrO JliKapCbKOro 3acoby

(3amiHa abo AofaBaHHA AiNTbHUL,

Ha sKili 30jNCHI0ETLCS

3a peyenmom

UA/4378/01/02
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
Mepkne 'm6X, KOHTPO/1b/BUNPOBYBaHHSA cepil)
HimeuumnHa; [oaasaHHA YHKLIT KOHTPOb cepii
[03BiN Ha BUNYyCK cepii: ansa ginbHuui Knoke ®apma-Cepsic
Mepkne 'm6X, MvM6X, HimeuunHa. Hapasi ueli
HimeuunHa BMPOBHNK 3apEeeECTPOBaHMI 3
ChYHKLiE0 «BUPOBGHMLITBO
Hepo3dracoBaHOT NPOAYKLi»
403. | ®ENOAMN Tabnetkn 3 TOB «TeBa Ykpaina BMPOBHULTBO HimeuunHa BHECEHHS 3MiH A0 peecTpaLiiHnX 3a peyenmom UA/4378/01/03
MoAandpiKoBaHUM YkpaiHa» Hepo3acoBaHo! marepianis: 3MiHu | Tuny - 3MiHu 3
BMBiNIbHEHHSIM No 10 NpoAYKLUIi, KOHTPO/Ib sIKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
mr; no 10 TabneTok cepii: 3MiHM Yy BUPOOHMUTBI. 3MiHa
y 6nicTepi; no 3 abo Knoke ®apma-Cepsic iMnopTepa/3miHu, Lo CTOCYOTbCA
no 10 6nictepiB y m6X, HimeuyunHa,; BMNYCKY Cepii Ta KOHTPOIO AKOCTI
KOpOoo6Li nepBrHHA Ta BTOPVHHA rOTOBOrO /liKapCbKOro 3acoby
ynakoBKa, KOHTPO/1b (3amiHa abo foAaBaHHS AiNbHUL,
cepii: Ha SIKii 34iICHI0ETLCSA
Mepkne 'm6X, KOHTPO/b/BUNPOBYBaHHA cepi)
HimeuuunHa; [ofaBaHHA YHKUIT KOHTPOSb cepii
[03BiN Ha BUMNYCK cepii: ons ainbHuui Knoke ®apma-Cepsic
Mepkne 'm6X, v6X, HimeuunHa. Hapasi uer
HimeyunHa BMPOGHWK 3apeecTpoBaHunii 3
PYHKLUIED «BUPOBHULITBO
Hepo3hacoBaHO MPOAYKL,i»
404. | ®ENOAMN Tabnetku 3 TOB «TeBa Ykpaina BMPOGHMLTBO HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHnX 3a peyernmom UA/4378/01/01
MoguikoBaHUM YkpaiHa» Hepo3sdacoBaHol marepianis: 3miHu | Tuny - 3MiHu 3
BVMBISIbHEHHSM MO NpoAYyKLUiT, KOHTPO/Tb SIKOCTi. [OTOBWIA Nikapcbknii 3aci6.
2,5 wr; no 10 cepii: 3MiHM y BUPOBHMLTBI. 3MiHa
TabneTtok y 6nictepi; Knoke ®apma-Cepsic iMnopTepa/3miHu, L0 CTOCYTbCA
no 3 aéo no 10 M6X, HimeuunHa,; BMNYCKY Cepii Ta KOHTPO/HO SIKOCTI
6nicTepis y kopobu, nepBUHHA Ta BTOPVHHA roTOBOrO NiKapCbKOro 3acoby
ynakoBKa, KOHTPO/1b (3amiHa abo fofaBaHHA AiNbHUL,
cepii: Ha SKilA 34jCHIOETLCS
Mepkne 'm6X, KOHTpPO/Ib/BUNPOBYBaHHSA cepil)
HimeuuunHa; AofasaHHA YHKLIT KOHTPONb cepii
[,03BiN Ha BMMNYCK cepii: ons ginbHuui Knoke ®apma-Cepsic
Mepkne 'm6X, vM6X, HimeuunHa. Hapasi ueii
HimeuunHa BMPOGHWK 3apeeCTPOBaHWii 3
PYHKLE «BUPOBHNLTBO
Hepo3dracoBaHOT NPOAYKLT»
405. | ®PEMOCTOH® TabneTku, BKpUTI ABGOTT HigepnaHngm AG6OTT Bionopxikans HigepnaHgn BHECEHHS 3MiH 10 peecTpavLinHnx 3a peyenmom UA/4836/01/01
M/1iBKOBOIO Xenckea B.B. marepianis: 3miHu | Tuny - 3miHu 3
060/10HKOI0, N0 1 Mr Mpopaktc AKOCTi. A®I. KoHTponb A®L. 3miHa y
+ TabneTkun, BKpUTI B.B. meTofax BunpobysaHHs A®| abo

NAiBKOBOIO
060/10HKOHD, MO 1

BUXiAHOrO Marepiany/npomiKHOro
npoAyKTy/peareHTy, Lo
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1

Mr/10 Mr; KOMbi-
ynakoska Ne 28
(28x1); Ne 56 (28x2);
Ne 84 (28x3): 14
TabneTok, BKpUTMX
MN/1iBKOBOIO
060/10HKO0, 6inoro
KOMIbopy No 1 mr +
14 TabneTok,
BKPUTKX NNiBKOBOO
060/10HKOI0, Ciporo
konbopy no 1 mr/10
Mr y 6nictepi; no 1
abo 2, a6o 3
6nicTepy B KOpOOLi

BUKOPWCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AD| (HE3HAYHI 3MIHW Y
3aTBepKEHNX MeToAax
BMNPOBYBaHHS) -
HesHauHi 3mMiHK y 3aTBEpKEHOMY
aHaniTMyHoMy metogi «Headspace
gas chromatographic determination
of dichloromethane, and semi
quantitative determination of ethanol
and methyl tertiary butyl ether in
dydrogesterone» gns gjiroyoi
PEeyoBMHN ANAPOrecTepoH.
3MiHu | TUNY - 3MiHK 3 AKoCTi. ADL.
KoHTponb A®l. 3miHa y napameTpax
cneundikauii Ta/abo AonycTUMmx
MeX, BU3HaYeHuX Yy cnevumdikauisax
Ha A®l, abo BMXigHWA/NPOMDKHWUIA
npoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTbCS Y NpoLeci
BMPO6HMLTBA AD| (4ONOBHEHHS
cneundikauii HOBUM NMOKa3HUKOM
AKOCTI Ta Bi4NOBIAHUM METOA0M
BMNPOGYBaHHS) - [l0NOBHEHHS
cneundoikauii A®I guaporectepoHy
HOBWM MOKa3HNKOM JOMILLKM A 3
HopmyBaHHAM <0,10 % y
BignoBigHoCTi MoHorpadii EP 2357
Dydrogesterone Ta OHOBMEHHS
BIZANOBIAHOrO aHasTITUYHOTO MEeToaY
(BEPX). 3MiHu | TURYy - 3MiHn 3
AKoCTi. A®I. KoHTponb A®L. 3miHa y
napameTpax cneuucpikauin Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuungikauisx Ha A®l, abo
BVXiHWA/MPOMIKHWIA
npoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTBCS Y NpoLeci
BMPOGHULTBA AP| (BUNIYYEHHSA
He3Ha4yHOro MokKasHuKa sIKoCTi
(Hanpviknag BUIyYeHHs 3acTapiforo
nokasHuka)) - BunyyeHHs 3i
cneundikauii A®I guaporectepoHy
nokasHunka «UV absorption». 3miHa
06ymOB/ieHa NPUBEAEHHAM Y
BignoBigHOCTI BUMor EP.
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1

3MiHu | TUnNY - 3MiHK 3 AKoCTi. ADL.
KoHTponb A®l. 3miHa y napameTpax
cneundikauii Ta/abo AonycTUMmX
MeX, BU3HaYeHuX Yy cneumdikauisax
Ha A®l, abo BMXigHWA/NPOMDKHWUIA
npoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTBCS Y NpoLeci
BMPOGHULTBA AP| (BUNYYEHHSA
He3Ha4yHOro MokasHuKa sIKoCTi
(Hanpviknag BUIyUYeHHs 3acTapifioro
nokasHuka)) - BunyyeHHs 3i
cneundikauii A®I guaporectepoHy
TecTy «Specific rotation». 3miHa
06ymOB/ieHa NPVBEAEHHAM Y
BignoBiaHOCTI BUMor EP. 3MiHu |
My - 3MiHU 3 AKOCTi. ADI.
KoHTponb A®l. 3miHa y napameTpax
cneundikauin Ta/abo gonycTUMmx
MeX, BU3HaYeHuX Yy cneumdikauisax
Ha A®l, abo BMXigHWA/NPOMDKHWUIA
npoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTBCS Y NpoLeci
BMPOOGHULTBA AP| (BUNIYYEHHSA
He3Ha4yHOro MokasHuKa sIKoCTi
(Hanpviknag BUIyUYeHHs 3acTapifioro
nokasHuka)) - BunyyeHHs 3i
cneundikauii A®I guaporectepoHy
TecTy «Clarity of a 5% m/V solution
in dichloromethane». 3miHa
0byMoB/ieHa NpuBeAeHHsAM y
BignosigHocTi BUMor EP. 3MiHun |
TMny - 3MiHK 3 aKocTi. AdI.
KoHTponb A®l. 3miHa y napameTpax
cneumdikauii Ta/abo AonycTUMmX
MeX, BUSHAUYEHNX Y crneumdikauisx
Ha A®I, abo BMXigHWA/NPOMDKHWIA
npoAyKT/pearexT, Wwo
BVIKOPVCTOBYIOTbCA Y NMPOLECI
BMpO6HULTBa AP| (BUYYEHHS
He3Ha4yHOro MokasHuka sIKoCTi
(Hanpwvknag BUIyYeHHs 3acTapisioro
nokasHuka)) - BunyyeHHs 3i
cneumdikauii A®l guaporectepoHy
TecTy «Heavy metals». He3HauHi
pefakUiiiHi yTOYHEHHS B
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
crneundikavii Ailo4oi peyoBUHN.

3MiHu | TUNY - 3MiHKW 3 AKocTi. API.
Brpo6HULTBO (iHLWi 3MiHWM) -
HesHauHe OHOBMIEHHS po3ainy
3.2.S.2.2.0nnc BUpO6HMYOro
npoLecy Ta oro KOHTPOIo» ANs
[il040T PeYOBUHN ANAPOrecTePOH,
npuBefeHHs iHchopmavii y
BiANOBIAHICTb A0 haKTUYHOT
iHbopmaLii B opuriHasibHUX
LOKYMEHTax BUPOGHUKA. 3MiHN |
TMny - 3MiHK 3 akocTi. A®l. Cuctema
KOHTeliHep/3akynopoBasibHW 3acio
(iHLWi 3MiHW) - He3HayHe OHOBMEHHSA
po3giny 3.2.S.6.Cuctema
KOHTeliHep/3aKkynoptoBasibHUiA 3aci6,
npuBefeHHs iHchopmavii y
BiANOBIAHICTb A0 hakTUYHOT
iHbopmawLii B opuriHasibHUX
LOKYMEHTax BUPOGHUKA. 3MiHN |
TMNy - AQMiIHICTPaTVBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa (BK/IKOYaouu, 3a
Heo6XifHOCTI, Micue NpoBeAeHHs
KOHTPOJII0 SIKOCTI), ab0 BnacHuka
macTep-aiina Ha Adl, abo
nocravanbHuka Adl/BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO 3aCTOCOBYIOTHCSA Y
BUPOGHMUTBI API (SIKLLO 3a3HAYEHO
y [OCbE Ha nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikara
BiANOBiAHOCTI EBpONelichKiit
thapmakonei y 3aTBepKeHOMy
[0Cbe, a60 BUPOBHUKA HOBOI
[LOMOMDKHOT PEYOBUHM (AKLLO
3a3HayYeHo y A0CbE) - OHOBMEHHS
po3giny 3.2.S.2.1.Bupo6Huk(-n) ans
Ail040T peYoBUHU ANAPOrecTepoH, a
came OHOBJ/IEHHS Ha3BW BMPOGHMKA
Proketal (BuxigHuii matepian ans
[il040i PeYOBUHU ANAPOrecTepoH) 3
Dishman Pharmaceuticals and

Chemicals Limited Ha Dishman
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
Carbogen Amcis Limited Ta
OHOBJ/IEHHS apecn BUPOOHUKA.
Takox pefakujiiiHe yTO4YHEeHHS
chopmarty HanmcaHHs agpecu
3aTBEPAKEHNX BUPOOHMKIB
onpporectepoHy Jetpharma SA,
Switzerland Ta Microchem S.R.L.,
Italy.
406. | PEMOCTOH® TabneTku, BKpUTI A6G6OTT HigepnaHaun A660TT Bionoaxikana Higepnanamn BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a peyernmom UA/4836/01/02
NAiBKOBOO Xenckea B.B. mMartepianis: 3miHu | TUNYy - 3MiHK 3
060/10HKO0, MO 2 MP MpopakTc akocTi. A®l. KoHTponb A®I. 3miHa y
+ TabneTkun, BKPUTI B.B. mMeTofax BUNpobyBaHHs AD| abo

nniBKOBOKO
060/10HKOI0, MO 2
Mr/10 Mr; KOMGi-
ynakoska Ne 28
(28x1); Ne 56 (28x2);
Ne 84 (28x3): 14
TabneToK, BKpUTMX
NAiBKOBOO
0060/10HKOI0,
LierN1IsStHo-4epBOHOro
KOJ/IbOpY MO 2 Mr +
14 TabneTokK,
BKPUTUX M/1IBKOBOKD
060/10HKOIO,
)KOBTOrO KOMbOpy No
2 mMr/10 mry
6nictepi; no 1 a6o 2,
abo 3 6nictepu B
KopooLi

BMXIZAHOrO MaTepiany/npomiKHOro
npoaykTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLIECI
BUpo6HULUTBa AP| (HE3HAYHI 3MIHW Y
3aTBEPLKEHNX MeToAax
BMNPO6YBaHHS) -
He3HauHi 3MiHN y 3aTBEpAXEHOMY
aHaniTMyHoMy meTogi «Headspace
gas chromatographic determination
of dichloromethane, and semi
quantitative determination of ethanol
and methyl tertiary butyl ether in
dydrogesterone» ans gitouoi
pPeyoBUHN ANAPOrecTePOH.
3MiHY | TUNY - 3MiHKn 3 AKkocTi. ADI.
KoHTponb A®L. 3miHa y napameTpax
cneumdikauii Ta/abo gonycTuMmx
MeX, BU3Ha4YeHuX y cneumdikauisax
Ha A®I, a6o BMXigHWIA/NPOMIKXHWIA
npoayKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y NpoLeci
BUpo6HUUTBa AD| (LONOBHEHHSA
cneumdikayii HOBUM NOKA3HUKOM
SAKOCTi Ta BigNoBigHUM MeTo40M
BUNPOGYBaHHS) - [JONOBHEHHS
cneundikauii A®I guaporectepoHy
HOBWM MOKa3HNKOM [OMILLKM A 3
HopmyBaHHAM <0,10 % y
BignoBigHocTi MoHorpadii EP 2357
Dydrogesterone Ta OHOBNEHHS
Bi4MNOBIAHOIO aHaIITUYHOTO METOAY
(BEPX). 3MiHu | TURY - 3MiHM 3
AkocTi. A®l. KoHTposib AdI. 3miHa y
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
napameTpax cneuudikauii Ta/abo

[OMYCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisix Ha Adl, abo
BUXiHWIA/NPOMIXHWIA
npoayKT/peareHT, Wwo
BUKOPWCTOBYIOTBCS Y NpoLeci
BUPOGHULTBA AP| (BUTYYEHHS
He3HayHOro nokKasHuka siKocTi
(Hanpviknag BUIyUYeHHs 3acTapifioro
NnokKasHuka)) - BunyyeHHs 3i
cneundikauii A®I guaporectepoHy
nokasHuka «UV absorption». 3miHa
06yMoB/ieHa NpuBeAeHHsIM y
BignosigHocTi Bumor EP.
3MmiHu | TUNY - 3MiHKM 3 AKocTi. API.
KoHTposib A®L. 3miHa y napameTpax
cneumdikauii Ta/abo gonycTuMmx
MeX, BU3HAUYEHNX Y crneumdikauisx
Ha A®I, abo BMXigHWA/NPOMDKHWIA
npoayKT/peareHT, Wwo
BUKOPWCTOBYIOTBCS Y NpoLeci
BUPOGHULTBA AP| (BUTYYEHHS
He3HayHOro nokKasHuka siKocTi
(Hanpviknag BUIyUYeHHs 3acTapifioro
NnoKasHuka)) - BunyyeHHs 3i
cneundikauii A®I guaporectepoHy
TecTy «Specific rotation». 3miHa
06yMoB/eHa NpuBedeHHs M y
BignosigHocTi BuMor EP. 3miHu |
TUny - 3MiHK 3 AKocTi. ADI.
KoHTposb A®L. 3miHa y napameTpax
cneumdikauii Ta/abo gonycTuMmx
MeX, BU3HAUYEHNX Y crneumdikauisx
Ha A®I, abo BMXigHWIA/NPOMXHWIA
npoayKT/peareHT, Wwo
BUKOPVCTOBYIOTbCS Y NpoLeci
BUPOGHULTBA AP| (BUTYYEHHS
He3HayHOro nokKasHuka siKocTi
(Hanpviknag BUIyUYeHHs 3acTapifioro
NnoKasHuka)) - BunydyeHHs 3i
cneundikauii A®I guaporectepoHy
TecTy «Clarity of a 5% m/V solution
in dichloromethane». 3miHa
06ymOB/ieHa NPUBEAEHHAM Y
BignoBigHOCTi BUMor EP. 3MiHu |
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1

My - 3MiHU 3 AKOCTi. ADI.
KoHTponb A®l. 3miHa y napameTpax
cneundikauii Ta/abo AonycTUMmX
MeX, BU3HaYeHuX Yy cneumdikauisax
Ha A®l, abo BMXigHWA/NPOMDKHWUIA
npoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTBCS Y NpoLeci
BMPOGHULTBA AP| (BUNYYEHHSA
He3Ha4yHOro MokasHuKa sIKoCTi
(Hanpviknag BUIyUYeHHs 3acTapifioro
nokasHuka)) - BunyyeHHs 3i
cneundikauii A®I guaporectepoHy
TecTy «Heavy metals». He3HauHi
pefakuiiHi yTOYHEHHS B
cneuudikauii Ailo4oi pe4OBUHN.
3MiHu | TUNY - 3MiHKW 3 AKoCTi. ADL.
Brpo6HMLUTBO (iHLWi 3MiHW) -
HesHauHe OHOBMIEHHSA po3ainy
3.2.S.2.2.0nnc BUpo6HMYOro
npouecy Ta ioro KOHTPOsI» ANA
Ai040T PeYOBUHN ANAPOrecTePOH,
npusefeHHs iHdopmMauii y
BiANOBIAHICTb A0 hakTUYHOT
iHchopmawii B opuriHanbHMX
[OKYMEHTax BUPOOHUKA. 3MiHN |
TMny - 3MiHK 3 akocTi. A®L. Cuctema
KOHTeliHep/3akKynopoBasibHWi 3acio
(iHWi 3MiHW) - He3Ha4yHe OHOBEHHS
po3giny 3.2.S.6.Cuctema
KOHTelHep/3aKynoptoBasibHuiA 3aci6,
npusefeHHs iHdopmMauii y
BiANOBIAHICTb A0 hakTUYHOT
iHchopmawii B opuriHanbHuX
[OKYMEHTax BUPOOHUKA. 3MiHN |
TMNy - AQMIHICTPaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHSA AiS/IbHOCTI
BMPOGHMKA (BK/IOYAoUM, 3a
HeoObXiAHOCTI, MicLe NpoBeaAeHHS
KOHTPOJIO SIKOCTI), ab0o BriacHuKa
macTep-aiina Ha Adl, abo
noctavanbHuka Adl/BnxigHoro
MaTtepiany/peareHTy/npoMiKHOro
NpoAyKTY, L0 3aCTOCOBYOTbCA Y
BUPO6HMUTBI A®| (SIKLLIO 3a3HAYEHO
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

y [OCbE Ha Nnikapcbkuii 3aci6) 3a
BiACYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONeNiChKii
hapmakonei y 3aTBepKeHoMy
[oCbe, ab0 BUPO6GHMKA HOBOI
[L,0MOMIXHOT PEYOBUHM (SIKLLLO
3a3HayeHo y [0Cbe) - OHOBMEHHS
po3giny 3.2.S.2.1.Bupo6Huk(-1) ans
Ail0Y0T PeYOBUHN ANAPOrecTepoH, a
came OHOBJIEHHSI HAa3BUW BUPOGHNMKa
Proketal (BuxigHuii matepian ans
Ail0Y0T PeYOBUHN ANAPOreCcTEPOH) 3
Dishman Pharmaceuticals and
Chemicals Limited Ha Dishman
Carbogen Amcis Limited Ta
OHOB/IEHHA aApecn BUPOGHUKA.
TakoX pegakuiiHe yTOYHEHHSI
chopmarty HanmcaHHs agpecu
3aTBEpPKEHNX BUPOOHUKIB
ouaporectepoHy Jetpharma SA,
Switzerland Ta Microchem S.R.L.,
Italy.

407.

®EMOCTOH®
KOHTI MIHI

TabneTkn, BKPUTI
nAiBKOBOKO
060n10HKO10, Nno 0,5
Mmr/2,5 wmr; no 28
Tabnetok y 6nictepi;
nola6ono3
6nictepu B
KapTOHHI Kopo6Lyi

AGGOTT
Xenckea
MNpogakTc

HigepnaHngm

AGGOTT Bionoaxikans
B.B.

HigepnaHgu

BHECEHHS 3MiH [0 peecTpaLjiiiHnX
mMartepianis: 3miHu | TUNY - 3MiHK 3
AKoCTi. A®I. KoHTponb A®L. 3miHa y
meTofax BunpobysaHHs A®| abo
BMXiZHOro MaTepiany/npomiKHOro
NpoAyKTy/peareHTy, Lo
BMKOPVCTOBYETLCS Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MIHW Y
3aTBEPLXEHNX MeToAax
BMNPOOYBaHHS) - HE3HAUHI 3MiHV B
3aTBEPMHKEHOMY MeTogi
«Headspace gas chromatographic
determination of dichloromethane,
and semi quantitative determination
of ethanol and methyl tertiary butyl
ether in dydrogesterone» gns gitoyoi
pevyoBUHM ANAPOrecTepoH. 3MiH |
My - 3MiHU 3 AKOCTI. ADI.
KoHTponb A®l. 3miHa y napameTpax
cneumdikauii Ta/abo AonycTUMmX
MeX, BU3Ha4YeHuX Yy cnevmdikauisax
Ha A®l, abo BMXigHWA/NPOMKHUIA
npoAyKT/pearexT, wo

3a peyenmom

UA/13464/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1

BMKOPVCTOBYIOTbCS Y NpoLeci
BMPO6HMLTBA AD| (4ONOBHEHHS
cneundikauii HOBUM NMOKa3HUKOM
AKOCTI Ta Bi4NOBIgHUM MEeTOA0M
BMNPOOGYBaHHS) - AONOBHEHHS
cneundoikauii A®I guaporectepoHy
HOBWM MOKa3HNKOM JOMILLKM A 3
HopmyBaHHAM <0,10 % y
BiAgnoBigHocTi MoHorpadii EP 2357
Dydrogesterone Ta OHOBMEHHS
BIZANOBIAHOrO aHasTITUYHOTO MeToay
(BEPX). 3MiHn | TURy - 3MiHn 3
AKoCTi. A®I. KoHTponb A®L. 3miHa y
napameTpax cneuucpikauin Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuungikauisx Ha A®l, abo
BVXiZHWIA/NPOMDKHWIA
npoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTbCS Y NpoLeci
BMPOGHULTBA AP| (BUNIYYEHHSA
He3Ha4yHOro MokasHuKa sIKoCTi
(Hanpviknag BUyUYeHHs 3acTapiforo
noKasHWUKa)) - BUyYEeHHS 3i
cneundoikauii A®I guaporectepoHy
TecTy «Clarity of a 5% m/V solution
in dichloromethane». 3miHa
06yMOB/ieHa NpuBeAeHHsAM y
BignosigHoCTi BUMor EP. 3MiHun |
TMny - 3MiHK 3 aKocTi. AdI.
KoHTponb A®l. 3miHa y napameTpax
cneumdikauii Ta/abo AonycTUMmX
MeX, BUSHAUYEHNX Yy crneumdikauisx
Ha A®I, abo BMXigHWA/NPOMDKHWIA
npoAyKT/pearexT, Wwo
BVIKOPVCTOBYIOTbCA Y NMPOLECI
BMpO6HULTBa AP| (BUYYEHHS
He3Ha4yHOro MokasHuka sIKoCTi
(Hanpvknag BUIyYeHHs 3acTapisioro
NoKa3HUKa)) - BUSTyYEHHS 3i
cneumdikauii A®I guaporectepoHy
TecTy «Specific rotation». 3miHa
0b6yMoB/ieHa NpuBeAeHHsAM y
BignosigHoCTi BUMOr EP. 3MiHun |
TMny - 3MiHK 3 aKocTi. AdI.
KoHTposib A®L. 3miHa y napameTpax




Popma surnycky

Kpaina
3asBHUKa

Bupo6HuK
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Kpaina
BUPOGHUKa

Ymosu

PeecmpayjitiHa npoyedypa
Bionycky

cneumdikauii Ta/abo AonycTUMMX
MeX, BU3HAUYEHNX Y crneumdikauisx
Ha A®I, abo BMXigHWA/NPOMDKHWIA

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

n/n

Hassa
NiKapcbKo20 (nikapcbka popma,
3acoby ynakoska)

NPOLYyKT/peareHT, Wwo
BVIKOPVCTOBYIOTbCA Y MPOLECI
BMpO6HULTBA AP| (BUNYYEHHS

He3Ha4yHOro MokasHuka sKoCTi
(Hanpwvknag BUIyYeHHs 3acTapisioro
NoKa3HUKa)) - BUSTyYEHHS 3i
cneumdikauii A®I guaporectepoHy
TecTy «Heavy metals». He3HauHi
pefakuiiiHi yTOYHEHHS B
crneundikavii Ailo4oi peyoBUHN.
3MmiHu | TURY - 3MiHKW 3 AKocTi. API.
KoHTponb A®l. 3miHa y napameTpax
cneumdikauii Ta/abo AonycTUMmX
MeX, BU3HAUYEHNX Y crneumdikauisx
Ha A®I, abo BMXigHWA/NPOMDKHWIA
NpoAyKT/pearexT, Wwo
BVIKOPVCTOBYIOTbCA Y NMPOLECI
BMpO6HULTBa AP| (BUYYEHHS
He3Ha4yHOro MokasHuka sKoCTi
(Hanpwvknag BUIyYeHHs 3acTapisioro
NoKa3HUKa)) - BUTyYEHHS 3i
cneumdikauii A®I guaporectepoHy
nokasHuka «UV absorption». 3miHa
06yMOB/ieHa NpuBeAeHHsAM y
BignosigHoCTi BUMor EP. 3MiHun |
TMny - 3MiHK 3 aKocTi. AdI.
Brpo6HULTBO (iHLWi 3MiHWM) -
He3Ha4yHe OHOB/IEHHS PO3giny
3.2.S.2.2.0nnc BUpO6HMYOro
npoLecy Ta oro KOHTPOo» ANs
[il040T PeYOBUHN ANAPOrecTePOH,
npuBefeHHs iHchopmavii y
BiANOBIAHICTb A0 hakTUYHOT
iHbopmaLii B opuriHasibHUX
LOKYMEHTax BUPOGHUKA. 3MiHN |
TMny - 3MiHK 3 akocTi. A®l. Cuctema
KOHTeliHep/3akynopoBasibHUi 3acio
(iHLWi 3MiHW) - HE3HAYHE OHOBJ/IEHHS
po3giny 3.2.S.6.Cuctema
KOHTeliHep/3aKkynoptoBasibHUiA 3aci6,

npuBefeHHs iHchopmavii y
BiANOBIAHICTb A0 d)aKTUYHOI
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

iHbopmawLii B opuriHasibHUX
LOKYMEHTax BUPOGHUKA. 3MiHN |
TMNy - AQMiIHICTPaTVBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa (BK/IKOYaouu, 3a
Heo6XifHOCTI, Micue NpoBeAeHHs
KOHTPOJII0 SIKOCTI), ab0 BnacHuka
macTep-aiina Ha Adl, abo
nocravanbHuka Adl/BuxigHoro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO 3aCTOCOBYIOTHCSA Y
BUPOGHMUTBI API (SIKLLO 3a3HAYEHO
y [OCbE Ha nikapcbkuii 3aci6) 3a
BiACYTHOCTI cepTudikara
BiANOBiAHOCTI EBpONEliChKiit
thapmakonei y 3aTBepKeHOMyY
[0Cbe, a60 BUPOOHUKA HOBOI
[LOMOMDKHOT PEYOBUHM (AKLLO
3a3HaYeHO Y JOCbE) - OHOB/IEHHS
po3giny 3.2.S.2.1.Bupo6Huk(-n) ans
Ail040T peYoBUHU ANAPOrecTepoH, a
came OHOBJ/IEHHS Ha3BW BMPOGHMKA
Proketal (BuxigHuii matepian ans
[il040T PeYOBUHU ANAPOrecTepoH) 3
Dishman Pharmaceuticals and
Chemicals Limited Ha Dishman
Carbogen Amcis Limited Ta
OHOBJ/IEHHS apecn BUPOOHUKA.
Takox pefakuiliHe YTOUYHEHHS
chopmarty HanmcaHHs agpecu
3aTBEPAKEHNX BUPOOHMKIB
onpporectepoHy Jetpharma SA,
Switzerland Ta Microchem S.R.L.,
Italy.

408.

DEHEDPPUH
10%

Kpansni O4Hi, po34nH
10 % no 10 MmNy
dhnakoHi-
KpanenbHuu; no 1
hNakoHy-
KpanesnbHuLi B
KapTOHHI Kopo6Lyi

TOB
"YHIME/[,
OAPMA"

CnoBaubka
Pecny6nika

TOB "YHIME[ ®APMA"

Cnosaubka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK
woAo 6e3nekn/epekTnBHOCTI Ta
chapmakoHarnsgy. BeefeHHsa abo
3MiHW [0 y3ara/ibHEeHWX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX Npo
cuctemy hapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0CO6M,
BiANoBiAa/IbHOI 32 3AiCHEHHS

3a peyernmom

UA/7546/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

chapmakoHarnsgy; KOHTaKkTHoi 0cobm
3 thapmakoHarnsgy 3asiBHVKa Ans
3fificHeHHs chapmakoHarnsay B
YKpaiHi, AKLW0 BOHA BiAMIHHA Bif
YMOBHOBaXEHOI 0CO6Y,
BiANOBiAA/IbHOI 32 3AiCHEHHS
thapmakoHarnagy (Bkitovaouu
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsagy). 3miHa
KOHTaKTHOI 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a hapMakoHarnsg,
B YKpaiHi.
[itoya pepakuis: MNypcbka fapis
[OmuTpiBHa. MponoHoBaHa pefakuis:
BonowwHa AHacTtacia AHaToniiBHa.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI
0co6u 3asiBHMKA, BiANOBiAa/bHOT 3a
dhapmMakoHarnag B YKpaii.

409.

®EPBEKC ANAA
JITEN

NOPOLLIOK AN1A
OpasIbHOTO PO3UMHY;
8 calle y KapTOHHii
KopoobUi

YMNCA CAC

®paHuis

YMNCA CAC

®paHuis

BHECEHHS 3MiH [0 peecTpavLiiiHnX
mMartepianis: 3miHu | TUNY - 3MiHK 3
AKocTi. A®I. (iHWi 3miHK) MoaaHHs
NOBHOro po3gainy 3.2.S. AKTUBHWIA
hapmaLeBTUYHWIA IHTPEAIEHT Aitoyoi
peyoBUHU heHipamiHy manearty
BMpo6HuLTBa Harika Drugs Private
Limited. 3miHn | TNy -
AAMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaKeHHA AiS/IbHOCTI
BMpO6HUKa (BKIOYaKOUK, 3a
HeoObXiAHOCTI, MicLe NpoBeaeHHs
KOHTPOJIH0 SIKOCTI), @60 BacHuKa
mMacTep-caiina Ha Adl, abo
noctavasibHuka Adl/BnxigHoro
mMaTtepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 3aCTOCOBYIOTHLCS Y
BMPOGHMLTBI API (SKLLO 3a3HaYeHO
y [OCbE Ha nikapcbkuii 3aci6) 3a
BiiCYTHOCTI cepTudikaTta
BiANOBIAHOCTI EBpPONENChKii
hapmakonei y 3aTBepKeHoMy
nocke, abo BUpo6HMKa HOBOI
[,0MOMIKHOT PEYOBUHM (SIKLLLO
3a3Ha4veHo y aockbe) 3miHa agpecu

6e3 peyenma

UA/7600/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1

BUpo6HUKa ADI dheHipamiHy
manearty Harika Drugs Private
Limited, 6e3 3miHn Micus
BMpOOHULTBA. 3aTBEpAXEeHO:Sy No
165/A &165/E, Gummadidala
Village, Medak District, Telangana
State, INDIA 3anponoHosaHo: Sy No
165/A &165/E, Gummadidala
Village, Sangareddy District,
Telangana State, INDIA. 3MiHn |
TMny - 3MiHK 3 aKkocTi. CepTudikaT
BignoBigHocTi/E-cepTudikat
BiANOBIAHOCTI EBpONeEiiChKiit
thapmakonei/MoHorpadii. 3miHu,
noB'si3aHi 3 HEOOXIiAHICTIO
npuBeLEeHHN Y BIAMNOBIAHICTb A0
MoHorpadii JPY abo Esponeiicbkoi
thapmakonei, abo iHLOi
HaLlioHa/IbHOT hapmakonei Aepxasu
€C (3miHa y cneuundikauisx,
nos'si3aHa 3i amiHamu B J®Y, a6o
€Bponelicbkiit hapmakonei, abo
iHLIN HauioHanbHIk dhapmakonei
aepxasu €C) MprnBeaeHHs
cneuudikayiin 4ns Aiyoi pevyoBUHM
theHipamiHy manearty Bif BUPOGHMKa
(Harika Drugs Private Limited) Ta
rotosoro npoaykty (UPSA SAS) no
BMIMOT €EBpONENCcbKOT MOHOrpadii
1357 Ha pgijtoyy peyoBUHY
heHipamiHy maneart. [JjogaBaHHs
nocunaHHsA Ha EBPONENCHbKY
MoHorpadito B cneuudikauii ans
Lito40i pevyoBuHU doeHipamiHy
manearty (Harika Drugs Private
Limited Ta (UPSA SAS). 3MiHn |
My - 3MiHU 3 AKOCTi. ADI.
KoHTponb A®l. 3miHa y napameTpax
cneundikauii Ta/abo AonycTUMmx
MeX, BU3HaYeHuX Yy cnevumdikauisax
Ha A®l, abo BMXigHWA/NPOMDKHWUIA
npoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTBCS Y NpoLeci
BMPOGHMLTBA AD| (3BY>KEHHS
A0MYCTUMUX MEX, BUSHAYEHUX Y
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1

cneuunagikaLii) 3ByXXeHHs
O0NYyCTUMUX MEX MOKa3HMKa O-
xylene 3 <2170 ppm go <200 ppm y
cneumaikaLii Ha Aitody peqyoBuHy
theHipamiHy maneaty (Harika Drugs
Private Limited).
3MiHu | TUnNY - 3MiHK 3 AKocTi. ADL.
CrabinbHicTb. 3miHa nepiogy
NOBTOPHWX BUMPOGyBaHb/nepiogy
36epiraHHa abo ymMoB 36epiraHHs
A®I (3a BigcyTHOCTI Y
3aTBEPAKEHOMY AOCbE cepTudikaTa
BiANOBIAHOCTI EBpONeEiiChKiit
hapmakonei, Lo BKIoYae nepios
NOBTOPHOro BUNpobyBaHHS) (nepiog,
NOBTOPHOro BUNpobyBaHHsA/nepios
36epiraHHs) - 36inbLUeHHs abo
BBEJIeHHA nepiogy NOBTOPHOrO
BMNPOGYBaHHs/Nepioay 36epiraHHsA
Ha OCHOBI pe3y/bTaTiB AOCNifKEHb
y peasibHOMy yaci - BBefjeHHs
nepiofly NOBTOPHOrO BUNPOGYBaHHS
60 micsauis (5 pokiB) Ansa theHipamiHy
maseaty BupobHuuTBa Harika Drugs
Private Limited.
3MiHu | TMNY - 3MiHKW 3 AKocTi. API.
CrabinbHicTb. 3miHa nepiogy
NOBTOPHMX BUNPOGYBaHb/Nepioay
36epiraHHa abo yMoB 36epiraHHs
A®I (3a BigcyTHOCTI Y
3aTBEPAKEHOMY AOCbe cepTudikaTa
BiANOBIAHOCTI EBPONENCHKI
thapmakonel, Lo BK/IoYae nepios
NOBTOPHOro BUNPO6yBaHHS) (iHLWi
3MiHW) Buy4YeHHs1 BHYTPILLHbOrO
nepiofy NOBTOPHOrO TeCTyBaHHSA
(UPSA) ans deHipamiHy manear,
o cknagae 1 pik. 3miHu | Tuny -
3MiHM 3 akocTi. A®I. (iHwWi 3MiHW)
OHoB/eHHA po3giny 3.2.S.
AKTUBHWI hapmaLeBTUYHNI
iHrpedieHT Ailo4oi peyoByHN
oeHipamiHy ManeaTty BUPO6HULTBA
Harika Drugs Private Limited.
3anponoHoBaHi 3MiHK:
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1

- po3gin 3.2.S.1.3: gofaHo JaHi
LLOAO0 PO3YMHHOCTI, AOCAIMKEHHS
rirpPOCKOMNIYHOCTI, MYHKT WoA0
pO3Mipy 4acTok;

- po3gin 3.2.S.3.2: foaasaHHA
NOTEHLiAHNX reHOTOKCMYHUX abo
HLWIMX OOMILLOK, AOAABaHHSA
pes3ynbTaTiB WoA0 BMICTy 6eH305y,
6eH3unnxnopugy Ta
AnmeTunamiHoeTunxnopuay y
peHipamiHy maneari, o04aBaHHS
pe3ynbTaTiB LWoA0 BMICTY
e/fleMeHTapHUX AOMILLOK Y
peHipamiHy maneari, Ao4aBaHHS
nomikn NDMA,;

- po3gin 3.2.5.4.3: pogaHo
BaUlifaLito METOANKN BU3HAYEHHS
nipuaviHy Ta 6eH3nnxnopugy B 2-
6eH3nNNIpUANHI; AofaHo BaslijaLio
MeTOAVKN BU3HAYEHHS
AnmeTnnamiHoeTunxiopugy Ta
6eH3nnNxnopuay B oeHipaminy
masneari;

- po3gin 3.2.S.4.5: fogaHo
06r'pyHTYBaHHSA LWOA0 HEBK/THOYEHHSA
HLLUMX [OMILLOK;

- po3gin 3.2.S.6: HOBI cepTudikaTn
aHanisy, 14-3BiTu, 3BIT Npo
BignosigHicte EC 10/2011 Ta
[opasaHHsA crneumdikalin ans
Miwkis LDPE.
3MiHu | TMRY - 3MiHKM 3 AKocTi. API.
KoHTponb A®l. 3miHa y napameTpax
cneumdikauii Ta/abo AonycTUMmX
MeX, BUSHAUYEHNX Y crneumdikauisx
Ha A®I, abo BMXigHWA/NPOMDKHWIA
npoAyKT/pearexT, Wwo
BVIKOPVCTOBYIOTbCA Y NMPOLECI
BMPOGHMLTBA AD| (4ONOBHEHHS
cneumdikalii HOBUM NOKa3HUKOM
AKOCTI Ta BiAMNOBIgAHMM METOA0M
BMNpo6yBaHHS) [logaBaHHs
BUNPOGYBaAHHSA Ha BMICT
3a/IMLLIKOBUX PO3UYMHHWKIB [0
cneundikauii YNCA ans doeHipamiHy
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
ManeaTy. 3anponoHoBaHo: Residual
solvent content o-xylenea: <200 ppm
Isopropyl alcohola: <5000 ppm
410. | ®EPBEKC A1 | nopowok ans YIMNCA CAC PpaHuis YMNCA CAC PpaHuis BHECEHHS 3MiH [J0 peecTpaLiiiHnx 6e3 peyenma UA/7741/01/01
AOPOCNX OpasIbHOro PO3YNHY; mMartepianis: 3miHu | TUny - 3MiHK 3

8 callie y KapTOHHii
KopooLi

AKOCTi. A®I. (iHWi 3MiHW) nogaHHSA
NOBHOro po3ainy 3.2.S. AKTUBHUIA
hapmaLleBTUYHWI IHTPEAIEHT Aitoyoi
peyoBUHU heHipamiHy masearty
BMpo6HUMUTBa Harika Drugs Private
Limited. - 3miHwn | TMny - 3miHKn 3
AKOCTi. A®I. (iHLWi 3MiHW) OHOBJ/IEHHSA
po3gainy 3.2.S. AKTUBHMWIA
hapmaLleBTUYHWI IHTPEAJEHT Aitoyoi
peyoBUHU heHipamiHy mMasearty
BMpo6HUMUTBa Harika Drugs Private
Limited. 3anponoHoBaHi 3MiHu: -
po3gin 3.2.S.1.3: fogaHo AaHi woao
PO3UYMHHOCTI, AOCNIHKEHHS
rirPOCKONIYHOCTI, MYHKT LW0A0
po3Mipy YacTok; - po3gin 3.2.S5.3.2:
[0AaBaHHA NOTEeHLiNHNX
reHOTOKCUYHMX ab0 iHLINX AOMILLOK,
JofaBaHHA pe3ynbTaTiB WoAo
BMICTy 6eH30/1y, 6eH3unxnopuay Ta
AvMeTuamiHoeTUNxnopuay y
heHipamiHy maneari, foAaBaHHSA
pes3ynbTaTiB WoA0 BMICTY
efleMeHTapHNX AOMILLIOK Y
heHipamiHy maneari, foAaBaHHSA
nomiwkn NDMA,; - po3gin 3.2.5.4.3:
[04aHo Banifauito MeToAuKN
BW3HAYEHHA NipuanHy Ta
6eH3unxnopuay B 2-
6eH3UNipuAaYHI; AofaHo Banigauio
METOAVKN BU3HAYEHHS
AnmeTunamiHoeTunxnopugy Ta
6eH3unxnopuay B cheHipamiHy
mManeari; - po3gin 3.2.S.4.5: gogaHo
06r'pyHTYBaHHSA 040 HEBK/THOYEHHS
iHLWMX gomiwok; - po3gin 3.2.S.6:
HOBI cepTudikaty aHanisy, 14-3Bitu,
3BiT Npo BignosigHicTs EC 10/2011
Ta foAaBaHHsA cneuudikauin ans
Miwwkis LDPE. - 3miHu | Tuny - 3MiHn
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
3 AKOCTi. A®I. KoHTposib A®L. 3miHa

y napameTpax cneumdikauin Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuungikauisax Ha A®l, abo
BVXiZHWIA/NPOMDKHWIA
npoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTBCS Y NpoLeci
BMPOGHMLTBA AD| (3BY>KEHHS
[OMYyCTUMUX MEX, BU3HAYEHUX Y
crneundikavii) 3By>KEHHsS
[LOMYyCTUMUX MEX MOKa3HMKa o-
xylene 3 <2170 ppm go <200 ppm y
cneumaikaLii Ha Ailody peqyoBuHy
theHipamiHy maneary (UPSA). -
3MmiHu | TUNY - 3MiHKM 3 AKocTi. API.
KoHTposib A®L. 3miHa y napameTpax
cneumdikauii Ta/abo gonycTuMmx
MeX, BU3HAUYEHNX Y crneumdikauisx
Ha A®I, abo BMXigHWA/NPOMDKHWIA
npoayKT/peareHT, Wwo
BUKOPWCTOBYIOTBCS Y NpoLeci
BUPO6HMLTBA AD| (3BY)XKEHHS
[OMYCTUMUX MEX, BU3HAUYEHUX Y
cneuudikaLii) 3By)eHHS
[OMYyCTUMUX MEX MOKa3HMKa o-
xylene 3 <2170 ppm go <200 ppm y
cneumdikauii Ha filovy peqyoBUHyY
heHipamiHy maneaty (Harika Drugs
Private Limited). - 3miHu | Tuny -
3MiHu 3 akocTi. A®l. CTabinbHIiCTb.
3MiHa nepiogy NOBTOPHMX
BMNpo6yBaHb/nepiogy 36epiraHHs
abo ymoB 36epiraHHa Ad| (3a
BiICYTHOCTi y 3aTBep)KEHOMY [0CbE
ceptucpikaTa BiANOBIAHOCTI
€Bponelicbkii hapmakonei, wo
BK/TIOHAE Nepiog, MOBTOPHOrO
BMNpPo6yBaHHS) (Nepiog, NOBTOPHOTO
BMNpobyBaHHA/nepios 36epiraHHs) -
36inbLUeHHs abo BBeAeHH: nepiogy
NOBTOPHOro BUNpobyBaHHsA/nepiogy
36epiraHHA Ha OCHOBI pe3ynbTaTiB
OocnimpkeHb y peasibHOMY Yaci
BBE/IEHHS nepiogy NOBTOPHOMO

BMNpPo6YyBaHHst 60 MicsuiB (5 pokiB)
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1

ans deHipamiHy maneary
BMpo6HuuTBa Harika Drugs Private
Limited. - 3miHwn | TMny - 3MiHKn 3
aKkocTi. A®Il. CTabinbHICTb. 3MiHa
nepiogy NOBTOPHMX
BMNpoGyBaHb/nepioay 36epiraHHA
a60 ymoB 36epiraHHs A®I (3a
BiiCYTHOCTi Y 3aTBEPAKEHOMY AOCHE
cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkiii hapmakonei, Lwo
BK/1IH0YAE Mepiof NOBTOPHOro
BMNPOGYBaHHS) (iHLWi 3MiHN)
BUJTYYEHHS BHYTPILLHLOrO Nepiogy
NOBTOPHOrO TecTyBaHHa (UPSA)
Ons deHipamiHy maneart, Lo
cknagae 1 pik. 3aTBepaxeHo:Re-test
period: Internal retest period
(UPSA): 1 year. 3anponoHoBaHo:
Re-test period: 60 months (5 years)a
a Please refer to concomitant
variation. - 3MiHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaXEHHS AiS/IbHOCTI
BMpO6HUKa (BK/IOYaKouK, 3a
HeoObXiAHOCTI, MicLe NpoBeaeHHs
KOHTPO/IH0 SIKOCTI), @60 BnacHuKa
macTep-aiina Ha Adl, abo
noctavanbHuka Adl/BnxigHoro
Marepiany/peareHTy/npomMikHOro
NPOAYKTY, L0 3aCTOCOBYIOTHLCS Y
BMPOGHMLTBI AP (SKLLO 3a3HAYEHO
y [OCbE Ha Nnikapcbkuii 3acib) 3a
BiiCYTHOCTI cepTudikaTta
BiANOBIAHOCTI EBpPONENCHKIi
thapmakonei y 3aTBepKeHOMY
nocbe, abo BUpo6HMKa HOBOIT
[,0MOMDKHOT PEYOBUHM (SIKLLLO
3a3HayeHo y [0CbE) 3MiHa agpecu
BUpo6HUKa ADI dheHipamiHy
manearty Harika Drugs Private
Limited, 6e3 3miHM Micus
BMpOOHULTBA. 3aTBEpAXeHO:Sy No
165/A &165/E, Gummadidala
Village, Medak District, Telangana
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
State, INDIA. 3anponoHoBaHo: Sy
No 165/A &165/E, Gummadidala
Village, Sangareddy District,
Telangana State, INDIA.
411. | ®EPE30/ pignHa HawkipHa no AT YkpaiHa AT "Nly6Hnchapm"” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHnX 3a peyenmom UA/5060/01/01
15 r y dpnakoHu, no "Nly6Hnhap MaTepianis: 3miHu | TUNy - 3MiHK
1 chnakoHy B nauyui 3 m" wopo 6e3nekv/edpekTMBHOCTI Ta
KapTOHY thapmakoHarnagy (iHwi 3MiHu) -
OHOBJIEHO TEKCT MapKyBaHHsA
ynakoBKM NiKapcbKoro 3acoby, a
came Buy4veHo iHdhopmaldlito,
3a3HayeHy pPOCiiCbKOK MOBOIO.
BBefeHHS 3MiH NpOTArom 6-Tn
MiCALIB MiC/1A 3aTBEPKEHHS
412. | ®EPOKCUA PO3YMH ANS iH'EKLiA, M.BIOTEK Benuvka XENN C.A. peuis BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a peyernmom UA/15804/01/01
no 20 mr/mn; no 5 NIMITE[, BputaHis marepianis: 3miHu | Tuny - 3MiHu 3

M1 B amnyni; no 5
amnyn B nayi 3
KapTOHY

SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbKoro
3aco6y (iHLi 3MiHK) BHECEHHS 3MiH B
cneumdikaLilo Ta METOAN KOHTPOSIO
113 3a noka3HMKOM «MexaHi4Hi
BK/IIOYEHHSI: BUAMMI YacTKu», a caMme
nocunaHHs Ha 3arasibHy cTatTio Eur.
Ph. 2.9.20 ponoBHeTbCA
nocunaHHAM Ha Eur. Ph. 5.17.2 Ta
3a3HavaeTbCcA NpUMiTKa: «KOHTposb
SKOCTi BuanmMmux yacTtok
npoBoOAMTLCA Mif Yac BUPOOHMLTBA
3 BUKOpUCTaHHAM 061agHaHHS
aBTOMATUYHOI Bi3yaslbHOI iHCNEKLT
ansa 100 % amnyn cepii, a
pe3ynbTaT NepeHocUTbCS B
cepTudikaT SAKOCTi NpY BUNYCKY
3rigHo A0 €® 5.17.2». 3MmiHn | Tuny -
3MiHuM 3 SIKOCTi. [0TOBWMIA Nikapcbknii
3aci6. KoHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa y
mMeToAax BUNPO6yBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa
3MiHa y 3aTBEpAXEHNX MeTofax
BMNPOGYBaHHA)BHECEHHS HE3HAaYHOT
3MiHW y 3aTBepAKeHi MeToamn
BUNPOOGYBaHHSA 3a NOKa3HUKOM
«MexaHiu4Hi BK/TIOUEHHS; HeBUAMMI
YacTKm» LLL0A0 HeobxiaHOCTI




339

Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
YTOUYHEHHS nNpo6oniaroToBku
BMNPO6GOBYBaHOroO 3paska, a came
iHchopmavis wogao oro 10 kpaTHOro
po3BefeHHs.
413. | ®EPPYM Tabnetku; no 80 [Lolive HimeuunHa [oliue XomeonaTi-YHioH HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiHnX 6e3 peyenma UA/12252/01/01
POCDHOPUKYM | Tabnetok y chnakoHi; | Xomeonari- OXY-ApuHaiimMiTTens MaTepianis: 3miHu | TUNy - 3MiHK
Cinb no 1 chnakoHy B YHioH AXY- m6X & Ko. KI wopo 6e3nekv/edpekTMBHOCTI Ta
AOKTOPA KapTOHHIl KopoobLi ApuHaimiTT thapmakoHarnsgy (iHwi 3MiHn).
LLUKOCC/EPA enb MM6X & 3MiHM BHeceHo y n. 17. IHWE Tekcty
Ne 3 Ko.KI MapKyBaHHSA BTOPUHHOT YNakoBKMN
NiKapcbKoro 3acoby LWoao
BWIyYEeHHS iHdhopmaLii npo
€CK/103MBHOI0 NpeficTaBHMKa.
414. | ®IBPUTA MOPOLLOK Ta OkTahapma ABCTpIst BUPOGHNK, LLIseuisi/ BHECEHHS 3MiH 40 peecTpaLiiHNX 3a peyenmom UA/18890/01/01
PO3YMHHVK NS dapmaueBT BiANOBigabHMI 3a AscTpis/ mMartepianis: 3miHu | TUNY - 3MiHK 3
pO3umnHy ans nka NepBUHHY YNakoBKy, HimeuunHa AKOCTi. 3MiHM A0 peecTpaLiiiHoro
iH'ekuji/iHdpysin no 1 | MpoAayKTioHC KOHTPO/Tb SIKOCTi, BUMYCK MOCBIAYEHHS BHACAIAOK iHLLNX
r; Mo 1 r NOpOLLKY Y rec. m.6.X. cepii: Okrachapma Ab, perynsaTopHux npoueayp.

CKNsAHOMY hN1aKoHi;
no 50 mn
pO34MHHYKKa (BOoga
AN iH'eKuiln) y
CKNSIHOMY (h/1aKOHi;
no 1 conakoHy 3
MopoLLKom, ro 1
oNnakoHy 3
PO3YMHHKKOM, No 1
npuctpoto Octajet
4ns nepeHocy, no 1
hiNbTPy B KAPTOHHIl
KopooLi

LLsewist; BUpO6HUK,
BignoBiAa/IbHMI 3a
BMPO6HULTBO in bulk,
NepBUHHY Ta BTOPUHHY
yNaKkoBKy, MapKyBaHHs,
Bi3yasibHy iHCMeKL,jo,
KOHTPO/b SKOCTi, BUNYCK
cepii: Oktachapma
dapmaueBTnka
MpogaykTioHcrec. M.6.X.,
ABCTpIsi; BUpO6HMK,
BiANOBigabHMI 3a
Bi3yasIbHWIA KOHTPO/b,
MapKyBaHHS, BTOPUHHY
ynakosky: OkTadhapma
[Leccay M'm6X,
HimeuunHa; BupobHuK,
BiANOBigabHMI 3a
BMPOGHMLITBO
po3uMHHYKKa (Boga ANns
iH'exuiii): B. BpayH
MercyHreH AT,
HimeuunHa; BupobHuK,
BiANOBigabHMI 3a
BMPOGHMLITBO
po3unHHYKa (Boga AN
iH'ekuiii): Contochapm

NMM®/BA3® (macTep-chaiin Ha
nnasmy/3aranbHuii goaiin Ha
BaKLUWHHUI aHTUreH). BkioueHHs
HOBOr0, OHOB/IEHOTO @60 3MiHEHOro
MacTep-chaiina Ha nnasmy y
peecTpadujiiHe JOCbE Ha NikapCbKuii
3aci6 (npouepypa 2-ro etany ans
MM®) (BKIHOYEHHSA
OHOBJ1EHOr0/3MIHEHOTO MacTep-
thaiina Ha nnasmy, AKLWO 3MiHN He
BN/MBAOTb Ha B/1ACTUBOCTI
rOTOBOrO JliKapCcbKoro 3acoby)
Bk/1lOY4EHHS OHOB/IEHOTO MacTep-
(palina Ha nnasmy y peectpauiive
[OCbE Ha nikapcbkuii 3acie: PMF
Certificate no:
EMEA/H/PMF/000008/05/AU/030/G.
3MiHW | TUNY - 3MiHK 3 AKOCTi. 3MiHK
[10 peecTpavjiiiHoro nocBigYeHHs
BHAC/ILOK IHLWNX PErynsTOpHNX
npoueayp. MM®/BA3® (macTtep-
(haiin Ha nnasmy/3arasibHuii chain
Ha BaKUMHHWIA aHTUreH). BKItoUeHHs
HOBOrO, OHOBJ/IEHOTO a60 3MiHEHOrO
mMacTep-chaiina Ha nnasmy y
peecTpavujiiiHe fOCbE Ha NiKapCbkuii
3aci6 (npoueaypa 2-ro etany ans
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

dapmauoiiTiwe
Epuoiirdicce Mv6X,
HimeuunHa

MM®) (BKIOYEHHA
OHOBJ1IEHOrO/3MIHEHOTO MacTep-
chaiina Ha niasmy, SKLLO 3MiHU He
BMN/IMBAIOTb Ha B1ACTUBOCTI
roToBOro MikapCcbKoro 3acoby)
Bk/1l04EHHSA OHOB/IEHOTO MacTep-
thaiina Ha nnasmy y peectpaviiiHe
[OCLE Ha Nikapcbkuii 3aci6: PMF
Certificate no:
EMEA/H/PMF/000008/05/11/031/G.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/b roTOBOrO MiKapcbKoro
3acoby. 3miHa napameTpis
cneundikauii Ta/abo AonycTUMmx
MeX roTOBOrO NikapCbKOro 3acoby
(BHECEHHS 3MiH [0 A0CbE nicns
OHOBJ/IEHHS 3arasIbHOI CTaTTi Ha
roTOBY /likapcbky hopmMy y
[dY/Esponelicbkin hapmakonel) -
3MiHn go cneyudikauii Ha
CTepubHUIA PO3YMHHUK (BOZA AN
iH'EKLiT) 3 METOI NPUBEAEHHSA Y
BiAMNOBIAHICTb 40 OHOBNEHOT
MoHorpadii 0169 "CtepwibHa Boga
ANs iH'eKuiii" €Bponencbkoi
chapmakonei, 30kpema: - BUnyYeHHs
NoKa3HuKiB "KUCMOTHICTbL abo
NyXxHicTb", "Xnopuaun", "Hitpatn”,
"Cynbthatn", "AmoHiii", "Kanbuiin Ta

MarHin

415.

PIBPUTA

MOPOLLIOK Ta
PO3YMHHWK ANs
pO34nHy Ans
iH'exuin/iHdys3ili mo 1
r; N0 1 r MOpOLLKY Yy
CKNSAHOMY (p/1aKOoHi;
no 50 mn
PO34MHHYKKa (BOfa
ANs iH'eKUin) y
CKNsAHOMY hN1aKoHi;
no 1 conakoHy 3
NnopoLuKom, no 1
chnakoHy 3
PO3YMHHMKOM, MO 1

OkTachapma
dapmauesT
nKa
MpoaykTioHC
rec. m.6.X.

AscTpist

BUPOGHKK,
BignoBiganbHWi1 3a
NepPBUHHY YMakKoBKy,
KOHTPO/Ib SIKOCTi, BUMYCK
cepii: Okracapma Ab,
LLiBeuist; BUPOGHUK,
BiANoOBiAaIbHMI 3a
BMPO6HULTBO in bulk,
NepBUHHY Ta BTOPUHHY
yNakoBKy, MapKyBaHHS,
Bi3yasibHy iHCMeKL,jo,
KOHTPO/b SKOCTi, BUNYCK
cepii: OkTachapma
dPapmaueBTnka

LLseuisi/
AscTpis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHnX
mMartepianis: 3miHu | TUNY - 3MiHK 3
AKOCTi. MefmnyHi npucTpoi. 3miHa
NPUCTPOIB A1 BUMIPIOBaHHS 403K
ab0 BBeZleHHS NikapcbKoro 3acoby
(oofaBaHHs abo 3amiHa NpUCTPOI,
AKUIA HEe € HeBIf'EMHOI0 YaCTUHOD
NepBUHHOT yNakoBkK) - MpucTpii,
KM Mae CE-MapKyBaHHS -
OHOBMEHHA AOKyMeHTaLii Woa0
MeJn4Horo Bupoby "®inbTp ans
wnpuua" y 38'a3ky 3i 3MiHOKO
YNOBHOB&)XXEHOI0 OpraHy, Lo
npoBOAUTL cepTudpikaLito Ta

3a peyenmom

UA/18890/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
npuctpoto Octajet MpogaykTioHcrec. M.6.X., BiNOBIAHO OHOB/IEHHA cepTudikarty
ANns nepeHocy, no 1 ABCTpist; BUpOGHMK, CE
hiNbTPY B KAPTOHHIN BiANoBigaibHMI 3a
KopooLi Bi3ya/lbHWI KOHTPO/b,
MapKyBaHHS, BTOPUHHY
ynakosky: OkTadhapma
[Leccay 'm6X,
HimeyunHa; BupobHuK,
BignoBiganbHWi1 3a
BUPOBHULTBO
po3unHHKKa (BoAa Ans
iH'exuiii): b. BpayH
MencyHreH Al
HimeyunHa; BupobHuk,
BignoBiganbHWi1 3a
BUPOBHULTBO
po3unHHKKa (BoAa Ans
iH'exuiii): Contochapm
dapmavoliTile
Epuoiirdicce Mv6X,
HimeyynHa
416. | ®OKCEPO® nopoLUoK ANs AJIKANOIA, Pecny6nika Nonid Nimiten, HAis IHais/ BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a peyenmom UA/15271/02/01
opasibHOT cycneHsil, A/l Ckom’e MiBHiuHa (B1pPOGHNLTBO Pecny6nika marepianis: 3miHu | Tuny - 3miHu 3
40 mr/5 mn; 1 MakefoHist Hepo3ghacoBaHoro MiBHiYHaA AKoCTi. A®I. KoHTponb A®I. 3miHa y
dhnakoH 3 NOPOLLKOM NPOAYKTY, NEPBUHHE MakepoHis mMeToAax BUNpobyBaHHA AD| abo
B KapTOHHIi Kopo6Lyi nakyBaHHs, BTOPUHHE BUXiAHOr0 Marepiany/npomikHOro
nakysaHHst); AJIKANOIL, npoAayKTy/peareHTy, L0
ALl Ckon’'e, Pecny6nika BMKOPUCTOBYETLCS Y NPOLLEC
MNisHiyHa MakegoHis BMPO6HMLTBA AD| (HE3HAYHI 3MiHW Y
(BTOpPMHHE NaKyBaHHS; 3aTBePMKEHNX MeToAax
BMNYCK cepil) BMNPOGYBaHHS)
3MiHa npunagy y aHanituyHiin
mMeToAuui «Po3nogin 4acTok» 3
Malvern mastersizer 2000 Ha
Malvern mastersizer 3000. Mexi
cneymdiikauii PSD He 3MiHIOKTbCS.
417. | ®OKCEPO® TabneTku, BKPUTI AJIKANOIL Pecny6nika ANIKANOIA-AL Ckor'e, Pecny6nika BHECEHHS 3MiH 10 peecTpavLintHnx 3a peyenmom UA/15271/01/02
NAiBKOBOIO AL Ckon'e MiBHiYHa Pecny6nika MiBHiYHa MiBHiYHa mMartepianis: 3miHu | TUny - 3MiHK 3
o60n0oHkoto, no 100 MakefioHist MakefioHist (BTOpUHHE MakepoHis/ AKOCTi. A®Il. KoHTponb A®L. 3miHa y
mr; no 10 TabneTok nakysaHHs); AJIKANOI - IHAis mMeTofax BunpobysaHHs Ad®| abo

y 6nictepi; no 1 abo
2 6nictepu B
KapTOHHI Kopobuj

AL Ckon'e, Pecny6nika
MiBHIYHa MakeoHis
(Bunyck cepii); /ToniH

Nimites, IHAiA
(BMPOGHMLITBO

BMXIAHOrO MaTepiany/MpomiKHOro
NpoAyKTy/peareHty, Wo
BMKOPVCTOBYETbLCS Y NPOLIECI
BUpo6HMLUTBA AP| (HE3HAYHI 3MIHK Y
3aTBEPKEHNX MeToAaX
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
Hepo3ghacoBaHOro BMNPO6YBaHHS)
NpPOAYKTY, NepBuUHHE 3MiHa npunagy y aHaniTuyHiin
nakyBaHHS, BTOPUHHE mMeToAuLi «Po3nogin 4acTok» 3
nakyBaHHS) Malvern mastersizer 2000 Ha
Malvern mastersizer 3000. Mexi
crneundikauii PSD He 3MiHIOOTbCS.
418. | ®OKCEPO® TabneTtku, BKPUTI AJIKANOIA, Pecny6nika AJNIKANOIA-AL Ckon'e, Pecny6nika BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a peyenmom UA/15271/01/01
MN/1iBKOBOIO A/l Ckor’e MiBHiuHa Pecny6nika lMiBHIYHa MiBHiuHa marepianis: 3miHu | Tuny - 3miHu 3
o60n0Hkoto, no 200 MakefoHist MakefoHisl (BTOpUHHE MakepoHisa/ AKOCTi. A®I. KoHTponb A®L. 3miHa y
Mmr; no 10 TabneTok nakysaHHst); AJIKANOIO- IHais mMeTofax BunNpobysaHHa A®| abo
y 6nictepi; no 1 aéo AL Ckon'e, Pecny6nika BMXIAHOrO MaTepiany/npomiKHOro
2 6nictepu B MiBHIYHa MakeoHis npoAaykTy/peareHTy, Lo
KapTOHHI Kopo6Lyi (Bunyck cepii); /ltonin BMKOPUCTOBYETLCS Y NPOLLEC
Nimitea, IHaia BMPO6HMLTBA AD| (HE3HAYHI 3MiHW Y
(BMPOGHMLTBO 3aTBepKEHNX MeToAax
Hepo3gracoBaHOro BMNPOGYBaHHS)
NpPoAYyKTY, NepBUHHE 3MiHa npunagy y aHaniTuyHiin
nakyBaHHS!, BTOPUHHE MeToAuLji «P03MoAin 4acTok» 3
nakyBaHHS) Malvern mastersizer 2000 Ha
Malvern mastersizer 3000. Mexi
cneymdikauii PSD He 3MiHIOKTbCS.
419. | ®OPIHEKC® cnpeii HazasIbHUiA, AT Ykpaina AT “dapmak” YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a peyenmom UA/14953/01/01
cycneHsisi, 50 "hapmak” (nakyBaHHs i3 chopmu in mMartepianis: 3miHu | Tuny - 3MiHK 3

MKr/go3y; no 140
[03 Y dhriakoHi 3
HacoCoM-[,03aTOpPOM
3 po3nusBayYem
HasasIbHOro
NpU3HaYeHHs;

no 1 cpnakony y
nauuj

bulk dhipmn-Bupo6HUKa
Anotekc IHk., KaHaaa)

AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3akynoptoBasibHWIA 3acio
(iHWi 3MiHW) BHECEHHSA 3MiHW Y
nepBUHHE NakyBaHHS, a came
[0aBaHHA a/lbTEPHATUBHOIO
Hacoca fo3aTtopa 3 HiITpU10BO
Bknagkoto (VP3/93F CS20 Silver
Metering Nasal Pump: 20 mm; Dip-
Tube Length - 27 mm to 29 mm;
(with Nitrile 405 for Floating Gasket
& Stem Gasket), 3 BHECEHHSIM
Bi4NOBIAHMX 3MiH 0 po3ziny
3.2.P.7. 3atBepmpxeHo: Pump
VP3/93F CS20 Metering Nasal
Pump: 20 mm (Dip-Tube Length - 27
mm to 29 mm (with Nitrile 404 E for
Floating Gasket & Stem Gasket);
3anponoHosaHo: Pump VP3/93F
CS20 Metering Nasal Pump: 20 mm
(Dip-Tube Length - 27 mm to 29 mm
(with Nitrile 404 E for Floating
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
Gasket & Stem Gasket); VP3/93F
CS20 Silver Metering Nasal Pump:
20 mm; Dip-Tube Length - 27 mm to
29 mm; (with Nitrile 405 for Floating
Gasket & Stem Gasket)
420. | ®OPCALO Kancynv TBepai no O-p Peppi'c IHAjsA O-p Pepai'c IHAja BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a peyernmom UA/19194/01/01
0,5 mr, no 7 kancyn Na6opaTopi Na6opatopic NTg, PTO- mMartepianis: 3miHu | TUNYy - 3MiHK 3
y 6nicTepi; no 4 c ity 7 akocTi. CepTucpikat
6nictepu B BignosigHocTi/l E-cepTudikar
KapTOHHI kopobuy; BiANoOBiAHOCTI EBpoONeiichkiit
no 10 kancyny thapmakonei/MmoHorpadii. NogaHHs
6nicTepi; no 3 HOBOro abo OHOB/IEHOrO
6nictepu B cepTudikarta BignoBigHOCTI abo
KapTOHHI Kopo6Lyi BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONENiChKi
thapmakonei: gna A®l; ans
BUXifHOTO
mMaTtepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI A®I; AnS 4ONOMIKHOT
peyoBuHU (cepTudikar
BiANoBiAHOCTI EBpoNelichkiit
chapmakonei) - Hosuii cepTudikar
Bif} BXE 3aTBEPAKEHOr0 BUPOBGHUKA
- —nofaHHs Hosoro CEP R1-CEP
2020-156-Rev 02 Big
3aTBEpAXEHOro BMpobHuka AdI
BIOCON LIMITED, IHgijs.
(3aTBeppxeHo: ASMF;
3anponoHosaHo: CEP R1-CEP
2020-156-Rev 02)
421. | XENMNEKC® obnonickyBay ans MosBi Xernc LLIseliyapis [esa XonguHr A.C. TypeuunHa BHECEHHS 3MiH A0 peecTpaLiiHNX 6e3 peyenma UA/18887/02/01
NnAP ropna, po34yuH no 6X mMartepianis: 3miHu | TUNY - 3MiHK 3

200 M1 pO3UmnHY Y
nASWLYi; no 1 naswuyi
3 MipHUM
CTaKkaH4YMKOM Y
KapPTOHHIn KOopooL,ji

AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
Cuctema
KOHTeliHep/3aKkynoptoBasbHuiA 3aci6.
3MiHa napameTpiB cnewmdikauii
Ta/abo foNyCTUMUX MEX NEPBUHHOI
yNakoBKM rOTOBOTO J1iKapCbKOro
3aco06y (iHLWi 3MiHX) OHOBMEHHSA
crneunqikavii NepBMHHOIT yNnakoBKu
(ckNAHOT NNALWKK) BIAMNOBIAHO A0
BUMOT YMHHUX MOHorpadili Eur. Ph.
3.2.1 Glass containers for
pharmaceutical use Ta USP-NF
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
Containers-Glass ans
3aTBEpAXeHoro (Sisecam Cam
Ambalaj, TypeuunHa) Ta
anbTepHaTMBHoro (Bormioli Pharma
S. p. a., ITanis) BUpOGHWKiB
NepPBUHHOT YNaKoBKK.
422. | XNOPrekcupg pPO34nH ons MPAT Ykpaina BiANoBigabHMI 3a YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHnx 6e3 peyenma UA/18022/01/01
NH 30BHILLHbOrO "®ITOPAPM BVMPOGHWLTBO, NEPBUHHE marepianis: 3miHu | Tuny -
3acTocyBaHHs, 0,05 " nakyBaHHs1, KOHTPO/1b AJMiHICTpaTVBHI 3MiHW. 3MiHa
% no 100 mn abo AKOCTI: HallMeHyBaHHs Ta/abo agpecy Micus
200 mny MPAT "®ITODAPM", NPOBaKEHHS AiSNIbHOCTI
noniMepHux YkpaiHa; BMPOGHMKa/iMnopTepa roToBoro
hnakoHax 3 BiANoBigabHMI 3a niKapcbKoro 3acoby, BKIoYatoum
HacagKolo ans BVMPOGHWLTBO, NEPBUHHE AinbHULUI BUNYyCKy cepii abo micue
CMpPSIMOBAHOro nakyBaHHS Ta KOHTPO/b NPOBeEeHHA KOHTPOJIIO SKOCTI.
BBEAEHHS AKOCTI: (gisnbHICTb, 3a Ky Bignosigae
NiKapcbKoro 3acoby TOB "dapma Yepkac", BMPOGHUK/IMNOPTEP, HE BK/IOYAKUN
YkpaiHa; BWMYCK Cepiii) - 3MiHa agpecu
BiANoBigabHMI 3a BMpobHuKa TOB "dapma Yepkac”,
BVMPOGHWLTBO, NEPBUHHE BiANOBIAa/IbHOrO 3a BUPOGHMLTBO,
nakyBaHHS Ta KOHTPO/b nepBMHHE NakKyBaHHSA Ta KOHTPO/b
AKOCTI: AKOCTI, 6€3 3MiHW (DaKTUUYHOTO Micus
M "Kinadpdp", posTallyBaHHs. BBefeHHs 3MiH
YkpaiHa; NPOTArom 6-Tv MicALiB nicns
BiANoBigabHMI 3a 3aTBEPKEHHS.
BWMNYCK cepil, He
BK/THOHAI0UM
KOHTPONb/BUNPOGYBaHHS
cepii:
MNPAT "®ITODAPM",
YKpaiHa
423. | XJIOPOBYTAH | nopotuok AT «Ondha» Natsin AT «Ondha» Nartsin BHECEHHS 3MiH 10 peecTpauiiiHnx - UA/6787/01/01
ONrIgPAT KpucTanivyHmi mMartepianis: YTOYHEHHS1 HarnUCcaHHsA
(cy6eTaHuin) y ynakoBKu B Haka3si MO3 YkpaiHu

MiLLKax 3 NAiBKM
nonieTusieHoBoi abo
namiHaty ans
BMPOGHULTBA
CTepPW/IbHUX i
HeCTepU/IbHNX
nikapcbknx chopm

Ne 2128 Big 01.10.2021 B npoueci
BHECEHHSA 3MiH (3MiHu | Tuny -
NPOMNOHYETLCA [0AaTKOBUIA
a/IbTepHaTVBHWI TN NEPBUHHOT
yMnakoBKM, a came: «Cy6CTaHLmMio
yrnakoBbIBAOT B MELLIOK U3
namMmuHara, KoTopblii 3anavnBaloT ¢
MOMOLLLbO cneLuanbsHoro
06opy0BaHNs 6e3 Bakyyma.
OTUKETKY NPUKPENSIOT K MELLKY 13
namvHarta, obknevBas npo3padHor
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

NEeHTOo. MeLlok nomeLLatoT B
NONN3TUIEHOBBI NN
NoNMNPONUIIEHOBBIA KOHTEHEP,
KOTOpbI NIOTHO 3aKpbIBAOT
KPbILLKOW. Ha KoHTelHep
NPVIKPENIAT 3TUKETKY»; 3MiHW |
TMNYy - 3MiHM 40 cneyudikauii Ta
mMeTogiB KOHTpono Ad| 3a
NoKasHUKaMu: -po3gin
«lpeHTudikayis», a came metoq,
A.,B.,C AkicHa peakujs 3aMiHEHO Ha
meToz BUnpobyBaHHs IK-cnekTp
BignosigHo go sumor Ph.Eur.
monograph «Chlorobutanol
hemihydrate» -3miHa Ha3Bu po3giny
«3aINLLKOBI OpraHiyHi PO34UUHHUKM»
Ha po3ain «Jdomiwkn A i B» Ta
npuBeLeHHS KpUTepili NPUAHATHOCTI
BignosigHo go sumor Ph.Eur.
monograph «Chlorobutanol
hemihydrate»). Hakazom Ne 2128
Big 01.10.2021 BBegeHO
[O0AATKOBUIA afibTePHATUBHUIA TUN
NepBUHHOI YNakoBKU. Pepakuisi B
Hakasi - y MillKax 3 naiBku
nonietuneHosoi. BipHa pepakuis -
y MillKax 3 niBKu
nonieTuseHoBOI abo lamiHaTy.

424,

LEPEBPOKYP
NH®

PO3YMH ANS iH'EKLi,
2 Mr/mnno 0,5 mn e
amnyni; no 5 amnyn
Y KOpOO6L,ji 3 KApTOHY
3 nosiMepHoLo
4YapyHKOBOIO
BK/1a1KO0; MO 2 M/1 B
amnyni; no 5 a6o 10
amnyn y kopob6ui 3
KapToHY 3
nosiiMepHo
4YapyHKOBOIO
BK/1aKO0

TOB "HIP"

YkpaiHa

TOB "HIP"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLiiiHnX
mMartepianis: 3miHu | TUNY - 3MiHK 3
sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbkoro
3acoby. 3miHa y MmeTogax
BMNPOOYBaHHA rOTOBOTO NiKapCbKOro
3ac00y (iHWi 3MiHN y meTogax
BMNpoOyBaHb (BK/IOUAUM 3aMiHy
ab0 [ONOBHEHHS)), 3MiHM B
3aTBEPMKEHIV MeToauLi
BUMNPOOYBaHHA 3a NMOKa3HUKOM
«KinbkicHe BU3HAYEHHS. XiHO30/1»
(APY 2.2.25). 3miHuM | TUNY - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpPO/b roTOBOrO MiKapcbKoro
3acoby. 3miHa y meToAax
BUMPOOYBaHHA rOTOBOTO NikapCbKOro

3a peyenmom

UA/7516/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
3aco06y (iHLWi 3MiHK Y MeToAax

BMNpobyBaHb (BK/IOYAUM 3aMiHy
ab0 AOMNOBHEHHS)) 3MiHN B
3aTBEPMXKEHI MeToaML
BUMNPO6YBaHHA 3a NOKa3HMKOM
«KinbKicHe BU3HAYEHHS.
LlepebpokypuH» (APY 2.2.25).
3MiHu | TMNY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6.
KOHTPO/b roTOBOrO MiKapcbKoro
3acoby. 3miHa y meTofax
BUMPOOYBaHHA rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPLKEHNX MeToAax
BMNPOOYBaHHSA) BHECEHHS
YTOYHEHHS B METOZ, KOHTPO/IO
akocTi /13 3a NoKasHUKOM
«laeHTudikauis. XiHozon»
(3aTBEpAXEHO: po3unH 3aniza (l1I)
xnopug P, 3anponoHOBaHO: po3ynH
3aniza (lll) xnopug P2). 3minu | Tuny
- 3MiHu 3 sIKoCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[0MNyCTUMUX MEX rOTOBOT0
nikapcbKoro 3acoby (iHwWi 3miHu),
BHECEHHS He3HaYHOI 3MiHU [0
nokasHuka «BigHocHa ryctnHa» ( n.3
MK4A, AdY*, n.2.2.5, N, meTog 1), a
came BWUIyYEHHS OAUHULb
BVIMIpIOBaHHS1, OCKI/IbKY Lie
6e3po3mipHa BenmunHa. 3miHu Il
TUny - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHULTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOrO /1iKapCbKOro
3aco6y, BK/IHOYAKUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETHLCS NPK
BMPOOHULITBI FOTOBOTO J1iKAPCLKOr0
3acoby (cyTTeBa 3MiHa y nNpoLeci
BMPOOHMLITBA, AKa MOXe MaTu
iCTOTHWI1 BNB Ha SKIiCTb, 6e3neky Ta
eheKTMBHICTb MikapCcbKoro 3acoby)

3MiHa y TexHo/1oriyHoMYy npoueci /13,
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

30Kpema 3MiHa y (DibTpyBasIbHOMY
e/IeMeHTI Ha CcTagji npoTeoniy.
3miHu Il TUnNy - 3MiHM 3 SKOCTiI.
[oTOBWIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbKoro
3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AonycTUMmX
MEX FOTOBOr0 NiKapCbKoro 3acoby
(3MiHa 3HaxoauTbCSA nosa
3aTBEPAKEHVMU JONYCTMUMU
mMexamu cneuudikalin)
3MiHa KpUTEepito MPUIAHATHOCTI B
crneuundikavii 13 3a NoOKasHWKOM
«Cyxuii 3amok» . 3aTBEPAKEHO:
He mMeHLwe 16,0 mr/mn.
3anponoHosaHo: Big 9,00 mr/mn go
18,00 mr/ma. 3MiHu Il Tuny - 3miHn 3
AKoCTi. [0TOBWIA Nikapcbknii 3aci6.
KOHTPO/b roTOBOrO MiKapcbKoro
3acoby. 3miHa napameTpis
cneundikauii Ta/abo AonycTUMmX
MeX roTOBOrO NikapCbKOro 3acoby
(3MiHa 3HaxoauTbCa nosa
3aTBEPMKEHVMUN JONYCTMUMU
Mexamu cneuudikadiii), 3miHa
KpUTEpIito NPUIAHATHOCTI B
cneuudikayii 13 3a NOKa3HUKOM
«pH».
3aTtBepaxeHo: Big 6,1 Ao 7,2
3anponoHoBaHo: Big 4,5 0o 7,5

425.

LE®ENIM

NOPOLLIOK ANA
PO3UMHY ANS iH'EKLi
no1,0r; 1a6o 5,
a60 50 hnakoHiB 3
MOPOLLKOM Yy nauui 3
KkapToHy; 1 abo 5
hNakoHiB 3
MOPOLLKOM Y
6nicTepi; no 1
6nictepy y nauui 3
KapToHy; 1 chiiakoH 3
nopowikom Ta 1
amnyna 3
PO34YMHHMKOM No 10
ma (Boda ans

MpuBartHe
akujioHepHe
TOBapUCTBO

"lekxim-
Xapkis"

YkpaiHa

MpuBaTHe akuioHepHe
TOBapUCTBO "“J1eKxim-
XapkiB", YkpaiHa
(nakyBaHHs i3 chopmu in
bulk dripmn-BupobHUKa
Ksiny ®apmaueyTikasn
Ko., NiTg., Kutaid); TOB
"Nexkxim-Obyxis",
YKpaiHa (nakyBaHHs i3
chopmu in bulk dipmu-
BMPO6HUKa KBiny
dapmaueyTikan Ko.,
T, Kutai)

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHnx
marepianis: 3miHu | Tuny - 3miHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpPO/b roTOBOrO MiKapcbKoro
3acoby. 3miHa y meToAax
BUMPOOYBaHHA rOTOBOTrO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPKEHNX MeToaax
BUNPOOYBaHHS) - BHeceHHs
He3Ha4Hol 3MiHV [0 meToay
BMNpobyBaHHA /13 3a NoKa3HUKOM
«ApriHiH» (®.CLUA <621>), wo
CTOCYETLCA NPUrOTYBaHHSA
BMNPOBGOBYBAHOI0 PO3UNHY Ta, AK
HacnigoK, KopuryBaHHa hopmMynn

3a peyenmom

UA/13564/01/01




348

Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
iH eKUiin) y 6nicTepi; po3paxyHKy BMICTY apriHiHy,
no 1 6nictepy y KOpWryBaHHs NOKa3HUKa BifHOCHOTO
nauui 3 KapToHy CTaHAapTHOrO BiAXUEHHS B
npuaaTHoCTi XxpomaTtorpagiyHoi
CUCTEMM.
426. | LE®ENIM NMopoLoK AN MpuBaTHe Ykpaina Ksiny ®apmaueyTikasn Kutai BHECEHHS 3MiH [0 peecTpaLiiiHnX - UA/13348/01/01
PO3UnHY ANs1 iH'EKUA | akuioHepHe Ko., N14. mMartepianis: 3miHu | TUNYy - 3MiHK 3
no 1,0 r; in bulk: 50 TOBapuCTBO AKocTi. [0TOBWIA Nikapcbknii 3aci6.
hNakoHiB 3 «J1ekxim- KOHTpO/1b rOTOBOro NiKapcbKoro
NMOPOLLKOM Y KOpo6L,i XapkiB» 3acoby. 3miHa y meTofax
BMNPOGYBaHHSA roTOBOrO NiKapCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPLXEHNX MeToAax
BMNPo6yBaHHS) - BHeceHHsA
He3Ha4yHol 3MiHV [0 MeToay
BUNPO6YBaHHsA /13 3a NOKa3HWKOM
«ApriHiH» (®.CLUA <621>), wo
CTOCYETLCA NPUrOTyBaHHSA
BMNPO6OBYBAHOIO PO3YMHY, Ta, K
Hacnifgok, KopuryBaHHs hopMysin
po3paxyHKy BMICTY apriHiHy,
KOPUryBaHHsA MoKasHuKa BigHOCHOro
CTaHAAPTHOrO BiAXUIEHHS B
npuaaTHoCTi xpomaTtorpadiyHoi
cucTeMU.
427. | UE®ENIM MopoLOK AaNs AAP O6'eHaHI 3eiicc ®apmac’toTikesic IHais BHECEHHS 3MiH A0 peecTpaLiiHNX 3a peyenmom UA/17538/01/01
po3uunHy ans iH'ekuin | PAPMA $3- Apabcbki MeT. N14. MaTepianis: 3miHu | TUNy - 3MiHK
no 1000 wmr; no 1 nnc Emipatu wopo 6e3sneku/etpekTMBHOCTI Ta

a60 10 chnakoHiB 3
MOPOLUKOM Y
KapTOHHI Kopobuj

thapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3arasibHEHNX JaHuX Npo
cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX Npo
cuctemy hapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS
thapmakoHarnsay; KOHTakTHOI ocobm
3 hapmakoHarnsay 3asiBHuKa A
3[iliCHEHHST chapMakoHarnsay B
YKpaiHi, AKWO0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 32 34iCHEHHS
thapmakoHarnagy (Bkiodarouu
KOHTaKTHi fiaHi) Ta/abo 3MiHu y
pO3MiLLeHHI MacTep-daiisia cuctemm

thapmakoHarnsgy) - 3miHa
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep

peecmpayjiliHo2o

nocBi04Y€eHHs1

KOHTaKTHUX AaHVX YNOBHOBaXXEHOI
0cob6u 3asBHMKa, BiANOBIA&IbHOT 3a
thapmakoHarnag. 3MiHa
MiCLLe3HaXOKEHHSI MacTep-haiina
cmcTeMu chapmakoHarnsgy Ta oro
HoMepa. 3MiHa Micus 3LiACHEHHS
OCHOBHOI AiiNIbHOCTI 3
dhapmakoHarnsgy

428.

LLEE®OMEPA30
H KOMBI

MOPOLLIOK ANA
PO3UMHY ANs1 iH'EKLi
no 1000 mr/1000 wmr;
1 a6o no 10
hnakoHiB y
KapTOHHI Kopo6Lyi

TOB
"ACTPAGA
PM"

YKpaiHa,

TOB "ACTPAGAPM"
(nakyBaHHs i3 chopmu in
bulk: HCMC Xeb6eii
XyamiH ®apmacbloTikan
KomnaHi flivitea, Kutaid)

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
martepianis: 3miHu | Tuny -
AfMiHICTpaTMBHI 3MiHN. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
3asBHVKa (BNacHuKa
peecTpauinHOro NocBiAYEHHS) -
3miHa agpecu 3aaBHUKa M13.
BBefeHHs 3MiH NpoTArom 3-x
MiCALIB MiCNA 3aTBEPIKEHHS. 3MiHM
| TMny - AOMiHICTpaTVBHI 3MiHW.
3MiHa HalimeHyBaHHs Ta/abo
agpecu Micusa NpoBafkKeHHs
AisnbHOCTI BUpobHUKa/imnopTepa
roTOBOro NikapcbKoro 3acoby,
BK/OUAI0UY AiNbHULi BUNYCKY cepil
abo MicLe NPoBefEHHS KOHTPOSO
AKOCTI. (QiSNIbHICTb, 3a Ky
BiAnoBigae BMPOGHMK/iMNopTep,
BK/I0HAK0UM BUMYCK cepiid) - 3miHa
anpecu BupobHuka M13. 3miHn
BHECEHO B po34in
"MicLe3HaxomkeHHs! BUpO6HVKa Ta
oro agpeca Micus NpoBaKeHHs
OiSbHOCTI" B IHCTPYKU,i0 ANns
MeJIMYHOro 3aCTOCYBaHHA Ta 5K
HacnifioK - y TEKCT MapKyBaHHs
yMakoBKM NikapCbKoro 3acoby.
BBefeHHA 3MiH NpoTArom 3-x
MiCALB NiC/A 3aTBEPAKEHHS.

3a peyernmom

He
nionsieae

UA/18511/01/01

429.

LE®TASNIUM

MOPOLLIOK AN1A
PO3UYMHY ANS iH'EKLN
no 1000 mr; no 1
a60 10 chrakoHiB 3
MOPOLLKOM Y
KapTOHHI Kopobuj

AAP
PAPMA ®3-
nnc

O6'egHaHI
Apabcbki
Emipatu

3eiicc ®apmac’toTikesic
MeT. NiTA4.

IHais

BHECEHHS 3MiH A0 peecTpaLiiHNX
MaTepianis: 3miHu | TUNy - 3MiHK
wono 6e3nekn/epekTnBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3ara/ibHEHNX JaHuX Npo
cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX Npo
cuctemy papmakoHarnisgy, amiHa

3a peyenmom

UA/17514/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

YNOBHOBaXEHOI 0CcobY,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KOHTaKTHoi 0cobm
3 (hapmakoHarnagy 3asBHuKa ans
3fificHeHHs hapmakoHarnsagy B
YkpaiHi, SKLL0 BOHa BigMIHHA BiJ
YNOBHOBaXEHOI 0Ccobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsgy (Bkaovaoum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
0cob6u 3asBHMKa, BiANOBIAAIbHOT 3a
hapmakoHarnsg.3visa
MiCLLe3HaXOKEHHSI MacTep-thaiina
cmcTeMu hapmakoHarnsgy Ta oro
HoMepa. 3MiHa Micus 3LiACHEHHS
OCHOBHOI AisNIbHOCTI 3
dhapmakoHarnsaay.

430.

LE®PTASUINM

MOPOLLIOK A71A
PO3UMHY ANs1 iH'EKLi
no1,0r; 1a6o 5,
abo 50 dhnakoHis 3
MOPOLLKOM Y nauui 3
KapToHy; 1 a6o 5
hNakoHiB 3
MOPOLLIKOM Y
6nictepi; no 1
6nicTepy B nauui 3
KapToHy; 1 donakoH 3
nopoLukom Ta 1
amnyna 3
PO34MHHKKOM (BOAA
Ans iH'ekuin no 10
M1 B amnyni) y
6nictepi; no 1
6nicTepy B navui 3
KapTOHY

MpuBartHe
akuioHepHe
TOBapUCTBO

«J1ekxim-

XapkiB»

YkpaiHa

MpuBaTHe akuioHepHe
TOBapUCTBO «J1eKxiM-
XapkiB», YkpaiHa
(nakyBaHHs i3 chopmu in
bulk chipmu-BnpobHMKa
Ksiny ®apmaueyTikan
Ko., NiTa., Kutaid);
TOB "Nekxim-O6yxiB",
YKpaiHa (nakyBaHHs i3
dopmu in bulk dipmu-
BMpobHuKa Ksiny
dapmaueyTikan Ko.,
NTa., Kntaid)

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK
oo 6e3nekn/epekTnBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NnikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nifcTaBi perynsipHo OHOB/IHOBAHOTO
3BiTY 3 6e3neKkun NikapcbKoro 3acooby,
abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHS ikapcbkoro 3acoby B
nicnspeecTpauiinnii nepiog, abo sk
pesynbTaTt OLiHKM 3BITY 3
[ocnifpKeHb, NpoBefeHNX
BIANOBIAHO A0 NMNaHy negiatpuyHmnX
pocnigkeHs (PIP) (3MiHy y3rogkeHo
3 KOMMETEHTHVM YNOBHOBaXXEHUM
opraHom)
3MiHV BHECEHO [0 IHCTPYKLUIT A1
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby B po3ginu
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Mo6iuHI peakuii" BigNOBIAHO A0
OHOB/IEHOT iHhopMmaLii 3 6e3neku
AjtoYoi pevyoBunHW.CynyTHA 3MiHa -

3a peyernmom

He
nionsieae

UA/13768/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
3MiHY Woao 6e3nekun/edeKTUBHOCTI

Ta thapmakoHarnagy. BHeceHHs abo
3MmiHa(n) fo 3060B'A3aHb Ta yMOB
BMAaYi peecTpaviiiHoro
nocsigyeHHs, Bknoyaoun MnaH
ynpaBAiHHA pUsnKamu
(3acTocyBaHHS TEKCTY, SKWIA
NOroOKEHNN 3 KOMNETEHTHUM
opraHom). 3asiBHUKOM HafiaHo
OHOBMEHUIA MNaH ynpasniHHSA
pu3nkamu Bepcia 1.1. 3miHn
BHECEHO [0 YacCTuWH: | «3arasibHa
iHchopmauis», V «3axoau 3
MiHiMi3awii pu3ukiB», VI «Pe3tome
nnaHy ynpasniHHSA pusukamm», VII
«[lopatkm» y 3B’A3Ky 3
[ONOBHEHHAM NPOEKTY iIHCTPYKL,i
AN MeAnYHOro 3acToCyBaHHs
OHOB/IEHUMM JaHUMK 3 6e3nekn
Aitoyoi peyosuHN. Pestome MnaHy
ynpaBniHHA py3vkamu Bepcisa 1.1
nofaetbes. 3MiHu | Tuny - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npuaatHocTi abo ymoBax 36epiraHHs
rOTOBOrO /liKapCbKoro 3acoby (iHLwui
3MiHW)
peakLiiiHi 3MiHM B po3fii «TepMiH
npuaaTHoOCTi», 6e3 3MiHn
hakTMYHOro TEPMiHY NPUAATHOCTI
roTOBOro NikapcbKoro 3acoby, a
came gogasaHHs hpasu: «TepmiH
NPVAATHOCTI KiHLEBOro npenapary
BU3HAYaETHCS BiHOCHO TOrO
KOMMOHEeHTa (NOpOLLOK abo
PO34YUHHVK), TEPMIH NPMAATHOCTI
AKOT0 3aKiHYyeTbCA paHilue.» [itoya
peaakuis MNponoHoBaHa pegakuis.
TEPMIH MPUOATHOCTI -
LiedbTasnamm, nopoLLok ans
pO3unHy ans iH'ekyin no 1,0r - 2
poku (3 gatv BUPoGHMLTBA hopMu
in bulk). Boga ans iH'ekuji,
PO3UYNHHVK /181 NapeHTepanbHOro

3acTocyBaHHs, no 10 Mn B aMnyni -
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

4 pokn. TEPMIH MPUOATHOCTI.
LlecbTasngmm, nopoLok ans
pO3unHy Ans iH'ekyimno 1,0r - 2
poKu (3 Aatn BUPO6GHULTBA hopmu
in bulk). Boga ons in'ekuji,
PO3YMHHWK A8 NapeHTepasibHOro
3acTocyBaHHs, no 10 mn B amny”ni -
4 pokun. TepmiH NpuaaTHOCTI
KIHLLeBOro npenapary BM3Ha4a€TbCs
BifJHOCHO TOr0 KOMMOHEHTa
(NopoLwoK abo PO3YMHHUK), TEPMIH
NPUAATHOCTI SKOTO 3aKiHYYETHCSA
paHiwe. 3MiHW BHECEHO [0
IHCTPYKLUii AN MeguyuHoro
3aCTOCYBaHHS /ikapcbkoro 3acoby B
po3ain "TepMiH npuaaTHOCTI".

431.

LUE®DTATIM-
1000

MOPOLLIOK ANs
PO34YMHY ANS iH'EKLi
no 1000 mr, 1

h1aKkoH 3 NOPOLLUKOM
Y KapTOHHii1 kopobui

MaHkainHg
dapma
Nimitepq

IHgis

MaHkaiiHg, ®apma
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpavLiiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK
wopo 6e3snekv/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3ara/lbHeHUX JaHux npo
cucTemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX Npo
cuctemy chapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0Ccoby,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KOHTakTHOi 0cobm
3 (hapmakoHarnsgy 3asBHuKa Ans
3fjificHeHHs chapmakoHarnsgy B
YKpaiHi, AKWO BOHA BiAMIHHA Bif,
YNOBHOBAaXEHOI 0CcobY,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
thapmakoHarnagy (Bkiodaroum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnag.
[Oitova pegakuisn: Pagxart Civran /
Rajat Singal. NMponoHoBaHa
pepakuis: ip. Hity CiHxa / Dr. Nitu
Sinha. 3MiHa KOHTaKTHUX AaHux
YNOBHOBAaXEHOI 0Ccobu,
BiANOBIAa/IbHOI 3a hapmakoHarnsag.

3a peyenmom

UA/18512/01/01

432.

LUEPTPUAKCO

MOPOLLOK /151

O6'eaiHaHI

3eiicc ®apmac’toTikesnc

IHAiA

BHECEHHS 3MiH 0 peecTpaLiiHNX

3a peyenmom

UA/17571/01/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep

peecmpayjiliHo2o

nocBi04Y€eHHs1

H

PO3UMHY ANS iH'EKLN
no 1000 wr; 1 a6o
10 dpnakoHiB 3
MOPOLLKOM Y
KapTOHHI Kopo6Lyi

PAPMA ®3-
nnc

Apabcbki
Emipatu

MeT. NiTA4.

MaTepianis: 3miHu | TUny - 3MiHK
oo 6e3nekn/epekTnBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEeHWX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX Npo
cuctemy chapmakoHarnagy, amiHa
YMOBHOBaXEHOI 0COo6Y,
BiANOBiAA/IbHOT 32 3AiCHEHHS
chapmakoHarnsgy; KOHTaKkTHoi 0cobm
3 thapmakoHarnsgy 3asiBHVKa Ans
3fificHeHHs chapmakoHarnsay B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif
YMOBHOBaXEHOI 0COo6Y,
BiANOBiAA/IbHOT 32 3AiCHEHHS
hapmakoHarnagy (Bkiovaiouu
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsagy). 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
0co6u 3asiBHMKA, BiANOBiAa/bHOT 3a
hapmMakoHarnag. 3miHa
MiCLie3HaxXoMKEHHS MmacTep-thainna
cmcTeMu dhapmakoHarnsgy Ta oro
HoMepa. 3MiHa MicLs 3LiACHEHHS
OCHOBHOI AjsifIbHOCTI 3
dhapmakoHarnsgy.

433.

LE®PYPOKCUM
151

NOPOLLIOK ANA
PO3UMHY ANS iH'EKLN
no 1500 wr; 1 a6o
10 cpnakoHiB y
KapTOHHI Kopo6Lyi

AAP
PAPMA ®3-
nnc

O6'efHaHI
Apabcbki
Emipatu

3eiicc Papmac’ioTikenc
Met. 14,

IHais

BHECEHHS 3MiH [JO peecTpaLiiiHnx
mMarepianis: 3MiHu | TRy - 3MiHK
woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. BeefneHHs abo
3MiHM [0 y3ara/ibHEHNX JaHuX Npo
cucTemy thapmakoHarnsgy
(BBEAEHHSA Y3arasIbHEHUX AaHUX Npo
cuctemy chapmakoHarnasgy, amiHa
YMOBHOBaXEHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS
chapmakoHarnsay; KOHTakTHOT 0cobu
3 thapmakoHarnsagy 3assHvKa a5
3AiicCHEHHs1 chapmakoHarnsgy B
YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
YMOBHOBaXEHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnagy (Bkavarum
KOHTaKTHi flaHi) Ta/abo 3MiHN y

3a peyenmom

UA/17488/01/01
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Popma surnycky

3asaBHuUK

Kpaina
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n/n

NiKapcbKo20
3acoby

ynakoska)

(nikapcbka ¢hopma,

3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

434.

LE®YPOKCUM

NOPOLLIOK ANA

AAP

O6'egHaHi

pO3MiLLEeHHI MacTep-thaiina cuctemm
thapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
0cobu 3asiBHUKA, BIANOBIAA/ILHOT 38
hapMakoHarnsg. 3miHa
MiCLie3HaxXOMKEHHS MacTep-haina
cucteMun hapmakoHarnsgy Ta noro
HOMepa.
3MiHa Micus 34iliCHEHHS OCHOBHOI
AisIbHOCTI 3 thapmakoHarniagy.

435.

750 MI’

UMNPNHON®

no 750 mr; no 1 a6o
10 dpnakoHis 3
MOPOLLKOM Y
KapTOHHI Kopo6Lyi

TabneTku, BKpUTI

PO3UMHY ANS iH'EKLN

DAPMA ®3-
nnc

KPKA, a.4.,

Apabcbki
Emipatu

CnoseHis

Met. Jita,.

BMPOGHMLTBO "in bulk",

3eiicc dapmac’toTikesc

IHais

BHECEHHS 3MiH [0 peecTpaLiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK
wopo 6e3snekv/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA y3arasIbHEHUX AaHUX NPo
cuctemy chapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0Ccobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
chapmakoHarnsgy; KOHTakTHOi 0cobm
3 (hapMakoHarnagy 3asBHuKa Ans
3fificHeHHs chapmakoHarnsgy B
YKpaiHi, AKWOo BOHA BiAMIHHA Bif,
YNOBHOBaXEHOI 0Ccoby,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
thapmakoHarnagy (Bkitovaroum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI
0cob6u 3asBHMKa, BiANOBIAaIbHOT 3a
hapmakoHarnag. 3miHa
MiCLLe3HaXOKEHHST MacTep-haiina
cmcTeMu chapmakoHarnsgy Ta oro
HoMepa. 3MiHa MicLs 3LiACHEHHS
OCHOBHOI AifsNIbHOCTI 3
hapmMakoHarnsaay.

3a peyenmom

UA/17542/01/01

nAiBKOBOO
060/10HKO0, Mo 750
mr; no 10 TabneTok
y 6nictepi; no 1 aéo
2 6nictepu B

KapPTOHHIn Kopobui

HoBo mecTo

nepByHHE Ta BTOPUHHE

Bunyck cepii: KPKA,
A.4., HoBo mecTo,
CnoBeHis; KOHTPO/b

cepil:

nakyBaHHA, KOHTPOJIb Ta

CnoseHis

BHECEHHS 3MiH 10 peecTpaLiiiHnX
marepianis: 3miHu Il Tuny - 3MiHn
wopo 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo
3MiHa(1) [0 30608B'A3aHb Ta YMOB
BMZaui peecTpauiiHoro

3a peyenmom

NnocBiJYeHHs, BKoYatoyu MNnaH

UA/0678/02/01
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n/n

Hassa
NiKapcbKo20
3acoby

Popma surnycky
(nikapcbka popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4eHHs

KPKA, a.4., HoBo mecTo,
CnOBEHiIs; KOHTPO/b
cepii: HN130X
(HauioHanbHi
nab6opaTtopis 3a 3gpas'e,
OKOJI€E iH XpaHo),
CnoseHis

ynpaBniHHA pUsnKamu
(3acTocyBaHHs 3MiH(1), SKi(a)
BMMaratTb(€) NogasnbLIOro
006r'pyHTYBaHHA HOBVMW AOAATKOBUM
AaHVMu, WO MaroTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/TbK/
BMMAraeTbCs CyTTEBA OL{iHKa
KOMNETEHTHUM OpraHom) -
3asaBHMKOM HalaHO OHOBJIEHWIA
MnaH ynpasniHHA py3nkamu Bepcis
2.2
3MiHV BHECEHO [0 YacTuH:
| «3arasnibHa iHhopMmaLlisi»
Il «Cneundikauis 3 6e3nexkm»

Il «MnaH 3 hapmakoHarisgy»
IV «lMnaxu wopao
nicnapeecTpauiiHnx focnigkeHb
eheKTnBHOCTI»

V «3axoau 3 MiHiMi3aLil pu3unkiB»
VI «Pe3tome nnaHy ynpasniHHA
pr3nkamm»

VII «QopaTkm»

y 3B’3Ky 3 BpaxyBaHHSIM OHOBJIEHOT
iHchopmawii 3 6e3neku gjtoyoi
PeyoBMHM Ta OHOB/IEHO chopmaT
[OKyMeHTY BignosigHo fo GVP
Module V EMA rev 2.
Pestome MnaHy ynpaBniHHA
pv3vkaMmn Bepcia 2.2 4oJa€eTbCs.

436.

LUMNPO®/IOKC
ALVH

TabneTku, BKpUTI
060/10HKOt0, N0 250
Mmr no 10 TabneTok y
6nicTepi; no 1
6nictepy B KOopobL,i

TOBAPUCT
BO 3
OBMEXXEH
folle
BIAMOBIIA
NBHICTIO
«KOPIMOPA
LI
«3[10POB'AA

»

YkpaiHa

BCi cTafii BUPOGHMLTBA,
KOHTPO/1b SIKOCTi, BUMYCK
cepii:
ToBapucTBO 3
06MEXEHO
BiANOBIAA/IbHICTIO
"PapmaueBTuyHa
KoMnaHia "3gopos'a”,
YKpaiHa;

BCi cTafii BUPOGHMLTBA,
KOHTPO/1b AIKOCTi, BUMYCK
cepii:
ToBapucTBO 3
06MEXEHO
BiANOBIAA/IbHICTIO
"[locnigHwii 3aBog

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK
oo 6e3nekn/epekTnBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nifcTaBi perynsipHo OHOB/IHOBAHOTO
3BiTY 3 6e3neKkun NikapcbKoro 3acooby,
abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiinnii nepiog, abo sk
pesynbTaTt OLiHKM 3BITY 3
[ocnifpKeHb, NpoBefeHNX
BIANOBIAHO A0 NMNaHy negiaTpuyHmnX
pocrnimkeHb (PIP) (3MiHY y3rogxeHo

3a peyernmom

He
nionsieae

UA/4759/02/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
"THUNC", YkpaiHa 3 KOMMNETEHTHMM YNOBHOBaXKeHNM
opraHom)
3MiHU BHECEHO A0 IHCTPYKLii ANns
MeAMYHOro 3acToCyBaHHA
nNiKapcbKoro 3acoby Ao posainy
"Mo6iuHi peakyji" wWono 6esnekn
3aCTOCYBaHHSA Ail040l peYOBUHN
uunpodpriokcalmH BiANOBIAHO A0
pekomeHgauin PRAC.
437. | ULUTPAMOH- Tabnetku, no 10 AT Ykpaina AT "Nly6Huthapm", YkpaiHa BHECEHHS 3MiH [0 peecTpavLinHnx Ne 10 - 6e3 He UA/12823/01/01
POPTE Tabnetok y "Nly6Hndhap mMarepianis: 3MiHu | Tuny - 3miHK peyenma; Ne | nidnsieae
6nictepax; no 10 M" Loao 6e3nekn/edpekTBHOCTI Ta 100 - 3a
Tabnetok y 6nictepi; hapmakoHarnsgy (iHwi 3miHn) peyenmom

no 10 6nicTepiB y
nauui

3MiHV BHECEHO [0 TeKCTY
MapKyBaHHS YNakoBOK NiKapcbKoro
3aco6by (BUAyyYeHHs iHdopmauii
pOCIiCbKOI0 MOBOIO Ta pefaryBaHHs
TeKCTy). TepMiH BBEAEHHS 3MiH -
npoTarom 6 Micauis nicns
3aTBEPMKEHHS. 3MiHKM | TUny - 3MiHK
woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHa y KopoTkili
XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT AN
MeAMYHOro 3acTOCYBaHHSA Ha
nigcTaBi peryaspHo OHOB/TIOBAHOIO
3BiTy 3 6e3neku nikapcbkoro 3acoby,
a60o pocnifxeHb 3 6e3nekn
3aCTOCYBaHHS ikapCbKoro 3acoby B
nicnsipeecTpauiiiuii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3
JocnigpkeHb, NpoBeAeHnX
BiAMOBIAHO [0 NNaHy negiatpuyHmX
pocnipkeHs (PIP) (3MiHy y3rogkeHo
3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom). 3MiHM BHECEHO B
IHCTPYKUiO 4N MeguyHoro
3acTOCyBaHHS MikapCcbKoro 3acoby
[0 po3gainis "B3aemogis 3 iHWMMU
nikapcbknmuy 3acobamu Ta iHLWi BUAN
B3aemMogiii", "OcobnnBocTi
3acTocyBaHHs" Ta "Mo6iuHi peakuyii”
BiANOBIAHO 4,0 OHOBNEHOT
iHchopMmawii Lwopao 6esnekm
3aCTOCYBaHHS Ait040T pe4OBMHMN
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
3rigHo 3 pekoMmeHgauieto PRAC.
TepMmiH BBELlEHHS 3MiH - NPOTArom 6
MicALB Nic/1a 3aTBepAKEHHS.
438. | LUIJIOKCAH® Kpanni o4Hi/BYLLHI HosaprTic LBeliuapis AnKOH KyBpbop Benebris BHECEHHS 3MiH [J0 peecTpaLiiiHnx 3a peyenmom UA/8565/01/01
0,35%; no5mny dapma Al marepianis: 3miHu | Tuny - 3miHu 3
pNaKoHi- AKocTi. CepTudikar
KpanesnbHuui; no 1 BignosigHocTi/lE-cepTudikar
onakoHy B KOPOOL BiANOBIAHOCTI €BpONENiChKili
3 KapToHYy hapmakonei/moHorpadii. 3miHn,
noB'sA3aHi 3 HeO6XIiAHICTIO
npuBeaeHHs y BiANOBIAHICTb A0
MoHorpadii 4dY abo EBponeiicbkoi
thapmakonei, abo iHLwoT
HaLjoHas/TbHOI thapmakonel Aepxasu
€C (3miHa y crneundikauisx,
nos's3aHa 3i 3miHamu B J®Y, a6o
€Bponelicbkiin hapmakonei, abo
iHLWIN HauioHanbHI hapmakonei
aepxasu €C) npuBefeHHs
cneuudikauii API
umnpodpnokcaumHy rigpoxnopuay o
MoHorpadii 0888 €d 11.0.
439. | UI/TOKCAH® Kpansi O4Hi/ByLLHI HoBapric LLIseliyapis AnKoH KyBpbop Benbris BHECEHHS 3MiH A0 peecTpaLiiHNX 3a peyenmom UA/8565/01/01
0,35%; no5mny dapma Al MaTepianis: 3miHu | TUNy - 3MiHK

hnakoHi-
KpanenbHuu; no 1
thnakoHy B KOpOOL
3 KApPTOHY

wono 6esnekn/epekTnBHOCTI Ta
thapmakoHarnsgy. BeegeHnHs abo
3MiHM [0 y3arasibHEHNX JaHuX Npo
cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX Npo
cuctemy hapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0coby,
BiANOBIAA/IbHOI 32 34iCHEHHS
thapmakoHarnsay; KOHTakTHOI 0cobm
3 hapmakoHarnsay 3asBHuKa A5
3[iliCHEHHS1 chapMakoHarnsay B
YKpaiHi, AKWO0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS
thapmakoHarnagy (Bkiodarouu
KOHTaKTHi fiaHi) Ta/abo 3MiHu y
pO3MilLeHHI MacTep-daiisia cuctemm
thapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
0ocobw, BignoBigasbHOI 3a
thapmakoHarnsg. 3miHa
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
MiCLLe3HaXOKEHHSI MacTep-haiina
cmcTemu chapmakoHarnsgy. 3miHa
Micusi 3[iACHEHHA OCHOBHOI
LisANbHOCTI 3 hapmakoHarnsgy
440. | HONEPIO TabneTkun, BKpUTI HosaprTic LLiBeiuapis BVMPOGHMLTBO, KOHTPO/b ITanis/ BHECEHHS 3MiH [0 peecTpaLjiiiHnX 3a peyenmom UA/16691/01/02
NAiBKOBOO dapma AAKOCTI, NepBUHHE Ta CnoseHis MaTepianis: 3miHu | TUNy - 3MiHK
060/10HKO10, No 100 Cepsice3 Al BTOPVHHE NakKyBaHHS, wopo 6e3nekv/edpekTMBHOCTI Ta
Mr; Mo 14 TabneTok BMNycK cepii: HoBapTic hapmakoHarnsgy. 3miHa 4yactoTun
y 6nicTepi; no 2 abo dapma C.n.A., ITanis; Ta/abo TepMiHIB MoJaHHS perynsipHo
4 6nictepu B KOHTPO/b SKOCTI 3a OHOB/IOBAHMX 3BITIB 3 6e3neku
KapTOHHI KOpOOLii NOKa3HNKOM NiKapcbKnx 3acobis - 3MiHN Y
«MikpobionoriyHa YyacToTi Ta garax nogaHHs
yuctoTax: Jlek perynsipHO OHOBJIOBAHOTO 3BITY 3
dapmacboTukanc 4a.4., 6e3neku.
CnoBeHis; [Oitova pepakuin: MNogaHHA
BMPOBHNLTBO, KOHTPO/Tb perynsipHO OHOBJIOBAHOrO 3BITY 3
AKOCTi OKpiM NOKasHUKa 6e3neKkun 3 NepiognUHICTIO
«MikpobionoriyHa BiANoBigHO A0 Mopsaaky 34iCHEHHS
yucToTax»: HoapTic thapmakoHarnsgy, 3aTBepAXXeHOro
PapmacbioTukan Haka3om MiHicTepcTBa OXOPOHU
MaHydaktypinr JINC, 3[,0p0B’A YKpainu Bif 27 rpygHa
CnoBeHis; nepBuHHe 2006 poky Ne 898 (y pefaxuii Hakasy
nakyBaHHs, BTOPUHHE MiHicTepcTBa OXOPOHM 3[40POB'A
nakyBaHHs, BUMYCK Ykpaiuu Big 26 BepecHsa 2016 poky
cepii: lek Ne 996). NMponoHoBaHa pefakLis:
dapmacbloTuKac 4.4., YacToTa nogaHHs perynspHo
C/I0BEHiIf; KOHTPO/1b OHOBJIHOBAHOrO 3BITY 3 6e3nekn 2
AKOCTi 38 NOKa3HNKOM poku. KiHueBa aata Ansi BK/IHOYEHHS
"MikpobionoriyHa paHunx go PO3b - 31.07.2026 p.
uncToTa": HauioHanbHa [ara nogaHHs - 29.10.2026 p.
nabopartopis 340poB'sA PekomeH0BaHO A0 3aTBepAKEHHS
HaBkonuwHLOro BiANOBIAHO A0 NepiogNYHOCTI
cepegfosuLLa Ta i, nofAaHHA PerynsipHO OHOB/TIOBAHNX
CnoBeHis 3BITiB 3 6e3nekn Nikapcbknx 3acobis
y EC.
441. | ONEPIO TabneTku, BKpUTI Hosapric LLiBeiuapis BMPOGHMLTBO, KOHTPO/b ITania/ BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a peyernmom UA/16691/01/03
N1iBKOBOIO dapma AKOCTI, NEPBUHHE Ta CnoseHis mMarepianis: 3MiHu | Tuny - 3miHK
060/10HKO10, Mo 200 Cepsices Al BTOPMHHE NakyBaHHSA,

Mr; no 14 tabnetok
y 6nicTepi; no 2 abo
4 6nicTepn B
KapTOHHIlA KopoobLi

BUNYycK cepii: HoBapTic
dapma C.n.A., Itanis;
KOHTPO/Tb AKOCTI 3a
NMOKa3HUKOM
«MikpobionoriyHa
yucrtoTa»: Jlek
dapmacbloTuKauIC A4.4.,

wozo 6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa 4yactotu
Ta/abo TepMiHiB NoJaHHA perynspHo
OHOB/TIOBAHUX 3BITIB 3 6e3nekn
nNikapcbKunx 3aco6iB - 3MiHN Y
YyacToTi Ta AaTax nofaHHs
perynisipHO OHOBJIOBAHOIO 3BITY 3

6e3neku.
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1
CnoBeHis; Litova pepakuin: MNogaHHA
BVMPOGHMLTBO, KOHTPO/b perynsipHoO OHOB/IOBAHOTO 3BiTY 3
SKOCTi OKpiM MOKa3HUKa 6e3nekun 3 NepioguyHIiCcTIO
«Mikpob6ionoriyHa BiANOBIAHO 0 MopsAaKY 34iNCHEHHS
yuctoTa»: HosapTic hapmakoHarnsgy, 3aTBepaKeHoro
dapmacbloTUKasn Haka3oM MiHicTepcTBa OXOPOHU
MaHydaktypiHr JINC, 304,0p0B’A YKpaiHu Bif 27 rpyaHs
CnoBeHis; nepBuHHe 2006 poky Ne 898 (y pegaxuii Hakasy
nakyBaHHS, BTOPUHHE MiHicTepcTBa OXOPOHU 340POB'A
nakyBaHHs, BUMYCK Ykpaiuu Big 26 BepecHs 2016 poky
cepii: Jlek Ne 996). MponoHoBaHa pefakuis:
dapmacbloTukanc a.4., YacToTa noAaHHs perynsipHo
CnoBeHis; KOHTPO/b OHOBJ/IOBAHOrO 3BiTY 3 6e3nekn 2
AKOCTI 38 NOKa3HUKOM poku. KiHueBa gata A1 BK/IHOYEHHS
"MikpobionoriuHa AaHnx go PO36 - 31.07.2026 p.
yucToTa": HauioHanbHa [Jarta nogaHHs - 29.10.2026 p.
naboparopis 340poB'sa PekomeHA0BaHO A0 3aTBEPLKEHHSA
HaBkonMwHbLOro BiANOBIAHO A0 NepiogNYHOCTI
cepefoBuLLa Ta i, nofAaHHA PerynspHO OHOB/TIOBAHNX
CnoseHis 3BITiB 3 6e3neKu NikapCcbknx 3acobis
y €C.
442. | WONEPIO TabneTtku, BKPUTI Hosapric LLiBeiiuapis BUPOBHMLTBO, KOHTPO/Ib ITania/ BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a peyenmom UA/16691/01/01
MN/1iBKOBOIO dapma AKOCTI, NEPBUHHE Ta CnoBeHis mMarepianis: 3MiHu | TRy - 3miHK
o6onoHkoto, no 50 Cepsice3 Al BTOPVHHE NakKyBaHHS,

Mr; no 14 TabneTok
y 6nicTepi; no 2 abo
4 6nictepu B
KapTOHHIli KopooLi

BUNycK cepii: HoBapTic
dapma C.n.A., ITanis;
KOHTPOJ1b AKOCTI 3a
NMOKa3HUKOM
«MikpobionoriyHa
ynctoTax: Jlek
dapmacbloTuKauc 4.4.,
CnoBeHis;
BMPOOHNLTBO, KOHTPO/Tb
SAKOCTi OKpIM MOKa3HMKa
«MikpobionoriyHa
yucToTax»: HosaprTic
PapmacbioTuKan
MaHydakTypiHr JINC,
CoBeHis; nepBuHHe
nakyBaHHsl, BTOPUHHE
naxyBaHHs, BUNYyCK
cepii: ek
dapmacbloTuKauc 4.4.,
CnOBEHis; KOHTPO/b
AKOCTi 38 NOKA3HUKOM

Loao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsgy. 3miHa 4yactotum
Ta/abo TepMmiHiB MogaHHSA perynspHo
OHOBJ/IIOBaHVIX 3BITiB 3 6e3neku
nNiKapcbKnx 3acobis - 3MiHN Y
YyacToTi Ta AaTax nogaHHs
perynisipHO OHOBJIOBAHOrO 3BITY 3
6e3neku.

[itoua pepakuis: MNogaHHs
perynsipHo OHOB/IOBAHOrO 3BITY 3
6e3nekun 3 NepiognyHICTIO
BiANoBigHO A0 Mopsaaky 34iNCHEHHS
thapmakoHarnsgy, 3aTBepikeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'A
YkpaiHu Big 26 BepecHs 2016 poky
Ne 996). NMponoHoBaHa pefakLis:
YacToTa noAaHHs perynsipHo
OHOB/IOBAHOIO 3BiTYy 3 6e3nekn 2

poku. KiHueBa aaTa Ans BK/IKYEHHS
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€eHHs1

"Mikpob6ionoriyHa
yuctoTa": HauioHanbHa
naboparopis 340poB'sa

HaskonuiwHboro

cepegosua Ta ixi,
CnoBeHis

paHnx go PO3B - 31.07.2026 p.
[Jata nogaHHs - 29.10.2026 p.
PekomeHA0BaHO A0 3aTBepKeHHS
Bi4NoBIAHO A0 NepioAnYHOCTI
NOAAHHA PerysiipHO OHOBIOBAHNX
3BITiB 3 6€3MeKu NMikapcbknx 3acobis
y €C.

*y pa3i BHeCeHHs1 3MiH 00 iIHCMPYKYii Ipo meduyHe 3acmocyBaHHs

B.o. Haua/IbLHUKAa
dapManeBTUYHOT0 yIIPaB/IiHHA

Onekcangp I'PINEHKO




Aopartok 4

[o Hakasy MiHicTepcTBa OXOpPOHU

300pOB’'A
peecTpauito
NiKapCbKNX 3aco6iB
iMyHOGionoriuHnx
BHECEHHA 3MiH Ao
marepianiB»

Bi 21 cepnns 2025 poky Ne 1326

YkpaiHn  «[1po

ITEPEJIIK
JIIKAPCBKHIX 3ACOBIB, AKM BIJIMOBJIEHO B JIEP)KABHIV PEECTPAIIIL, IIEPEPEECTPAIIIl ABO Y

BHECEHHI 3MIH /IO PEECTPAIIIMHUX MATEPIAJIIB

Ne Ha3ssa Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa lMiocmasa lMpoyedypa
n/n JliKapcbKo20 BUMYCKY
3acoby

1. FEKOAE3® po34nH AN TOB "lOpis- | YkpaiHa | TOB "HOpis- . 3acigaHHs . - .
iHchy3itt 60 ®apm” dapm” YKpaiHa | {Tp Ne 27 Big BigmoBuTuK y AepxXaBHiii nepepeecTpauii — npoLeaypa nepepeecTpaulis:
mr/Mn no 31.07.2025 Bpaxosytouu:
200 mn a6o
400 mn, y - pexomeHgauii PRAC €MA W00 NpU3YyNUHEHHS BCiX 3apeecTpoBaHuX JiKapCbKux
nAsLwKax 3ac06iB, WO MICTATb Jilodyy peyoBuHy rigpokcueTunkpoxmans (MFEK), BHacnigok

BUSIBMIEHHA Yy nicnsipeecTpauiiHoMy nepiofi cepilo3Hux npobnem 3 6e3nekun, Ski
NpyU3BOAUAN A0 PU3NKY MOLUKOKEHHSI HMPOK Ta CMepTi Y KPUTUYHO XBOPUX MaLi€HTIB,
naujeHTiB 3 onikamu, 3 cencucoM abo 3 GakTepiasibHUMK iHheKLisMU KpOoBI, WO He
MOXYTb BYTV YCyHEHI BBE,EHNM OOMEXEHHAMMN A1 X 3aCTOCYBaHHS;

- lopuauyHe pieHHs €Bponeiicbkoi  Komicii Big 24 TpaBHA 2022 poky, SIKUM
NiATBEPMXYETLCA MPU3YNUHEHHSA Aii peecTpauiiHnx [03BOMIB Ha iHQY3iliHI PO3unHM
riAPOKCMETUIKPOXMAIO;

- BUTAr 3 NPOTOKONY HayKoBO-ekcnepTHOT paau [epxaBHoOro ekcnepTHoro ueHTpy MO3
YkpaiHm Big 06.10.2022 p. wofo pekoMeHgauii NpUNWHEHHS Aii  peecTpauiliHnX
noceigyeHb Ha nikapcbki 3acobu, Wwo micTaTb MEK;

- BUCHOBKM KoHCynbTaTMBHO-EKCNEPTHUX rpyn
aHecTesionoris/pearHiMaTtonoris, remarosnoris, TpaHcdysionoria. Jlikapcbki
«Yponoris, aHgponoris. Hecpponoris. Jlikapcbki 3aco6u»;

«Xipypris,
3aco6u.»,

- iHdopMauiio WoA0 HEeCnpUATAMBOrO CMIBBIGHOLIEHHA KOPUCTL/PU3NK  NiKAPChKUX
3aco6iB, L0 MICTATb FiAPOKCMETUIKPOXMaslb, HaJaHy B MaTepianax AOCbE;

npenapat He peKOMEHAOBAHO [0 repepeecTpauii y 3B'A3KYy 3 HeraTvBHUM
CriBBIAHOLLEHHAM KOPUCTL/PU3NK 4151 3aCTOCYBaHHSA Aito4oi pedosunHn MEK. BpaxoByoun
pekomeHgauii PRAC w040 npu3ynnuHeHHs BCiX 3apeecTpPOBaHUX JlikapCbkux 3acobiB, Lo
MICTATb Ajlody peyvyoBuHy rigpokenetunkpoxmasib (FEK), BUCHOBKM KOHCY/IbTATUBHO-
eKcnepTHUX rpyn «Xipypris, aHecTesionoris/peaHimaronoris, remMartosnoris,
TpaHcdysionoris. Jlikapcbki 3acobu.», «Ypornorisi, aHgponoris. Hedyponoris. Jlikapcbki
3aco6uv» Ta BUCHOBOK YNpaB/iHHA eKcnepTu3n martepiasniB 3 6e3nekun Nikapcbknx 3acobis

(nepepeecTpaldito)

npenaparis)
peecTpauiiiHnx
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IHCTPYKUiA AN MEJMYHOro 3acTOCyBaHHS NKapCbKOro 3acoby Ta TeKCT MapKyBaHHS
yNakoBKM NiKapCbKOro 3acoby He MOXyYTb 6yTV pekOMeHA0BaHi [0 3aTBEPAKEHHSA

B.o. HauanbLHUKA
dapManeBTUHOr0 YNpaB/IiHHS

Onekcangp I'PINEHKO




	МІНІСТЕРСТВО ОХОРОНИ ЗДОРОВ’Я УКРАЇНИ
	НАКАЗ
	ПЕРЕЛІК
	ПЕРЕЛІК
	ПЕРЕРЕЄСТРОВАНИХ ЛІКАРСЬКИХ ЗАСОБІВ (МЕДИЧНИХ ІМУНОБІОЛОГІЧНИХ ПРЕПАРАТІВ), ЯКІ ВНОСЯТЬСЯ ДО ДЕРЖАВНОГО РЕЄСТРУ ЛІКАРСЬКИХ ЗАСОБІВ
	Додаток 3

	випуск серії:
	ТОВ "ВАЛАРТІН ФАРМА",
	Україна;
	виробництво, пакування, контроль якості:


