MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

11 cepriag 2025 poky Ne 1270

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
BHECeHHS1 3MiH [0 peeCTpaljiiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpatiii (repepeectpariii) abo BHeCeHHsI 3MiH [I0 peeCTpalliiHiX MarepiasiB, II[0
HajinuM g0 MiHicTepcTBa OXOpPOHM 370pOB’st YKpaiHu sauctom Bix 01 cepriHg
2025 poky Ne 2047/5.2-25,

HAKA3Y1O:

1. 3apeecTtpyBaTH JiKapchKi 3acobu (MeguuHi iMyHOOiosOTiuHI TIperiapaTy) Ta
BHECTH /10 /]ep>KaBHOTO PeeCTpPy JTiKapChbKUX 3acO0iB 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
iMmyHobiosioriuni npernapaTty) Ta o [JepKaBHOTO peecTpy JiKapChKUX 3aco0iB 3riiHO
3 I0/IaTKOM 3.

4. ®apmarieBTHUHOMY Yyrpas/iHHIO (OmnekcaHpy ['pilieHKy) 3abe3mneunTd
OTIPWIIO/IHEHHSI 1IbOT0 Hakady Ha odiuiiiHomy BeOcaiiTi MiHicTepcTBa 0XOpOHU

3[10pOB’Sl YKpaiHU.

5. KOHTpO/Ib 32 BUKOHAHHAM LIbOT'0 HaKa3y IOK/IaCTy Ha 3acTyrnHUKa MiHicTpa
Enema ApamaHoBa.

MiHnicTp BikTop JIAILIIKO



BHOCATBCHA 4O JEPKABHOI'O PEECTPY JIIKAPCBKHUX 3ACOBIB

ITEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHUX 3ACOBIB (MEAVNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI

Aopatok 1
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpauito (nepepeecTpalito)

NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
Big 11 cepnHsa 2025 poky Ne 1270

Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHozo
3acoby yrnakoskKa) nocsioYyeHHs1
1. | ASUTPOMIUUH | nopowok gns posuvHy | IKEHO®A Benwuka XariHaHb Moni Kutan peecTpauisf Ha 5 pokis 3a He UA/20940/01/01
ans iHdysiii no 500 PM NTA BpuTtaHis ®apwm Ko., 174, peyenmom nionsizae
Mr, NOPOLLOK Y Pestome MYP Bepcisa 0.4 gofaerbes.
CKNSAHOMY hnakoHi, MepioAnyHICTb NOAaHHSA perynsipHo
3aKyrnopeHomy OHOBJ/IKOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
rymMOBOI Npo6Koto Ta Mopsaaky 34iicHeHHA hapMakoHarnagy,
QTIOMIHIEBUM 3aTBEPAKEHOro Haka3oM MiHicTepcTBa
06TUCKHEHNUM OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
KOBNa4vkom, 2006 poky Ne 898, 3apeecTpoBaHoro B
CropsKeHnm MiHicTepcTBi tocTuLii YKpaiHn 29 ciuna 2007
KpuLkoto chnin-odp, poky 3a Ne 73/13340 (y pefakuii Hakasy
Lo 3abesneuye MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
KOHTPO/1b NepLLoro 26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
BigkpnTTA, no 1 3rigHO 3i CTPOKaMK, 3a3Ha4YeHMU Y
hnakoHy y nauui 3 nepiognYHOCTI NOAAHHSA PerynsipHUX 3BiTiB 3
KapTOHY 6esneku.
2. | ASUTPOMIUWH | nopowok ansa po3unHy | JXKEHO®A Benuka XaliHaHb Moni Kutai peecTpauis Ha 5 pokis - He UA/20941/01/01
ons iHgysili no 500 PM NTA BpuTaHis dapm Ko., N14. nionsieae

M, MOPOLLIOK Y
CKNAHOMY (D/1aKOHi,
3aKynopeHomy
ryMOBOIO MPOGKOK Ta
a/TIOMIHIEBUM
OBTUCKHEHUM
KOBMA4KoM,
CnopsamKeHm
KpuLLKOK chnin-odo,
10 3abe3neuye
KOHTPO/b NEpPLLOro
BigKpuTTA, in bulk: no
100 chnakoHIB y naui
3 KapTOHY

Pestome MYP Bepcisa 0.4 gogaeTbes.
MepioAnYHICTL NOoAaHHA perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsaky 3aiicHeHHs dhapMakoHarnisay,
3aTBeppKeHoro Hakasom MiHicTepcTea
OXOPOHW 30POB’A YKpaiHu Bif 27 rpyHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciyHa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Bif,
26 BepecHA 2016 poky Ne 996), CTaHOBUTL:
3rifiHO 3i CTPOKaMK, 3a3HaYeHMN y
nepioguyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.




Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
3. | BOPTUB® PO3YUH ANS iH'EKLN, AKkopp, IcnaHis BiANoBiAabHUI Monbwa/ peecTpayis Ha 5 pokis 3a He UA/20942/01/01
2,5 mr/mn, no 1,4 mn Xenckea 3a BUMYCK cepii: IHais/ peyenmom niosnsieae
(3,5 mr) y donakoHi, no C.JY. Akkoppg, Xenckea YropuyHa Pestlome nnaHy ynpasniHHA pusmkamu Bepcis
1 cdhnakoHy y nauui Moncka Cn. 3 11.0 popaeTbes. MepiognyHiCTb NOAaHHSA
0.0. Cknag perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku,
Imnoprepa, BiANOBIAHO A0 MOPsAKY 3A4iACHEHHS
MonbLya; thapmakoHarnsgy, 3aTBepMKeHOro Hakasom
MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif,
BUPOBHULTBO 27 rpypHa 2006 poky Ne 898,
nikapcbKoro 3apeecTpoBaHoro B MiHicTepcTBi tocTuujii
3acoby, Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
nepBuHHe Ta pepakuii Hakasy MiHicTepcTBa OXOPOHU
BTOPVHHE 340pOB'a YKpaiHu Big 26 BepecHs 2016 poky
nakyBaHHs: Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
IHTac 3a3Ha4YeHVMU y NepioanMYHOCTI NOAAHHS
dapmacbloTikan perynsipHux 3BiTiB 3 6e3neku.
¢ Nimiten, IHAis;
KOHTPO/b IKOCTI
(mikpo6iosnoriyHi
mMeToam
(cTepinbHicTb Ta
He
CTEPUSIBHICTD)):
dapmasanig,
K.,
YropLmHa;
KOHTPO/b SKOCTI
(XimMiuHi/i3nyHi
MeToaw):
€BpodoiHC
AHaniTikan
Cepgices
XaHrepi K.,
YropwuHa
4. | TPOBIPAN Tabnetky no 1000 mr; ToBapucTBO YkpaiHa TOB "OKnM YkpaiHa peecTpavuis Ha 5 pokis 3a He UA/20943/01/02
1000 no 6 TabneTtok y 3 "®apmaueBTUyH peyenmom nionsizae
6nicTepi, no 5 0bMexeHot a pabpuka" Peslome nnaHy ynpasniHHA pusmkamy Bepcis
6nictepis y navui Bignosiganb 0.2 popaetbes. MNepiognyHICTb NogaHHA
HICTIO perynsipHoO OHOBJ/IHOBAHOTO 3BITY 3 6e3neku,
"MPEACTA BiANOBIAHO A0 MNopsAaKy 3A4iNCHEHHS
BHNLITBO hapmakoHarnagy, 3aTBepAXeHoro Hakasom
BAYM MiHicTepcTBa OXOPOHY 340POB’ YKpaiHu Big,
PAPM 27 rpygHs 2006 poky Ne 898,
rMBX"

3apeecTpoBaHoro B MiHicTepcTsi locTULT
Ykpainu 29 ciuHg 2007 poky 3a Ne 73/13340 (y




Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
pepakuii Hakasy MiHicTepcTBa OXOPOHHU
3[10pOB'A YKpaiHu Bif 26 BepecHst 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMMU,
3a3HaveHMn y NepiognyHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.
5. | TPOBIPA/ 500 Tabnetkn no 500 wmr; ToBapuncTBO Ykpaina TOB "AKN YkpaiHa peecTpavui Ha 5 pokis 6e3 nidnsieae UA/20943/01/01
no 10 TabneTok y 3 "GapmaueBTUyH peyenma
6nictepi; no 4 06MeXeHo a (habpuka" Pestome MnaHy ynpasniHHA pu3vkamy Bepcis
6nictepy B nayuj BignoBigasb 0.2 gopaeTbes. MNepioAnyHICTb NOAaHHSA
HiCTIO perynsipHO OHOB/THOBAHOrO 3BIiTY 3 6e3neku,
"MPEACTA BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
BHMLUTBO hapmakoHarnsgy, 3aTBepAXeHoro Hakasom
BAYM MiHicTepcTBa 0XOpPOHM 340POB’ YKpaiHu Bif,
®APM 27 rpypHa 2006 poky Ne 898,
rMBX" 3apeecTpoBaHoro B MiHicTepcTBi tocTuLjii
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3ly MiHicTepcTBa OXOPOHU
3[10pOB'st YKpainu Big 26 BepecHsi 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMMU,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
6. | OAHIECTA® TabneTku, BKpUTI AT Ykpaina AT "dapmak” YkpaiHa peecTpauis Ha 5 pokis 3a He UA/20951/01/01
NiBKOBOKO "®Papmak” peuyenmom nionsieae
060M0HKOI0, N0 10 Mr, Pe3_|0|v|e I‘I_YP Bepcisa 1 gogaerbcs.
no 10 Ta6neTok y MepiofNyHICTL MOAAHHSA PerynsipHo
. . OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO [0
6”!CTep" nol a§o 2 Mopsaky 3aiicHeHHs dhapMakoHarisay,
Gnictepu y nauuj 3aTBepPKEHOr0 HakazoMm MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuULii Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Bif,
26 BepecHA 2016 poky Ne 996), CTaHOBUTL:
3rifHO 3i cTpOKamK, 3a3HaYeHMn y
nepioguyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
7. | ANAPOrECTEP | kpucTaniyHuii AT YkpaiHa AHWKOY KnTaii peecTpaujis Ha 5 pokis - He UA/20952/01/01
OH MOPOLLIOK (Cy6CTaHList) "®apmak” AYPICKO nionsieae
y nogBiliHNnx PAPMACBIOTIK
nonieTNeHoBux ANTKO., TTA.
nakeTtax gns
thapmaLeBTUYHOro
3aCTOCyBaHHSA
8. | EHOKCANAPU PO34MH NS iH'EKLN, MpuBaTHe Ykpaina MpuBaTHe YkpaiHa peecTpauis Ha 5 pokis 3a He UA/20945/01/01
H-NEKXIM 10 000 aHTK-Xa akuioHepHe akuioHepHe peuyenmom nionsieae
MO/mn, no 0,2 mn TOBapUCTBO TOBapuCTBO Pestlome nnaHy ynpasniHHA pusmkamu Bepcis




Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
(2000 aHTK-Xa MO) y "Nekxim - "Nlekxim - 0.4 pogaeTbes. MNepioanyHICTL NOAaHHSA
nonepegHbLo Xapkis" Xapkis", perynisipHoO OHOBJ/IHOBAHOTO 3BITY 3 6e3neku,
HanoBHEHOMY LLUNPUL, YkpaiHa BiANOBIAHO A0 MOPSAKY 3A4iACHEHHS
no 2 wnpuum B (BMPOBGHMLTBO 3 thapmakoHarnsgy, 3aTBepiKeHOro Hakasom
6nicTepi; no 1 abo no npogykuii in bulk MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif,
5 6nicTepis y nauuyj; no ipmm- 27 rpygHsa 2006 poky Ne 898,
0,4 mn (4000 aHTK-Xa BMPOGHMKaA 3apeecTpoBaHoro B MiHicTepcTBi tocTuujii
MO) y nonepefHbO LWeHaxeH Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
HanoBHEHOMY LLUNPUL, Tekpoy pepakuii Hakasy MiHicTepcTBa OXOPOHU
no 2 wnpvuy B PapmacboTukan 340pOB'a YKpaiHu Big 26 BepecHs 2016 poky
6nicTepi; no 1 abo no Ko., Nn14., Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKamu,
5 6nicTepis y nauuyj; no Kntai) 3a3HayYeHVMU y NepioanMYHOCTI NOAAHHS
0,6 mn (6000 aHTK-Xa perynsipHux 3BiTiB 3 6e3neku.
MO) y nonepefHbO
HanoBHEHOMY LUNPUL,
no 2 wnpuuy B
6nicTepi; no 1 abo no
5 6nicTepis y nauuyj; no
0,8 mn (8000 aHTK-Xa
MO) y nonepefHbO
HanoBHEHOMY LLUNPUL,
no 2 wnpvuy B
6nicTepi; no 1
6nicTepy B nayui; no 1
mn (10 000 aHTU-Xa
MO) y nonepefHbO
HanoBHEHOMY LLUNPUL,
no 2 wnpvuy B
6nicTepi; no 1
6nicTepy B nayui
9. | KAPAOHAT L- PO34uH ANS iH'eKUiA 1 CMNEPKO Kinp YOPNA TypeuunHa peecTpauis Ha 5 pokis 3a He UA/20946/01/01
KAPHITUH r/5mn no 5 amnyn B IHTEPHELL MEAOVUNH peyenmom nionsieae
KOHTYPHIlA YapyHKOBIl HN NIMITEL INAY CAH. BE Pestome MYP Bepcisa 0.2 gogaeTtses.
ynakoBsuj; no 1 a6o 2 TIOXK. A.LL. MepioAnyHICTL MOAAHHS perynsipHo
KOHTYPHI YapyHKOBI OHOB/OBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
YNaKoBKN B KAPTOHHIN Mopsiaky 34iicHeHHs hapmakoHaraagy,
Kopoo6Li 3aTBEepKEHOro Hakazom MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu Bif 27 rpyHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rifHoO 3i cTpOKamu, 3a3HaveHmMn y
nepiogMyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
10. | TAYPOMAKPO | maca (cybeTaHuis) y TOB «®3 YkpaiHa XiMiuHuiA 3aBOp, LLiBeiiuapis peecTpavuis Ha 5 pokis - He UA/20947/01/01
ron 400 PE-HD 604kax abo «CTALOA» LLlapep Ta nidnsieae




Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
KaHicTpax ans LWnandep A
chapmaLeBTUYHOTo
3aCTOCYBaHHs
11. | MEIbAOHIYM pO3uunH ANs iH'ekuii no | Hekctdapm | Pecny6nik YOPNA TypeuunHa peecTpauis Ha 5 pokis 3a He UA/20948/01/01
HEKCT®APM 100 mr/mn, no 5 mn B 6X a ABcTpist MEAOVUNH peyenmom nionsieae
amnyni, no 5 amnyn'y INAY CAH. BE Pestlome nnaHy ynpasniHHA pusmkamy Bepcis
KOHTYPHIli YapyHKOBIi TIOXK. A.LL. 0.4 popaeTbes. MNepioAnyHICTL NOAaHHSA
ynakosLij, no 2 perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku,
KOHTYPHi YapyHKOBI BiANOBIAHO A0 MNopsAaKy 34iNCHEHHS
YNaKoBKN Y KapTOHHIiA chapmakoHarnsgy, 3aTBepAKeHOro Hakasom
KopoobLi MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif,
27 rpypHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTumujii
YkpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
340pOB'A YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKamu,
3a3Ha4YeHVMU y NepiognMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
12. | O®TAKOPTAN Kpanni O4Hi, po3unH dapwmirea ITania dapwmirea C.n.A. ITanis peecTpavuis Ha 5 pokis 3a He UA/20949/01/01
0,15%, no 0,3 Mn B C.n.A. peuyenmom nidnsieae
0ZIHO4,030BOMY Pestome MYP Bepcia 0.1 gogaerbes.
KOHTeliHepi; no 5 MepioAnYHICTb NOAAHHS PErynsapHO
KOHTEeliHepiB, OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
3'elHaHNX y CTPIYKy, B Mopsaaky 3AiCHeHHA hapMakoHarnagy,
cauwle; no 4 calue B 3aTBepXeHOro Hakasom MiHicTepcTBa
KapTOHHI nayui OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuLii Ykpainum 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTPOKaMK, 3a3HaYeHVMUN Y
nepiogNYHOCTI NOAAHHSA PerynsapHUX 3BITiB 3
6e3neku.
13. | PITPA3A 10 Tabnetkn no 10 mr; no Makneogc IHgis Makneopc IHais peecTpauis Ha 5 pokis 3a He UA/20950/01/02
3 TabneTtku y 6nictepi, dapmacboT dapmacboTuKan Pestome MYP Bepcia 1.2 gogaerbes. peyernmom niosnsieae
no 1 a6o 3 6nictepu y nkanc ¢ Nimitepn, MepioAnYHICTb NOAAHHS PerynsapHO
KapTOHHIN ynakoBLji NimiTeq OHOBJIHOBAHOrO 3BiTYy 3 6€3Meku, BigNoBigHO A0

Mopsaaky 3AiiCHeHHA hapMakoHarnagy,
3aTBEPKEHOro Haka3oM MiHicTepcTBa
OXOPOHW 340POB’S YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuua 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:!
3riHO 3i cTpOKamu, 3a3HavyeHumu y




Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
14. | PITPA3A 5 Tabnetky no 5 mr; no Makneogc IHgis Makneoac IHais peecTpavuis Ha 5 pokis 3a He UA/20950/01/01
3 TabneTku y 6nictepi, | ®apmacbioT dapmacboTrKasn Pestome MYP Bepcis 1.2 gogaerbes. peyenmom nionsizae
no 1 a6o 3 6nictepu y nkanc ¢ Nimitep, MepioAnYHICTb NOAAHHSA PerynsipHO
KapTOHHI ynakosLi Nimiteq OHOB/IIOBAHOrO 3BiTYy 3 6e3nekw, BiA4NOBIAHO A0
Mopsaky 3A4iicHeHHs hapMakoHarisay,
3aTBepXeHOro Hakaszom MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuLii Ykpainum 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpOHM 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i cTpoKamu, 3a3HaYeHUMn y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.
15. | CYNPAH napv gns iHranauin, Bakctep Benbris BMPOGHUK CLIA/ peecTpauis Ha 5 pokis 3a He UA/20928/01/01
piguHa 100%, no 240 C.A. aitoyoi Benbris Pestome nnaHy ynpasniHHA pu3ukamun Bepcis peyenmom niosnsieae

M/1 B a/1IIOMiHIEBOMY
o1aKkoHi, BKpUTOMY
3cepeAnHN 3aXUCHUM
NlaKoM Ha OCHOBI
enokcuheHoIbHOT
CMO/N, WO
3aKpUBAETLCA 3a
Z[0MoOMOroro
BOya0BaHOro
06TUCKHOTO KnanaHa
(ansa BUKOPUCTaHHSA 3
BUNAPHUKOM) Ta
KoBMnayka 3
nonieTuneHy HU3bKOI
wineHocti (LDPE), no
6 chnakoHiB y
KapTOHHI KOpo6Lii

peyoBuHM Ta
NpPOMiKHOro/Hep
o3cpacoBaHoro
NPOAYKTY,
BVMPOGHMLTBO,
nepBuHHe
nakyBaHHs Ta
BMNPOGYBaHHSA
KOHTPOJIHO AKOCTI
roToBOro
nikapcbkoro
3acoby:
Bakcrtep
Xenckea
KopnopefiwH,
CLUA;

MapKyBaHHs,
BTOPUHHE
nakyBaHHs,
BUMYCK cepii Ta
BUNPOGYBaHHSA
KOHTPOJTH0 SIKOCTI
cepit:
Bakctep C.A.,
Benebris

0.1 popaetbes. MNepiognyHICTb NogaHHA
perynsipHoO OHOBJ/IOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MNopsAaKy 3A4iNCHEHHS
hapmakoHarnsgy, 3aTBepixeHoro Hakasom
MiHicTepcTBa OXOPOHY 340POB’ YKpaiHu Big,
27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepcTBi roCTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakazy MiHicTepcTBa OXOPOHU
3[10pOB's YKpaiHu Bif 26 BepecHsi 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMMU,
3a3HavYeHVMU y NepioAnNyYHOCTI NoAaHHA
perynspHux 3BiTiB 3 6e3neku.




B.o. HauaibHUKA
dapMaLeBTUHOr0 YNPaB/IiHHSA Onekcanap I'PINEHKO



BHOCATBCA 40O JEPKABHOI'O PEECTPY JIIKAPCBKHUX 3ACOBIB

ITEPEJIIK
INEPEPEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEAVNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI

Aopatok 2
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMXx npenaparis) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianie»

Big 11 cepmas 2025 poky Ne 1270

Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs1 peecmpayiliHo2o
3acoby ynakoskKa) nocsioYyeHHs1
1. | BOPTEKCA niocpinisat ana CaH IHais CaH IHais nepepeecTpaisi Ha HEOBMEeXeHN TepPMiH 3a He UA/17634/01/01
CAH PO34unHy ANns dapmacbloTrKan dapmacboThK OHoB/EeHO iHdhopMaLio y po3ginax peyenmom nionsizae
iH ekuili no 3,5 mr no IHpacTpi3 Niviteq, an lHpacTpis "®apmakonoriyHi BnactusocTi”, "MokasaHHS"
1 chnakoHy 3 Nra. (BHeCEeHHs pefakuiiHnX Ta KOPEKTOPCbKMX
MOPOLLKOM Y npaBoOK TEKCTy po3ainy), "Ocobnmsi 3axoan

KapTOHHI KopooLli

6e3nekun”, "B3aemogis 3 iHWMMK
nikapcbkMmM 3acobamu Ta iHWi B1uam
B3aemMogii", "3acTtocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHA rpyaat”
(BHECEHHA AOAATKOBUX 3aCTEPEXEHD),
"Cnocib 3acTocyBaHHS Ta 031" (BHECEHHS
NOCWUMaHHS Ha iHLWNIA po3ain iHCTPYKL,T),
"Mepeno3yBaHHs", "Mo6iuHI peakujii”
IHCTPYKUT 4719 MEANYHOro 3acTOCYBaHHSA
nikapcbKoro 3acoby o peepeHTHOro
nikapcbkoro 3acoby VELCADE 3.5 mg
powder for solution for injection.

Pestome nnaHy ynpasniHHA pu3mkamu
Bepcis 4.0 gogaeTbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
o Mopsaaky 34iicHeHHs dhapMakoHarisay,
3aTBEPXEHOro Hakas3oM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiT Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpOHM 340POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3ri4HO 3i CTpOKamu, 3a3HaYeHnMmn y
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.
2. | BOAA Ansa PO3UMHHKK AN1A MpuBaTHe YkpaiHa MpuBaTHe Ykpaina nepepeecTpawis Ha HeobMeXeHuin TepMiH 6e3 nionsizae UA/18610/01/01
IH'EKLLIA napeHTepasibHoro akujioHepHe akujioHepHe peyenma
3aCTOCYBaHHs, no 2 TOBapuUCTBO TOBapuCTBO OHoBNEHO iHhopmaLito B IHCTPYKUii ans
M1 abo 5 mn B "lHdpy3ia" "lHdpysia” MeJMNYHOro 3aCTOCYBaHHS NMikapCbKoro
amnynax 3acoby y po3gini "MNo6ivHi peakuii” woao
nonimepHux, no 10 3BiTyBaHHA NPO No6IYHI peakLii.
amnyn B navwi Pe3tome nnaHy ynpasniHHA pu3mkamu
Bepcia 1.0 gogaeTbes.
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
o Mopsaaky 34iicHeHHs dhapMakoHarisay,
3aTBEPXEHOro Haka3oM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3iHO 3i CTPOKamu, 3a3HavYeHnMmn y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.
3. | TEN-APT® TabneTtkn AT "dapmak” Ykpaina AT "dapmak” YkpaiHa nepepeecTpaisi Ha HEOBMEeXeHN TepPMiH 3a He UA/18365/01/01
KMLLKOBOPO3YMHHI, OHoBneHo iHdhopMaLio y po3ginax "Cnocio peyenmom niosnsieae

no 400 wmr; no 4
Tabnetkn y 6nictepi;
no 5 6nictepiB y
nauuji

3acTocyBaHHSA Ta Ao03un", "MobivHi peakuii”
IHCTPYKLi 415 MEAMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby woao 6esneku
3aCTOCYyBaHHSA BignoBigHO A0 iHhopmali
pethepeHTHOrO /ikapCcbKoro 3acoby
(Fentpan 400) Ta WOA0 NOBIAOMSIEHHS NPO
no6GiyHi peakuji.

Pe3stomMe nnaHy ynpas/iHHA pu3nkamu
Bepcis 5 gofaeTbcs.
MepiognyHicTb NOAaHHA perynspHo
OHOBJIHOBAHOTO 3BITY 3 6€3Meku, BigNoBigHO
[0 Mopaaky 3ailicHeHHsa chapmakoHarnsay,
3aTBEpAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHOro B
MinicTepcTBi tocTuLii YKpaiHu 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakazy
MiHicTepcTBa OXOpPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTPOKaMu, 3a3HavYeHnMmn y
nepiognYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.
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Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

NEBOCETUN

Kpanni opaJibHi,
po34uH, 5 mr/mn, no
20 mn 'y chnakoHi, no
1 conakoHy B
KapTOHHI KopooLii

TOB «YOP/IA
MEAVILIVH>

YkpaiHa

YOP/I]
MEAVLINH
INIAY CAH. BE
TIDK. A.LL.

TypeuunHa

nepepeecTpawis Ha HeobMeXeHnin TepMiH

OHoBeHO iHdopMaLiito B IHCTPYKLUT Ans
MeAMYHOro 3acTOCYBaHHS NiKapCbKOro
3acoby B po3sginax "dapmakoTepaneBTUYHa
rpyna. Kog ATX" (pegarosaHo TEKCT po3giny
6e3 hakTnyHOI 3MiHn kogy ATX),
"®apmMakonoriyHi BnactmsocTi”,
"Moka3aHHA", "TIpoTMnokasaHHA",
"B3aemogis 3 iHWMMU fiKkapCbKnMn
3aco6amMu Ta iHLWi BUAY B3aemogiii",
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BariTHoCTi abo
rogyBaHHs rpyaat” (pegaryBaHHs TekcTy Ta
YTOYHEHHS iHdopmaLii), "3aaTHicTb
BMN/IMBATW Ha LIBMAKICTb peakuii npu
KepyBaHHi aBTOTpaHCNopToM abo iHWKMKN
MexaHismamun" (pefaryBaHHs TEKCTY Ta
YTOYHeHHS iHdhopmauii), "Aitn"
(peparyBaHHs! TEKCTY Ta YTOYHEHHS
iHcpopmawii), "MobGiyHI peakwii”, a Takox
peparyeaHHsa/ pepopmaTyBaHHs TEKCTY B
po3ginax "TepMiH npugaTHocTi" (6e3
hakTUYHOT 3MiHV TEPMiIHY NpUAAaTHOCTI),
BU/Ty4EHO po3ain "3asBHUK" 3rigHO 3
iH(hopMaLieto Woao MeguyHoro
3aCTOCyBaHHA pehepeHTHOro NikapcbKoro
3acoby (Xyzal 5mg/ml, oral drops).

Pestome nnaHy ynpasniHHA pu3mkamu
Bepcis 2.0 gofaeTbes.
MepioguyHICTb NOAAHHS PerynsipHo
OHOBJIIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
o Mopsaaky 34iicHeHHs dhapmakoHarisay,
3aTBEPAXEHOro HakasoM MiHicTepcTea
OXOPOHU 370POB’A YKpaiHu Bif, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0OXOpPOHM 340POB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3iHO 3i CTpOKamu, 3a3HavYeHnMmn y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.

6e3
peyenma

nionsieae

UA/18085/02/01

MIOA3O/TIAM-
BICTA

PO3YUNH NS iH'EKLNA,
5 mr/mn no 15 mr no
3 M1 B amnyni; no 5
amnys y KapTOHHIl

Mictpan Kenitan
MeHeKMeHT
NimiTen

AHrnis

BEM Inay
CaH. Be Tik.
A.C.

TypeyunHa

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH
OHoB/eHO iHdhopMaLiito B IHCTPYKLUIi AN
MeMNYHOT0 3aCTOCYBaHHS NikapCbkoro
3acoby B po3gisiax "dapmakonoriyHi

3a
peyernmom

He
nionsieae

UA/18463/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsi0OYeHHs

Kopoo6Li

BrnactueocTi", "MNMokasaHHs",
"MpoTunokasaHHA", "B3aemogisa 3 iHWKUMKN
nikapcbkMmM 3acobamu Ta iHWi B1uam
B3aemogiin", "OcobMBOCTi 3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiog BariTHoCTi abo
rogyBaHHs rpyaar”, "3aatHicTb Bnamsatu
Ha LWBMAKICTb peakLii Npu KepyBaHHi
aBTOTPAHCNOPTOM abo iHWMMK
MexaHiamamu, "Cnocib 3acTocyBaHHS Ta
nosn", "MepeposyBaHHs", "Mob6iuHI peakyii”,
"HecyMicHicTb" BiANOBIgHO A0 iHhopmaLi
pethepeHTHOrO NikapCbKoro 3acoby
(Dormicum, solution for injection, 15 mg/3
ml), a TakoX OHOB/IEHO iHhOpMaLLito B
po3gini "Mo6ivHi peakuii" iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHS NiKapCbKOro
3aco0y W00 BaXX/IMBOCTI 3BiTYBaHHA Mpo
no6iyHi peakuiii.

PestomMe nnaHy ynpas/iHHA pu3nkamu
Bepcisa 1.1 gogaerbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOTO 3BITY 3 6€3Meku, BigNoBiLHO
[0 Mopaaky 3ailicHeHHa hapMakoHarnsay,
3aTBEPAXEHOro Haka3om MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuii Ykpainn 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTpOKaMu, 3a3HaYeHNMmN y
nepiognMYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.

MIAA3O0/T1AM-
BICTA

PO3YUH NS iH'EKLNA,
5 mr/mn no 50 mr no
10 mn B amnyni; no
5 amnyn y kapTOHHiIl
Kopoo6Li

MicTtpan Kenitan
MeHeKMeHT
NimiTen

AHrnis

BEM Inay
CaH. Be Tik.
A.C.

TypeyunHa

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH
OHoB/EHO iHdhopMaLiito B IHCTPYKLUi ANs
MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro
3acoby B po3gisiax "®dapmakonoriyHi
BnacTueocTi", "MokasaHHs",
"MpoTunokasaHHsa", "B3aemogis 3 iHWMMun
niKkapcbkrMuy 3acob6amu Ta iHLWi BUAK
B3aemogiin", "OcobmBOCTi 3aCTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHoCTi abo
roflyBaHHs rpyaaro”, "3aartHicTb BnMBaTu
Ha LWBWAKICTb peakLii Npu KepyBaHHi
aBTOTPaHCNOPTOM abo iHLWMMHK
MexaHi3mamu, "Cnocib 3acTocyBaHHs Ta
nosn', "MepeposysaHHs”, "Mob6iyHi peakwyii”

3a
peyenmom

He
nidnsieae

UA/18463/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

"HecymicHicTb" BignosigHoO 0 iHdopmaLii
pedhepeHTHOr o /ikapcbKoro 3acoby
(Dormicum, solution for injection, 15 mg/3
ml), a TakoX OHOB/IEHO iHhOpMaLito B
po3aini "Mo6iuHi peakwyii" iHCTPYKUIT ANs
MeAMYHOr0o 3aCTOCYBaHHS NMiKapCbKoro
3aco6y W00 BaXK/IMBOCTI 3BITYBaHHS Npo
noGiyHi peakwii.

Pestome nnaHy ynpasniHHS pusnkamu
Bepcia 1.1 gofaeTtbes.
MepiognyHiCTb NOAAHHA perynspHo
OHOBJIIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
[0 Mopagky 3ailicHeHHA chapmakoHarnsgy,
3aTBEpAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuLii YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), CTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepioguYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.

HA3SUBIH®

cnpeii Ha3asTbHUIA,
no3oBaHwuii 0,05 %,
no 10 mn y dpnakoHi
3 103yH0UMM
NPUCTPOEM; no 1
dnakoHy B
KapTOHHI kopobuy;
hNakoH MICTUTb He
MeHLe 143
BMNOPCKYBaHb

Mi enp Oxi Xenc

xepmaHi TM6X

HimeuumnH
a

Codpapimekc -
IHaycTpia
Kimika e
dapmaueyTika
,C.A.

MpokTep eHg,
Fem6n
MaHydhekuypiH
r Fm6X,
HimeuyunHa

MopTtyranis/
HimeuyunHa

nepepeecTpawis Ha HeobMeXeHuin TepMiH

OHoB/EHO iHdhopmauito y posginax "Cknag"
(peparyBaHHs), “INo6iyHi peakuii” iHCTpYKL,i
AN MeAMYHOro 3acToCyBaHHA LWOA0
6e3nekn 3acTocyBaHHs NiKapCbKOro 3acoby.
Pestome nnaHy ynpasniHHS pu3nkamu
Bepcis 2.0 fofaeTbes.
MepiognyHicTb NOAAHHA perynspHo
OHOBJIIOBAHOTO 3BITY 3 6e3Meku, BignoBigHO
[0 Mopagky 3ailicHeHHsa chapmakoHarnsay,
3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuii YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340p0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN y
nepiognYHOCTI NOAAHHS PerynsapHuX 3BiTiB 3
6e3neku.

6e3
peyenma

nionsieae

UA/18086/01/01

CONAPTH

PO34uH A4Ns iHQy3il,
42 mr/mn no 100 mn
Y KOHTelHepi 3

[ovipHe
nigNPUEMCTBO
"papmatpeing"

YKpaiHa

[ouipHe
nigNpPUeEMCTBO
"®bapmatpeng”

YKpaiHa

MepepeecTpaLllisi Ha HEOBMEXEHN TEPMIH
OHoOBNEHO iH(hopMaL,ito B IHCTPYKLIT Ans
MeAMYHOro 3acTocyBaHHsa B po3gini "Cnoci6

3a
peyenmom

He
nionsieae

UA/18187/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

noninponineHy; no 1
KOHTEliHepy B
KapTOHHIlA ynakoBL,i

3aCToCyBaHHA Ta [031" BifNoBigHO [0
iHbopmaLii 3 6e3nekn 3acTocyBaHHS
nNikapcbKoro 3acoby Ta B po3gini "MobiyHi
peakuii" LoA0 BaXXIMBOCTI 3BITYBaHHS Npo
nigo3ptoBaHi NobivHi peaxuii.

Pestome nnaHy ynpasniHHS pusnkamu
Bepcis 1.0 gofaeTbes.
MepiognyHiCTb NOAAHHA perynspHo
OHOBJIIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
[0 Mopagky 3ailicHeHHA chapmakoHarnsgy,
3aTBEpAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuLi YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN y
nepioguYHOCTI NOAAHHS PerynsapHuX 3BiTiB 3
6e3neku.

TANTELUMKIIH-
BICTA

niogpinisat ans
pO34nHY Ans
iHdbysili; no 50 wmr,
no 10 chnakoHis 3
MOPOLLKOM Y
KapTOHHI KOpo6Li

Mictpan Kenitan
MeHeKMeHT
Nimiteq

AHrnis

BEM Inay
CaH. Be Tik.
A.C.

TypeuunHa

MepepeecTpauis Ha HeOOMEXeHUIA TEPMIH
OHOBNEHO iHhopMaL,ito B IHCTPYKLIT An1s
MeAMYHOr0 3aCTOCYBaHHS NMiKapCbKoro
3acoby y po3ginax "®apmakonorivHi
BnacTtmsocTi”, "Ocob/IMBOCTi 3aCTOCYBaHHS",
"Cnoci6b 3acTocyBaHHA Ta fo3un",
"Mepepo3yBaHHsa", "Mob6iyHI peakuji™
Bi4NoBIAHO A0 iHdopMaLil Loa0 MeaUYHOro
3acTOCyBaHHS ped)epeHTHOro /likapCbKoro
3acoby (TUFALWII, nopoLok ans pos3yvHy
Ons iHgysili, no 50 mr).

Pestome nnaHy ynpasniHHS pusnkamu
Bepcia 1.0 gofaeTbes.
MepiognyHiCTb NOAAHHA perynspHo
OHOBJIIOBAHOTO 3BITY 3 6€3Meku, BigNoBigHO
[0 Mopagky 3ailicHeHHsa chapmakoHarnsay,
3aTBEpPAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuii YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340p0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepiognYHOCTI NOAAHHA PerynspHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/18387/01/01




16

Hassa

®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
10. | TIOKONXIKO3W | mopoLuok TOB HB® YkpaiHa Ankem IHAis nepepeecTpawis Ha HeobMeXeHnin TepMiH - He UA/18793/01/01
A (cybcTaHuis) y "MIKPOXIM" IHTEepHeLweHan niosnsieae

nonieTuIeHoBMX MpaiiBeT

naketax gns Nimiteq

thapmaLeBTUYHOro

3aCTOCyBaHHSA
11. | ®NY3AME/L Kancynu Teepgai 150 TOB «YOP/[, YkpaiHa YOPANLA TypeuunHa nepepeecTpawis Ha HeobMeXeHuin TepMiH 6e3 nionsizae UA/18328/01/01

Mmr, no 1 kancyni B MEANLNH» MEANUNH OHOBNEHO iH(hopMaL,ito B IHCTPYKLIT A1A peuyenma

6nictepi, no 1 INAY CAH. MEeANYHOro 3acTOCyBaHHSA NiKapCbKoro

6nictepy B BE. TIX. 3acoby y po3ginax "®apmakonorivHi

KapTOHHI KopooLli A.LLL. BnactusocTi", "lMokasaHHA" (pegaryBaHHs),

"B3aemogis 3 iHWMMU fikapCbKuMm
3aco6amu Ta iHWi BUAn B3aemMogiin"
BignoBigHO A0 iHdhopMaLii pedhepeHTHOro
nikapcekoro 3acoby (OMPTHOKAH,
Karncysnm), a Takox y po3gini “rNoGiyHi
peaxuii” WoA0 BaXNMBOCTI 3BiTYyBaHHS Npo
no6iyHi peakuii.

MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6€3Meku, BignoBigHO
o Mopsaaky 34iicHeHHs dhapMakoHarisay,

3aTBEPAXEHOro Hakas3om MiHicTepcTea
OXOPOHU 30POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiT Ykpainum 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:

3rifiHO 3i CTPOKaMW, 3a3HAYEHNMU Y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3

6esneku.

B.o. Haua/IbLHUKA
dapMaLeBTUYHOr0 yIIpaB/IiHHA

Ounexkcanap I'PILHEHKO




IIEPEJIIK
JIIKAPCBKHMX 3ACOBIB MEJVNUYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), OO0 AKX BYJ/IK BHECEHI
3MIHU 40 PEECTPAIIMHUX MATEPIAJIIB, AKI BHOCATBCSHA 4O JEPKABHOI'O PEECTPY JIIKAPCBKHUX
3ACOBIB

Joparok 3
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMXx npenaparis) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianie»

Big 11 cepmas 2025 poky Ne 1270

Ne Hassa dopma BUMYCKY 3assBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JZlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
1. | AEPTAN® NopoLUOK AN BAT YropwuHa BMNycK cepii: BAT YropwmHa/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/13910/02/01
OpasibHOT cycneHsii "l'epeoH "l'epeoH Pixtep", IcnaHis 3MiHu | TNy - 3MiHKU 3 AKOCTi. FOTOBMIA peuenmom
no 100 mr 20 PixTep" YropumHa; nikapcbkuii 3aci6. KOHTponb roToBOro
nakeTiB 3 NOPOLLKOM BMPOGHMLTBO nikapcbkoro 3acoby. 3mMiHa napameTpis
Y KapTOHHii Hepo3dghacoBaHOT cneumdikauii Ta/abo AONYCTUMUX MEX FTOTOBOrO
ynakoBLi NpoAyKLUii, NepBNUHHA NiKapcbKoro 3acoby (3BY)XEHHs1 A0oMYCTUMUX
ynakoBka, BTOPVMHHA MeX) 3BY)KEHHSI JOMYCTUMMX MeX B
yrnakoBKa: cneumdikauii N3 3a nokasHukom "KinbkicHe
IHaycTpiac BM3HAYEHHA" (Mpy BUMYCKY). 3MiHu | Tuny -
dapmaceyTikac 3MiHK 3 SKocTi. FoToBMIA NiKapcbkuii 3aci6.
Anwmipan, C.A,, KOHTpO/1b rOTOBOrO fiKapcbkoro 3acoby (iHLwi
Icnanis 3MiHK) nepeknag MK 3 pociicbkoi MOBU Ha
YKpaiHCbKy MOBY [151 NPUBELEHHS Y
BIANOBIAHICTb i3 BUMOramu YMHHOI pefakuii
Hakasy MO3 Ykpainm Ne 426 Big 26.08.2005.
2. | ASUTPOMIL, Kancynu no 250 mr TOBAPUCT YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3a UA/9503/01/02
NH- ansa TOB BO 3 BMPOGHULITBA, 3MiHu | TURY - 3MiHK WoAao peyenmom
340POB'A "hapMaueBTUYHA OBMEXXEH KOHTPO/b SKOCTI, 6e3nekn/edhekTBHOCTI Ta hapMakoHarisagy
KOMNaHis oK BMNYCK cepil: (iHLi 3MiHN).
"3p0pos’a": no 6 BIANOBIOA ToBapucTBO 3 3MiHN BHECEHO B TEKCT MapKyBaHHSA BTOPUHHOI
Kancyn y énictepi; NBHICTHO 06MeXeHOo yMaKoBKW fiKapcbKoro 3acoby y nyHktn 1, 11,
no 1 6nictepy B «KOPINOPA BiANOBIA&/IbHICTIO 13,17 Ta B TEKCT MapKyBaHHA NePBUHHOT
KapTOHHIlA KOpO6L; LA "®apmMaueBTnYHa YNaKoBKM y MYHKTU 4, 5, 6. Takox BUyYEHO
ans TOB "dapmekc «300POB'A KOMMaHisi ny6nto4y iHhopMaLito pocilicCbKol MOBOK Ta
pyn": no 6 kancyny » "3popos'a", BHECEHO He3HauHi NpaBku Mo TekCTy BeeAeHHA
6nicTepi, no 1 Ykpaina,; 3MiH NPOTArom 6-Tn micsuis 3 gaTu
6nictepy B BCi cTagii 3aTBEPKEHHS.
KapTOHHIlA KopooLi BMPOGHULITBA,
KOHTPONb AKOCTI:
ToBapucTtso 3
06MeXeHo0
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BiANOBIAA/IbHICTIO
"®APMEKC rPymn",
YKpaina
3. | ASUTPOMIL, kancysv no 500 mr: TOBAPUCT YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 3a UA/9503/01/03
NH- ons TOB BO 3 BUPOGHMLTBA, 3MiHu | TMNY - 3MiHK Woao peuenmom
340POB'A "®apmMaueBTNYHa OBMEXXEH KOHTPO/b AKOCTI, 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy
KOMMaHis (e]}0) BWMYCK Cepil: (iHWi 3MiHW).
"3popos A" :no 3 BIAMOBIOA ToBapucTBo 3 3MiHV BHECEHO B TEKCT MapKyBaHHS BTOPUHHOT
Kancynu y énictepi; NBHICTIO 06MexeHo yMakoBKM NMikapcbKoro 3acoby y nyHktu 1, 11,
no 1 6nictepy B «KOPTOPA BiANOBIAANLHICTIO 13,17 Ta B TEKCT MapKyBaHHS NepBUHHOI
KapTOHHI Kopo6Lyj; uiA "®apmaueBTnyHa YNakoBKM Y NYHKTU 4, 5, 6. TakoxX BUy4YEHO
ans TOB "dapmekc «300POB'A KOMnNaHis ny6nto4y iHhopMaL,ito pocCilicbKo MOBOKO Ta
pyn" : no 3 kancynu » "3p0pos'a”, BHECEHO He3HauyHi NpaBku Mo TekCTy BeeaeHHsA
y 6nictepi, no 1 YKkpaiHa; 3MiH NPOTArom 6-Tu MicALiB 3 gatu
6nictepy B BCi cTagii 3aTBEPKEHHS.
KapTOHHIA Kopoo6Li BMPOGHMLITBA,
KOHTPO/b SIKOCTI:
ToBapucTBo 3
0bMexeHoto
BiANOBIA&/IbHICTIO
"®APMEKC Irpyn",
YKpaiHa
4. | ABUTPOMIL, Kancynu no 125 mr TOBAPUCT YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 3a UA/9503/01/01
NH- ona TOB BO 3 BMPOOHMLTBA, 3MiHu | TMNy - 3MiHK Woao peyenmom
340POB'A "®apmMaueBTNYHa OBMEXXEH KOHTPO/b SKOCTI, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy
KOMNaHis (e]}6} BMNYCK cepil: (iHLLi 3MiHN).
"3popos’a": no 6 BIANOBIAA ToBapucTBO 3 3MiHN BHECEHO B TEKCT MapKyBaHHS BTOPUHHOI
Kancyn y 6nictepi; NBHICTIO 0bMexeHo yNakoBKU NikapcbKoro 3acoby y nyHktn 1, 11,
no 1 6nictepy B «KOPIMOPA BiANOBIA&/IbHICTIO 13,17 Ta B TEKCT MapKyBaHHA NepBUHHOT
KapTOHHI Kopo6Lyj; LA "®apmMaueBTNYHa YNaKoBKM y MYHKTW 4, 5, 6. Takox BUTyYEHO
ans TOB "®apmekc «300POB’'A KOMnaHis Ay6niotoyy iHhopMaLito PoCiiCbKolo MOBOH Ta
pyn": no 6 kancyny » "3popos's"’, BHECEHO He3HauyHi NpaBku Mo TekCTy BeeAeHHA
6nicTepi, no 1 YkpaiHa,; 3MiH NpoTArom 6-Tn MicALiB 3 gatn
6nictepy B BCi cTagii 3aTBEePIKEHHS.
KapTOHHIlA KopooLi BMPOBHMLTBA,
KOHTPO/b AKOCTI:
ToBapucTBO 3
06MexeHo
BiANOBIAANbHICTIO
"®APMEKC IPym",
YKpaiHa
5. | ASUTPOMIL, niodpinisat gna TOBAPUCT YKpaina TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/14369/01/01
NH- PO34unHYy Ana BO 3 reyn" 3MiHu | TMNY - 3MiHK Woao peyenmom
DAPMEKC iHdpy3iii no 500 mr 1 OBMEXEH 6e3nekn/edekTBHOCTI Ta hapmakoHarnsagy
oNnakoH 3 (e]}6} (iHWi 3MiHW)
niocpinizatom y BIANOBIOA OHOB/EHO TEKCT MapKyBaHHSA NEPBUHHOI Ta
naJui 3 KapToHy JIbHICTHO BTOPVHHOI YNakKoBKM /ikapCbKOro 3acoby, a came
«KOPINOPA BWJTYYEHO iHDOpMaLLito, 3a3Ha4YeHy POCiiCbKO
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
UiA MOBOH, BHECEHO 3MiHM Y M. 4, 5, 6 TekcTy
«3[0POB’A MapKyBaHHA NepBUHHOT ynakosku Tan. 1, 2, 11,
» 14, 17 BTOPVHHOI YNakoBKu liKapCbKOro 3acoby,
a TakoX 3p0b6/1eHO He3HauHi pefakLiiiHi NpaBku.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHSI.
6. | AIMA®IKC MOPOLLIOK Ta KEAPIOH ITania KEAPIOH C.MN.A. ITania BHECEHHS 3MiH 0 peecTpavljiiiHiX MmaTepianis: 3a He UA/17426/01/01
PO3YMHHUK AN C.N.A. 3MiHu | TUNy - 3MiHK 3 AKocTi. A®IL. KOHTposb peuyenmom | nidsisizae
pO3YuHy AN A®|. 3miHa y meTogax BunpobysaHHs APl abo

iHcpysiiA, 500 MO/10
MJ1; cpriakoH Ne 1 3
nopotukom rno 500
MO y komnnexTi 3
PO34MHHMKOM (BOAA
Ans iH'ekuiii) no 10
My conakoHi Ne 1
Ta Habopom Anis
PO3YMHEHHS i
BBEJEHHA Y
KapTOHHIlA KOpooLi

BVXifHOrO Matepiany/npoMixHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuLTea APl (He3HauHi 3MiHM y

3aTBEPMAKEHNX METOAAX BUNPOBYBaHHS)
BBefeHHs1 anbTepHaTUBHYX O4HOPA30BUX
CcTepUIbHUX INbTPYBaIbHUX BOPOHOK NiHIKN
OASIS Ta cuctemu aganTtepi (y pasi

Heob6XiAHOCTI) AN 3a6e3neyeHHs

(hYHKLIIOHYBaHHA HasiBHOro 06nagHaHHsA ans
MeM6paHHOT hinbTpav,ii, Lo BUKOPUCTOBYETLCS
ans npenaparty bulk gnsa BusHayeHHs
3arasibHOro yncna MikpoopraHiamis. 3miHu | Tuny
- 3MiHu 3 sKoCTi. [OTOBWMIA Nikapcbkuii 3aci6.
KOHTpPO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3MiHa
napameTpiB crneungikauiii Ta/abo gonycTtuMmx
MEX roTOBOrO /iKapCbKOro 3acoby (iHLi 3MiHKn)
HesHauyHa 3miHa y cneuudpikauii M3 wopao
BMMOT A/151 MOKa3HKKa "30BHILLHIA BUrNSAL,
(xapakTepucTukn)" 3 MeTO NPUBELEHHS Y
BigNoBIAHICTb A0 MOHOrpadii 1223 "Human
coagulation Factor |X" €Bponeiicbkoi
hapmakonei, Bug. 11.0., a came hpasy «friable
solid» 3amiHeHO Ha «friable mass». 3miHu
BHECEHO B iHCTPYKL,iO0 4719 MEANYHOrO
3acToCyBaHHS NiKapcbKoro 3acoby y po3ain
"OCHOBHI (Di31KO-XiMi4Hi BNacTMBOCTI". TepMiH
BBE/i€HHS 3MiH- NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS. 3MiHW | TUNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KOHTPOb roTOBOrO
NiKapcbKoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHSA roTOBOrO /liKapcbKoro 3acoby
(iHWi 3miHW y MeTofax BUNpo6yBaHb
(BKKOUAOUM 3aMiHy ab0 AONOBHEHHS)) 3MiHa Y
mMeTogi BunpobysBaHHA /13 3a NokasHMKOM
"LintpaTtn”, a came BBEAEHHA a/lbTepHaTUBHOIO
Habopy 415 KiNbKICHOro BU3HAYEHHS LUTpPaTiB.
TepMmiH BBEA,EHHS 3MiH- NPOTArom 6-Tu MicauiB
nicnsa 3aTBepkKeHHs. 3MiHu | Tuny - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KoHTponb
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

roTOBOrO /liKapCcbKOro 3acoby. 3miHa y MeTogax

BUNPOOYBaHHA rOTOBOTO NiKapCbKoro 3acoby
(iHWi 3MmiHM y MeTogax BunpobyBaHb
(BKTrOHaOUM 3aMiHy ab0 AONOBHEHHS)) 3MiHa Y
MeTogi BunpobyBaHHs /13 3a NOKa3HWKOM
"Hartpiit", a came BBeEHHA [0AAaTKOBUX

oanHMLUB 06nagHaHHA ANS-301 i ANS-302 ans
BU3HAYEHHS HaTpit0. BHECEHO kopuryBaHHsA [0

BUKNaAeHHs po3giny "Hatpiii" MKA N3. TepmiH
BBE/,EHHS 3MiH- NPOTArom 6-Tu MicauiB nicns

3aTBEPAKEHHS

AIMA®IKC

NOPOLLIOK Ta
PO3YMHHWK AN1A
pO34nHy Ans
iHdpy3iii, 1000
MO/10 mn; dnakoH
Ne 1 3 nopoLukom no
1000 MO y
KOMMNIEeKTi 3
pO34MHHMKOM (BOAa
Ans iH'ekuiii) no 10
My conakoHi Ne 1
Ta Habopom Anis
PO3YMHEHHS |
BBEJEHHA Y
KapTOHHIlA KOpooLi

KEAPIOH
C.NA.

ITanis

KEAPIOH C.IN.A.

ITanis

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3miHu | TMny - 3miHK 3 AkocTi. A®l. KoHTposnb
A®|. 3miHa y meToax BunpobysaHHsA APl abo
BVXifHOrO Martepiany/npoMiXHOro
NpoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BUpobHULTBa APl (HE3HAUHI 3MIHU Y
3aTBEPAKEHNX MEeToAax BUNPOOyBaHHS)
BBefeHHs anbTepHaTVBHYX O4HOPA30BMX
CTEPUNIBHUX (INbTPYBa/IbHUX BOPOHOK MiHilKN
OASIS Ta cuctemmn agantepis (y pasi
HeobxigHOCTi) Ansa 3a6e3neyeHHs
(OYHKLOHYBaHHSA HassBHOro 06/1agHaHHA ans
MeMO6paHHOI hinbTpavii, WO BUKOPUCTOBYETLCS
ansa npenapaty bulk 4na Bu3HavyeHHs
3aras/ibHOro Yrcna MikpoopraHiamis. 3MiHu | Tuny
- 3MiHM 3 iKOCTi. [OTOBWMIA Nikapcbkuii 3aci6.
KoHTposb roToBoro fikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo AonycTUMMX
MEX roTOBOr0 NiKapCbKoro 3acoby (iHLUi 3MiHK)
HesHauHa 3miHa y cneumdikauii 113 wogo
BMMOT /151 MOKa3HKKa "30BHILLHIA BUrNSAA,
(xapakTepucTukmn)" 3 METOK NPUBELEHHS Y
BiAMOBIAHICTb A0 MoHOrpadii 1223 "Human
coagulation Factor IX" €BponeiicbKoi
dapmakonel, Bug. 11.0., a came chpasy «friable
solid» 3amiHeHO Ha «friable mass». 3miHn
BHECEHO B iHCTPYKL0 415 MEAUYHOrO
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"OCHOBHI (Di3MKO-XiMiYHi BNacTuBoCTi". TepMiH
BBEJEHHS 3MiH- NPOTAroM 6-TW MicALiB nicas
3aTBEPAKEHHS. 3MiHM | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa y MeTofax
BMNPOGYBaHHA roTOBOrO /IiKapCbKOro 3acoby
(iHWi 3MiHM y MeTogax BunpobyBaHb
(BKNOYALOUM 3aMiHy abo [ONOBHEHHS)) 3MiHa Y
MeTogi BunpobyBaHHs /13 3a NOKa3HWKOM

3a
peyerimom

He
nionsieae

UA/17426/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
"Lintpatn”, a came BBEAEHHA a/lbTEPHATUBHOIO
Habopy A1 KiNbKICHOro BU3HAYeHHS LUTParTiB.
TepmiH BBEL|eHHS 3MiH- NPOTArom 6-Tu MicAuliB
nicns 3aTBepmKeHHs. 3MiHu | Tuny - 3miHn 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKkapCbKOro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHS roTOBOrO /liKapCbKoro 3acoby
(iHWi 3mMiHM y MeTogax BUNpobyBaHb
(BKKOUAOUM 3aMiHy ab0 AONOBHEHHS)) 3MiHa Y
mMeTogi BunpobysBaHHA /13 3a NokasHMKOM
"Hartpiit", a came BBeAEHHS 10OAATKOBUX
oAvHMLL obnaaHaHHa ANS-301 i ANS-302 ans
BM3HAYEHHS HaTPIt0. BHeCeHo kopurysaHHs [0
BMKIaAeHHs po3giny "Hatpiii" MKA N3. TepmiH
BBE/i€HHS 3MiH- NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS
8. | AIPTEK aepo3o/ib AN neHmapk IHais CneHmapk IHais BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/13754/01/01
iHransuin dapmacsioT PapmacboThKan3 3MmiHu | TMny - 3MiHKn 3 AKocTi. FoToBUIA peyenmom
[030BaHuii, 25/50 vkans fita,. nra. nikapcbknii 3aci6. Cuctema
MKr/no3y; no 120 KOHTelHep/3aKynoptoBasbHKi 3aci6. 3MiHa y
003 B a/ItOMiHIEBOMY NEepPBUHHI YNakoBL,i rOTOBOro Nikapcbkoro
KOHTEliHepi 3 3acoby (SKiCHWIA Ta KinbkicHUiA cknaa) - M'ski Ta
003ylo4nm HecTepwsbHI piaki nikapcbki goopmMu. 3miHa
KnanaHom i mMaTepiany NpoKIagoK y cMCTeEMi A03YHYOr0
pO3MNMI0HYOI0 Hacocy-posnunoBadya
Hacagkoto 3
3aXMCHUM
KoBnauykom; no 1
KOHTEliHepy B
KapTOHHI/ Kopobui
9. | AIPTEK aepo30/b AN neHmapk IHais "neHmapk IHais BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/13755/01/01
iHransyjn dapmacbioT dapmacboTukans 3MiHu | TMNy - 3MiHKW 3 AKOCTi. FOTOBMIA peuenmom
[o30BaHwuit, 25/125 nkans J/1ta,. nrp. nikapcbkuii 3aci6. Cuctema
MKr/go3y; no 120 KOHTeliHep/3aKynopoBanbHuii 3aci6. 3MiHa y
003 B a/itoMiHiEBOMY NepPBUHHIlA yNakoBLji rOTOBOTO JliKapCbKOro
KOHTEliHepi 3 3aco6y (AKicHWIA Ta KinbkicHuiA cknaa) - M'ski Ta
003ylo4nm HecTepwsbHI piaki Nikapcbki dhoopmMu. 3miHa
KnanaHom i mMaTtepiany NpokIagoK y cucteMi 403yH4oro
pO3MNMOHYOI0 Hacocy-posnunoBadya
Hacafkoto 3
3aXMCHUM
KOBMaykom; no 1
KOHTEliHepy B
KapTOHHI KopoobLi
10. | AIPTEK aepo3o/1b ANs neHmapk IHais neHmapk IHais BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/13756/01/01
iHransuin dapmacbioT PapmacboThkans3 3MmiHu | TNy - 3MiHKW 3 AKOCTi. FoTOBMIA peuyenmom
[030BaHni, 25/250 vkans Jita,. nra. nikapcbkuii 3aci6. Cuctema

MKI/go3y; no 120

KOHTeliHep/3aKynoproBa/ibHUIA 3aci6. 3MiHa y
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
[03 B a/loMiHiEBOMY NepBWHHI yNakoBLji rOTOBOrO JlikapCbKOro
KOHTEliHepi 3 3aco6y (SKiCHWIA Ta KinbkicHuiA cknaa) - M'siki Ta
[03ylounm HecTepwusbHI pigki nikapcbki chopmu. 3miHa
K1anaHom i mMarepiany npokiagoK y CMcTemi fo3yH4oro
pO3NM0HYOI0 Hacocy-posnunoBaya
Haca/ikoto 3
3axXUCHUM
KoBnaykom; no 1
KOHTelHepy B
KapPTOHHI KOpooLii
11. | AUMIMET® TabneTku, BKPUTI AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/18279/01/01
NiBKOBOO "®Papmak” (nepBuHHe Ta 3MmiHu | TUNy - AgMIHICTPaTUBHI 3MiHW. peyenmom
obonoHkoto, no 50 BTOpPUHHE BunyyeHHs BUPOGHWYOT AinbHuLi (BKIHOYato4um
mr/850 mr; no 7 nakyBaHHs, AinbHuui ansa A®l, npoMixHoOro NnpoaykTy abo
Tabnetok y 6nictepi; MapKyBaHHS, BUMYCK roTOBOrO /1iKapCbkoro 3acoby, AinbHWL 41s
no 4 6nictepu y cepii 3 npoAayKuji in NpOBeLEHHS NaKyBaHHs, BUPOGHYKa,
nauui bulk dpipmm- BiANOBIAa/IbLHOrO 3a BUNYCK Cepiit, MicLe
BMpo6HMKa OmaH npoBeAEeHHS KOHTPOLO cepii) abo
dapmacboTUKa noctavyasibH1Ka BUXILHOTO MaTepiasty, peareHTy
Mpopakrtc Ko. 1/1C, ab0 AONOMDKHOT PEUYOBMHU (SIKLLLO 3a3HAYEHO Y
OwmaH) [ocbe) BunyyeHHs supobHunka Ad|
BingarnintvH, a came MSN Pharmachem Private
Limited, India. 3anvwaloTbcsa a/ibTepHaTUBHI
BMPOGHMKM A®I BingarnintuH: Medichem
Manufacturing (Malta) Ltd., Malta; Moehs BCN,
S.L., Spain.
12. | AUNIMET® TabneTkn, BKPUTI AT Ykpaina OmaH OmaH BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: - UA/18278/01/01
NNiBKOBOO "®papmak” PapmacboTuKas 3MiHW | TYNY - AGMIHICTPATUBHI 3MiHN.
060/10HKO10, M0 50 Mpopgaktc Ko. JI1C BunyuyeHHs BUPOGHMYOT AiNbHULI (BKIHOYAKOUM
mr/850 wr; in bulk: AinbHuui ans A®l, npomixxHoro NnpoaykTy abo
no 20 kr TabneTok y roTOBOrO JliKkapcbKoro 3acoby, AinbHuLi 41
nonieTnaeHoBoMy NpoBefEeHHs NakyBaHHs, BUPOOHUKA,
nakeTi, BK1ageHoMy Bi4NOBi4a/IbHOIO 3a BUMYCK Cepiii, Micue
y NOTPIAHUIA NpoBeAEHHSI KOHTPO/IHO cepii) abo
namiHOBaHWiA nakerT, noctavasibH1Ka BUXiLHOTO MaTepiasny, peareHTy
L0 MICTUTb NaKeTuK ab0 AONOMDKHOT PEUYOBMHM (SIKLLLO 3a3HAYEHO Y
3 cunikarenew; [ocbe) BunyueHHs BupobHuka Ad|
BKNafEeHUIA y BingarnintvH, a came MSN Pharmachem Private
NAacTUKOBUIA Limited, India. 3anvwatoTbCcsa aslbTePHATUBHI
6apabaH BMpOGHUKM A®I BingarnintuH: Medichem
Manufacturing (Malta) Ltd., Malta; Moehs BCN,
S.L., Spain.
13. | AUMIMET® TabneTku, BKpUTI AT YkpaiHa OmaH OwmaH BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: - UA/18309/01/01
NiBKOBOO "®apmak” PapmacboTnKasl 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW.

060/10HKOH0, M0 50
Mr/1000 wmr; in bulk:
no 20 kr TabneTok y
noslieTuaIeHoBOMY

Mpogaktc Ko. /1/1C

BunyuyeHHs1 BUPOOHMYOI AiNTbHULI (BKTHOUAKOUM
AinbHuui ana A®Il, npomikHOro npoaykTy abo
roTOBOrO JliKapCbkoro 3acoby, AinbHUL A1
NpOBefieHHA NaKyBaHHsi, BUPOGHUKA,




23

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
nakeTi, BKnageHoMy BiANOBIAA/ILHOrO 3a BUMNYCK Cepiit, MicLe
y NOTPIAHUIA npoBeAeHHS KOHTPOO cepii) abo
namiHOBaHWiA nakeT, noctayasibHuKa BUXiAHOro mMaTepiasty, peareHTy
LLIO MICTUTb NaKeTUK a60 [ONOMIXKHOT Pe4OBUHM (SKLO 3a3HAYEHO y
3 cunikarenew; nocbe) BunyyeHHs BupobHuka Adl
BKNafeHN y BingarnintuH, a came MSN Pharmachem Private
N1acTUKOBUIA Limited, India. 3anvwatTbCcsa aslbTepHATUBHI
6apabaH BUpo6HUKM A®I BingarninTuH: Medichem
Manufacturing (Malta) Ltd., Malta; Moehs BCN,
S.L., Spain.
14. | AUMIMET® TabneTku, BKPUTI AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/18310/01/01
NiBKOBOO "®Papmak” (nepBuHHe Ta 3MmiHu | TUNy - AgMIHICTPaTUBHI 3MiHW. peyenmom
obonoHkoto, no 50 BTOpPUHHE BunyyeHHs BUPOGHWYOT AinbHuLi (BKIHOYato4um
Mr/1000 mr; no 7 nakyBaHHs, AinbHuui ansa A®l, npoMixHoOro NnpoaykTy abo
Tabnetok y 6nictepi; MapKyBaHHS, BUMYCK roTOBOrO /1iKapCbkoro 3acoby, AinbHWL 41s
no 4 6nictepu y cepii 3 npoAayKuji in NpOBeLEHHS NaKyBaHHs, BUPOGHYKa,
naJui i3 KapToHy bulk dpipmm- BiANOBIAa/IbLHOrO 3a BUNYCK Cepiit, MicLe
BMpo6HMKa OmaH npoBeAEeHHS KOHTPOLO cepii) abo
dapmacboTUKa noctavyasibH1Ka BUXILHOTO MaTepiasty, peareHTy
Mpopakrtc Ko. 1/1C, ab0 AONOMDKHOT PEUYOBMHU (SIKLLLO 3a3HAYEHO Y
OwmaH) [ocbe) BunyyeHHs supobHunka Ad|
BingarnintvH, a came MSN Pharmachem Private
Limited, India. 3anvwaloTbcsa a/ibTepHaTUBHI
BMPOGHMKM A®I BingarnintuH: Medichem
Manufacturing (Malta) Ltd., Malta; Moehs BCN,
S.L., Spain.
15. | ANINNEPTEK® TabneTkun, BKpUTI PapmaLesT Monbuwa dapmaueBTUYHNI MonbLa BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 6e3 UA/6422/02/01
o6onoHkoto, no 10 WYHWIA 3aBOJ, 3aBog "Monbdapma” 3MiHu | TUnYy - 3MiHKM 3 AkocTi. CepTudikaT peyenma
Mr; o 7 a6o no 20 «[MOJNIb®AP C.A. signosigHocTi/lE-cepTudikar BignosigHOCTI
Tabnetok y 6nictepi; MA» C.A. €sponelicbkiin dhapmakonei/moHorpadii.

no 1 6nictepy B
KapTOHHIlA KopooLi

MogaHHA HoBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BU/yUYEHHS cepTudikata
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei: ans
A®I; ana BuxigHoro
mMartepiany/peareHTy/NpoMbKHOro NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI AdDI; ans
[0NOMDKHOT peyoBrHK (cepTudpikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOBNEeHW cepTUdiKaT Bif, y)Xe 3aTBEPAXEHOro
BMPOGHMKA - OHOBJIEHHSA cepTudikaTy
BiANOBIAHOCTI EBponeiickkili hapmakonei Big
BXe 3arBepxeHoro BupobHuka TIANISH
LABORATORIES PRIVATE LIMITED, Ingia ans
Ail040i PeYOBUHMN LEETUPU3VHY AUTIAPOXI0pUAY
i3 Ne R1-CEP 2000-031-Rev 10 Ha Ne CEP
2000-031-Rev 12. 3miHa Ha3BM BUPOOHUKA i3
MYLAN LABORATORIES LIMITED, IHgis Ha
TIANISH LABORATORIES PRIVATE LIMITED,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
IHais.
16. | AJIONYPUHO | Ta6netku no 100 mr; CaHpo3 CnoBeHis BMPOBHMLTBO 3a HimeuunHa/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/9524/01/01
N CAHAO3® no 10 TabneTtok y dapmacbHoTi NOBHUM LIMK/IOM: IHgis/ 3MiHu | TMNy - 3MiHK Woao peyernmom nionsieae
6nicTepi; no 5 Kans g.a. Cantotac ®apma PymyHis/ 6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
6nictepiB y M6X, HimeuyuunHa,; CnoseHis 3MiHa Y KOpOTKiil XxapakTepucTuLj NikapCcbKoro
KapTOHHI Kopoobui BMPOGHMLTBO in bulk 3ac06y, TEKCTIi MapKyBaHHSA Ta iHCTPYKLiT Ans
(anbTepHaTmBHa MeAMYHOro 3acTOCyBaHHA Ha NiacTasi
AinbHuug): CaHnos perynsipHo OHOBJIKOBAHOTO 3BIiTY 3 6e3nekn
MpaviseT NimiTeq, nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
IHAiS; KOHTPO/b 3aCTOCYyBaHHS Nikapcbkoro 3acoby B
cepii nicnsipeecTpauiiHnii nepiog, abo sk pesynbTar
(anbTepHaTMBHa OLLiHKM 3BIiTYy 3 AOCAIKEHb, MPOBEAEHNX
ainbHuus): C.K. BiANOBIAHO A0 MiaHy neiaTpUYHNX AOCHILKEHb
CaHpos C.P.J1., (PIP) (3MiHY y3roeHo 3 KOMNeTEeHTHUM
PymyHisi; nepBuHHE i YMNOBHOB&XEHVNM OpraHom)
BTOPUHHE 3MiHM BHECEHO A0 IHCTPYKLIT 415 MeANYHOro
nakyBaHHs1, 4O3BiN 3acToCyBaHHA NiKapcbKoro 3acoby [0 po3ainis
Ha BMnyck cepii "Oco6nmBoCTi 3acTocyBaHHA", "B3aemogis 3
(anbTepHaTMBHA HLWIMMK NiKapCbKMKM 3acobamu Ta iHLWi BUam
OinbHUUA): Jlek B3aemogiit", "Mo6iyHi peakuii" BignoBiAHO f0
PapmaneBTUyHa pekomeHgauiin PRAC.
KoMnaHis g.4., TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
CnoseHis 3aTBEPAKEHHS.
17. | AIONYPUHO | Ta6netku no 300 wmr; CaHpo3 CnoBeHis BMPOBGHMLTBO 3a Himeuunna/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a He UA/9524/01/02
N CAHAO03® no 10 Tabnetok y dapmacboTi NOBHUM LIMK/IOM: IHaia/ 3MiHu | TMNY - 3MiHK Woa0 peyenmom nionsieae
6nictepi; no 5 Kan3 a.a. Cantotac ®apma PymyHis/ 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsay.
6nicTepiB y m6X, HimeyunHa; CnoBeHis 3MiHa y KOpOTKiil XxapakTepucTuLi NikapCbkoro
KapTOHHIA KopoobLi BMPOGHMLTBO in bulk 3aco6y, TEKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
(anbTepHaTmBHa MeAMYHOro 3acTOCYBaHHA Ha niacTasi
ainbHuus): CaHgos perynsipHoO OHOBJ/IHOBAHOTO 3BTy 3 6e3nekn
MpaiiBeT JlimiTeq, nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
IHAis; KOHTPOb 3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
cepii nicnsapeecTpauiiinii nepiog, abo sk pesynbtar
(anbTepHaTnBHA OL|iHKM 3BIiTY 3 JOC/iIKEHb, MPOBEAEHNX
ainbHnus): C.K. BiANOBIAHO A0 NNaHy neaiaTtpuuHNX AOCNIAXKEHb
CaHpo3 C.P.J1., (PIP) (3MiHy y3rofXeHo 3 KOMMeTEeHTHUM
PymyHisi; nepBuHHe i YMNOBHOB&XXEHUM OpPraHom)
BTOPWHHE 3MiHV BHECEHO [0 IHCTPYKLIT 415 MeANYHOro
nakyBaHHs, [03BiN 3aCTOCyBaHHSA NikapcbKoro 3acoby A0 po3ainis
Ha BUNycK cepii "OcobnmBOCTI 3aCcTOCyBaHHA", "B3aemogis 3
(anbTepHaTnBHA iHLWMMK NiKapCbKMMK 3acobamu Ta iHWi BUAn
LinbHUUS): Jlek B3aemogiin", "MobiyHi peakuii BignoBigHO A0
PapmaLeBTUYHa pekomeHgauin PRAC.
KoMnaHisa g.4., TepMiH BBEEHHSA 3MiH NPOTArom 6 micsuiB nicns
CnoBeHis 3aTBEPKEHHS.
18. | AMBPOKCON | cupon, 15 mr/5 mn TOB YkpaiHa TOB "TepHodapm" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 6e3 UA/1587/01/01
no 100 mny "TepHodap 3MiHu | TUNY - 3MiHK 3 sKocTi. CepTudikar peyenma
donakoHi abo 6aHLUi; Mm" BignosigHocTi/ E-cepTudikart BignoBigHocTi
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

no 1 donakoHy a6o 1
6aHLi 3 JIOXKKO
MipHOIO B nauuj 3
KapTOHY

€Bponelicbkiin hapmakonei/moHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MOHorpadii APY abo
€Bponelicbkoi hapmakonel, abo iHwoi
HauioHanbHOI thapmakonel gepxasu €C (3MiHa
y cneyucpikauisix, nos'sasaHa 3i 3miHamu B Y,
abo €sponelicbkiin hapmakonei, abo iHLWii
HaLjioHasnbHili hapmakonei gepxasu €C)
MpuBeaeHHs cneumdikayii Ta meTogis
KOHTPO/IO Ait040i pevoBrHN AMBpoKcony
rigpoxnopuga y BignoBigHICTb A0 AilH0oro
BUfaHHA €EP

19.

AMBPOKCON

Tabnetkun no 30 mr
no 10 TabneTtok y
6nictepi; no 2
6nicTepy B nav, 3
KapToOHyY

TOB
"TepHodap
e

Ykpaina

TOB "TepHodapm™

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TUnYy - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. 3miHu,
NnoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MOHorpadii APY abo
€Bponelicbkoi hapmakonel, abo iHwoi
HauioHanbHOI chapmakonel gepxasu €C (3MiHa
y cneyudpikauisix, nos'a3aHa 3i 3miHamu B JdY,
abo €sponelicbkiin hapmakonei, abo iHLWii
HaLjioHasnbHIli hapmakonei gepxasu €C)
MpuBeaeHHs cneumdikayii Ta meTogis
KOHTPO/IO Aito4oi pevoBrHN AMBpoKcony
riapoxnopusa y BignoBigHICTb 40 Ail0HOro
BUAAHHA €.

6e3
peyenma

UA/1587/02/01

20.

AMIOCTEAI

TabneTku no 200 mr,
no 10 TabneTtok y
6nictepi, no 3
6nictepy B
KapTOHHIlA KopooLi

Aypo6iHao
®apma /114,

IHAjA

Aypob6iHao ®apma
Nimiten - FOHIT VII

IHAjA

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHu | TMNY - 3MiHK Woao
6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKiil XapakTepucTuLj NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ana
Me[MYHOro 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMX/6ionoaibHNX NiKapCbKUX
3ac06iB Nicnsi BHECEHHS TiET caMoi 3MiHM Ha
pedepeHTHUIA npenapar (3MiHa He noTpebye
HajaHHS XXOAHNX HOBUX AOAATKOBUX AaHUX) -
3MiHV BHECEHO [0 iHCTPYKLIT 4151 MeANYHOro
3aCTOCyBaHHS NiKapcbKoro 3acoby y po3ginm
"MpoTunnokasaHHsa", "MNo6ivHi peakuii” 3rigHo 3
iHChbopMmaLlieto LWoa0 MeguyHoOro 3acTocyBaHHs
pethepeHTHOr0 /ikapcbKoro 3acoby
(KOPOAPOH, Tabnetkn no 200 mr). BBeaeHHs
3MiH NPOTArom 6-Tu MicauiB nicns
3aTBEPAKEHHSA

3a
peyenmom

He
nionsieae

UA/19015/01/01

21.

AMITPUOTUN
IHY
riaPOXNorPu

PO34UH ANs iH'EKLiA,
10 mr/mn, no 2 Mn B
amnyni, no 10 amnyn

TOBAPUCT
BO 3
OBMEXEH

Ykpaina

KOHTPO/b AKOCTI,
BUMYCK Cepil:
ToBapucTBo 3

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:
3MiHu | TURY - 3MiHK WoAao
6e3nekn/eddekTVBHOCTI Ta hapMakoHarasgy

3a
peuenmom

UA/4872/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
A-03 y nauui 3 KapTOHy; (e]}0) 0bMexeHo (iHLWi 3MiHK)
no 2 mna B amnyri, BIAMOBIOA BiANOBIA&/IbHICTIO OHOBNEHHSA TEKCTY MapKyBaHHS NEepBUHHOI Ta
no 10 amnyny NBHICTHO "[locnigHwii 3aBof BTOPVHHOI YNakKoBOK JlikapCbKOro 3acoby, a
6nicTepi, no 1 «KOPTIOPA "rHUAC, cawve:
6nictepy y nauui 3 LA YKkpaiHa; - BUTy4€eHO iHhopMaLlito, 3a3HavyeHy pocCilicbKor
KapTOHy; No 2 MN1 B «300POB’'A BCi cTagii MOBOIO;
amnyni, no 5 amnyn » BMPOGHMLITBA, - NepeHeceH0 MiKHaPOAHI NO3HAYEHHS OANHNLbB
y 6nictepi, no 2 KOHTPO/b AKOCTI, BUMIPIOBAHHS;
6nicTepu y nauuj 3 BUMYCK Cepil: - YTOUYHEHO iH(hopMaLLiio LWOA0 10roTUny
KapToHy ToBapucTBO 3 3asBHMKa Ta TEXHIYHOT iHhopmaLii;
06MeXeHOo - BHECEHO HE3HaYHi pefakuiiiHi npaBku no
BiANOBIA&LHICTIO TeKCTY MapKyBaHHs NEPBUHHOI Ta BTOPUHHOT
"XapkiBcbke yNakoBOK NikapCbKoro 3acoby.
thapmaueBTUyHe TepMiH BBEEHHS 3MiH - MPOTAroM 6 micAauis
nignpYeEMCTBO nicns 3aTBepipkKeHHs.
"340poB'a Hapoay",
YkpaiHa; BCi cTagji
BMPOGHULITBA,
KOHTPO/b SIKOCTI,
BMNYCK cepil:
ToBapucTBo 3
0bMexeHot
BiANOBIA&/IbHICTIO
"®apmMaueBTnYHa
KOMnNaHis
"3popos'a",
YKpaiHa
22. | AMNOAUNIH- | TabneTtkv no 5 mr; AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/4556/01/01
DPAPMAK no 10 TabneTtok y "papmak” 3MiHu | TUNY - 3MiHK Woao peuenmom
6nicTepi, no 1 abo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy
no 2 6nictepu B (iHLWi 3MiHK).
nautii 3 KapToHy OHOB/IEHO TEKCT MapKyBaHHS NEPBUHHOI Ta
BTOPUHHOT YNakoBKM MikapcbKoro 3acoby, a came
BW/y4EHO iHChopMaLLito, 3a3HaYEeHY POCICHKO0
MOBOI0. BBeZleHHs 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3arBepgKeHHs. 3MiHn | Tuny - 3MiHN LWoAo
6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
(iHWi 3MiHW). BHECEHO 3MiHM Y TEKCT
MapKyBaHHS nepBUHHOI (N. 1, 6) Ta BTOPUHHOT
(n. 1, 11, 16, 17) ynakoBKv NiKapCbKOro 3acoby.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.
23. | AMNIOAUNIH- | Tabnetkn no 10 wmr; AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a UA/4556/01/02
DAPMAK no 10 TabneTtok y "papmak” 3MiHu | TMNY - 3MiHK Woao peuenmom

6nictepi, no 1 abo
no 2 6nictepu B
nadi 3 KapToHy

6e3nekn/edhekTVBHOCTI Ta hapMakoHarisgy
(iHWi 3MiHW).
OHOBNEHO TEKCT MapKyBaHHA NEPBUHHOI Ta
BTOPUHHOI YNakoBKM MikapcbKoro 3acoby, a came
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BW/Ty4EHO iHChopMaLLito, 3a3HaYeHy POCICHKO
MOBOI0. BBeleHHs 3MiH NpOTArom 6-Tv MicsiLiB
nicns 3areepgkKeHHs. 3MiHn | Tuny - 3MiHN LWoAo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW). BHECEHO 3MiHM Y TEKCT
MapKyBaHHS nepBuHHOI (N. 1, 6) Ta BTOPUHHOT
(n. 1, 11, 16, 17) ynakoBKv NiKapCbKOro 3acoby.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.
24. | AMOPO/N®IH | nak gns HirTie 3AT "IHTENI NntBa LLlaHenb Megjkan IpnaHgjs BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: Ges UA/18068/01/01
-IHTENI nikyBaibHWi1, 50 FEHEPUKC AHnimiTeq KomnaHi 3MiHu | TUnYy - 3MiHK 3 akocTi. CepTudikaT peuyenma
mr/mn; no 2,5 Mmny HOPLO" BignosigHocTi/lE-cepTudikart BignosigHocTi
thnakoHi; no 1 €Bponelicbkiin dhapmakonei/moHorpadii.
donakoHy B MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
KOMMNEKTi 3 BIANOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
nuaoYkamu 4ns BiANOBIAHOCTI €Bponeiickkili hapmakonei: gns
HIrTiB, cepBeTkaMmun A®l; onsa BuxigHoro
015 OUMLLEHHA Ta marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
wnarensamm gns BUKOPWCTOBYIOTLCS Yy BUPOOHNLTBI ADI; ans
HaHeCeHHs naky y [,0NOMDKHOT pevyoBrHU (cepTudpikat
KapTOHHI Kopobui BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNeHW cepTUdikaT Bif, y)Xe 3aTBEepAXEeHOro
BUpPOGHMKa. MogaHHA OHOBNEHOrO cepTudikaTa
BiANoBigHOCTI €Bponelickbkin thapmakonei R1-
CEP 2017-091-Rev-00 (3atBepaxeHo: RO-CEP
2017-091-Rev-01) ana Aito4oi pevyoBuHU
AMopondiHy rigpoxnopug, Bif 3aTBEpAXKEHOro
BMpo6Huka Zhejiang Hisoar Pharmaceutical
Co.Ltd., Kutaif).
25. | AHTUDPNTY® NMopoLUOK ANs TOB Ykpaina MepBuHHA Ta CWA BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 nionsieae UA/4910/02/01
OpasIbHOro PO34NHY; "Baiiep"” BTOPUHHA ynaKkoBKa, 3MiHu | TMNY - 3MiHK Woa0 peyenma
no 17 r y nakeTi; no

5 nakeTiB y
KapTOHHIA KopoobLi

[03BiN Ha BUMYCK
cepii: KoHTpakT
dapmakan
KopnopeiiwH, CLUA;
Brpo6HuLUTBO in
bulk: KoHTpakT
dapmakan
KopnopeiiwH, CLUA

6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsay.
3MiHa y KOpOTKiil XxapakTepucTuLj NikapCbkoro
3aco6y, TEKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHA Ha niacTasi
perynsipHoO OHOBJ/IHOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCYyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpaviliHnii nepiog, abo sk pesynbtat
OL|iHKM 3BITY 3 JOC/iIKEHb, MPOBEAEHNX
Bi4NOBIAHO A0 NNaHy neaiaTtpudHNX AOCNIAKEHb
(PIP) (3MiHy y3rofXeHo 3 KOMMeTEeHTHUM
YNOBHOB&)XXEHVM OpraHom)
3MiHV BHECEHO [0 IHCTPYKLIT 4151 MeANYHOro
3acTOCyBaHHA NikapcbKoro 3acoby B po3Aiu
"B3aemogis 3 iHWMMU flikapcbkumn 3acobamu Ta
iHWi BUAW B3aemogiit", "Ocob6nmnBocCTi

3actocyBaHHs", "MNMobiyHi peakuii” Ta 0 TEKCTY
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KOPOTKOI XapakTepuCTVKN NiKapCbKoro 3acoby B
po3ainu "4.5. Oco6/mBi 3acTepPeXeHHs Ta
3anobixHi 3axo4uM nNpu 3acTocyBaHHi", "4.6.

B3aemogis 3 iHWMMK fikapcbknMn 3acobamu Ta

iHWI BMAW B3aemogijin.", "4.9. MNobivHi peakuii.”
BIAMNOBIAHO 4O OHOBNEHOT iHGhOpMaLi LWoa0
6e3nekn 3acToCyBaHHA Ail040i PEYOBUHM.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.

26.

AHTNONY®

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKO0; N0 12
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHI Kopobui

TOB
"Baitep"”

Ykpaina

MepBuHHaA Ta
BTOPWHHA ynakoBKa:
KoHTpakT ®apmakas
KoprnopeiiwH, CLUA;

KoHTpOsib AKOCTi,
[03BiN Ha BUMYCK
cepii:
KoHTpakT ®apmakan
KopnopeiiwH, CLUA;
Brpo6HMLUTBO in
bulk:
KoHTpakT ®apmakas
KopnopeiiwH, CLUA

CLIA

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TMNY - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKiil XxapakTepucTuLi NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ana
MEeAMYHOro 3aCTOCYBaHHSA Ha MiacTasi
perynsipHoO OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCyBaHHS NikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo Ak pesynbTar
OL|iHKM 3BITY 3 JOC/iMKEHb, MPOBEAEHNX
BIANOBIAHO A0 NMnaHy nefiaTpUyHNX AOCAILKEHb
(PIP) (3mMiHy y3rofxeHo 3 KOMMeTEeHTHUM
YNOBHOB&XXEHVNM OPraHoMm)
3MiHN BHECEHO [0 IHCTPYKUiT AN MEANYHOrO
3acToCyBaHHA NikapcbKoro 3acoby B po3Aiu
"B3aemogis 3 iHWMMM NiKapcbkumn 3acobammn Ta
iHWWi BUAW B3aemogiin", "Ocob6nmnBoCTi
3actocyBaHHs", "Mo6iYHI peakuii” Ta [0 TEKCTY
KOPOTKOI XapakTepuCTVKW iKapCbKoro 3acoby B
po3ginu "4.5. Oco6mBi 3aCTEPEXEHHS Ta
3anobixHi 3axoun Npu 3aCcToCyBaHHI", "4.6.
B3aemogisa 3 iHWMMK Nnikapcbkumn 3acobamm Ta
iHLWI BMAW B3aemogiji.", "4.9. MNobiyHi peakuii."
BiZANOBIAHO O OHOBNEHOT iHhopMaLii Wwoao
6e3nekn 3acTocyBaHHA Ail040i PEYOBUHM.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBep/AKeHHs. 3MiHK | Tuny - 3MiHW WoAo
6e3nekun/ethekTVBHOCTI Ta hapMakoHarniagy
(iHLWi 3MiHW) 3MiHM BHECEHO A0 IHCTPYKLi 415
MeAMYHOro 3acTOCyBaHHA NikapCbKOoro 3acoby
00 po3ainy "Mo6iyHi peakyii” Ta fo TekcTy
KOPOTKOI XapakTepucTrKn NikapCcbKoro 3acoby
o posginy "4.9. Mob6iuHi peakw,i." cTOCOBHO
iHcbopmauii woao Heo6XiAHOCTI NOBIAOMIEHHS
npo nifo3ptoBaHi NoGiYHI peakuii. BBegeHHsA 3MiH
NpOTSArom 6-Ty MicsILiB MicNsi 3aTBEPAKEHHS

6e3
peyenma

niossieae

UA/4910/01/01

27.

AMNIKCABAH

MOPOLLIOK
(cybeTaHuis) y

AT
"®apmak”

YkpaiHa

[3aHrci CuHepoxm
dapmacbioTikan Ko

Kutaii

BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis:
3MiHn |l Tuny - 3MiHK 3 akocTi. ADI. (iHLWi 3MiHK)

UA/19521/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
noABiAHNX nTp, OHOBJ/IEHHSI MalicTep-ghaiina Ha APl AnikcabaH
nosnieTuIeHoBMxX Bif, BUpO6HUMKa Jiangxi Synergy Pharmaceutical
naketax gns Co., Ltd, KnuTaii 3 Bepcii Ver.1.6. Ha Bepcito V1.8.
thapmaLeBTUYHOro Y cneuudpikanii A®| 3a nokasHuKamu SKOCTi
3aCTOCYyBaHHSA [0AaHO NOCUTAaHHA Ha METOAW KOHTPOO, B
NpUMITKax HaBefeHo XiMiuHi Ha3BM AOMILLIOK. B
po3gaini «CynposigHi gomiwkn. Metog C»
BUNPAB/IEHO TEXHIYHY NOMW/IKY B Ha3Bi AOMILLKN
APX-BDT nig dhopmy/ioto po3paxyHKy ii BMICTY.
28. | APUKCTPA® | pO34uH ANs iH'eKLNA, AcneH IpnaHgjs AcneH Hotep [lam ®paHuis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/6804/01/02
12,5 mr/mn; no 0,4 Papma ne boHpesinb 3MiHu | TMNY - 3MiHK Woao peuenmom
mn (5 mr), abo no TpeligiHr 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsagy.
0,6 mn (7,5 wr), abo NimiTen BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX
no 0,8 mn (10 mr) y npo cuctemMy hapmakoHarnsay (BBefieHHs
nonepeAHbL0 y3arasibHeHX AaHunx Npo cuctemy
3anoBHEHEHOMY thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOi ocobu,
wnpuui; no 10 BiANOBiAANbHOI 3a 34ilicCHEHHS
nonepegHsL0 hapMakoHarnsay; KOHTakTHOI 0cobu 3
3aMNoBHEHUX dhapmakoHarnsgy 3asaBHUKa A1a 34iCHEHHS
LINPULIB Yy KOPOBL thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHA Bif, YyNOBHOB&XeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iicCHEHH:A hapmakoHarnsagy
(BK/TIOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-goaiisia cuctemm
thapmakoHarnsgy). 3miHa KOHTaKTHOI 0co6u
3asBHMKa, BiANOBIAA/IbHOT 3a hapmakoHarnsz B
YKpaiHi.
[itoua pepakuis: Kyuma Bonogumup
OnekcaHgpoBuy. MNponoHoBaHa peaakLis:
Bynura Nigis OnekciiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobm
3asBHMKa, BiANOBIAA/IbHOT 3a hapmakoHarnsz B
YKpaiHi.
29. | ATEPOKAPL | Tabnetku, BKpUTI AT YkpaiHa AT "KNIBCbKWN YkpaiHa BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a UA/3926/01/01
nNiBKOBOIO "KUIBCbKW BITAMIHHWA 3MiHu | TUnYy - 3MiHK 3 aKocTi. AdI. peuenmom
060/10HKO0, N0 75 " 3ABO" Brpo6HMLUTBO. 3MiHa BUPOOHUKa
mr no 10 Tabnetoky | BITAMIHHU BUXIAHOrO/NPOMIXHOIO NPOAYKTY/peareHTy, Lo
6nictepi;no 1, 3, 4 1 3ABOA" BMKOPUCTOBYIOTLCH Y BUPOBGHMYOMY NpoLeci

abo 7 6nictepiB y
nauui

Adl, ab0 3miHa BUpobHMKa (BKIOUatoum, ae
HeobxiAHO, MicLe NPoBeAEHHS KOHTPOJIH0 SKOCTI)
Al (3a BigcyTHOCTI cepTudbikata BianoBigHOCTI

€Bponelicbkiin hapmakonei y 3aTBepakKeHoMy
[10Cb€)(3anponoHOBaHNIA BUPOOHMK HaNeXNTb
[0 Tiel camoi BUPO6HMYOT rpynu NianpuemcTs,
LLIO i 3aTBEPAKEHNIT) fOfAaHO AOAATKOBY
BMPOGHWYY AiNbHULIO AN1A 3aTBEPI)KEHOr0
BMpo6HuKa A®lI SYNTHIMED LABS PRIVATE
LIMITED.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
30. | ATPOMIHY po3unH ans iH'ekyin, | TOBAPUCT YkpaiHa KOHTPO/b SKOCTI, YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHiX MmaTepianis: 3a UA/5461/02/01
CYNb®AT 1wmr/Mnnolwmns BO 3 BMNYCK cepil: 3MiHu | TUNY - 3MiHK Woao peuyenmom
amnynax; no 10 OBMEXXEH ToBapucTBo 3 6e3nekn/edhekTUBHOCTI Ta hapMakoHariagy
amnyn y nauui 3 (e]}0) 0bMexeHo (iHwWi 3miHK). OHOBNEHHA TEKCTY MapKyBaHHS
KapToHy; No 1 Mn B BIAMOBIOA BiANOBIA&/IbHICTIO NepBUHHOT Ta BTOPUHHOI YNaKOBOK J1iKapCbKOro
amnynax; no 10 NBHICTHO "[locnigHwii 3aBof 3acoby, a came: BUIy4YeHO iHthopmaliio,
amnyn y 6nictepi; o | «KOPIMOPA "'HUNC", YkpaiHa; 3a3HaveHy poCilicCbKOK MOBOIO; MePEeHeceHo
1 6nicTepy B nauuj 3 LA BCi cTagii MiXXHapPOAHI NO3HAYEHHSA OAMHULL BUMIPIOBaHHS;
KapToHy; no 1 mn B «300POB’'A BMPOGHULITBA, BHECEHO He3HauHi pefakLiiiHi NpaBkn B TEKCT
amnynax; no S5 » KOHTPO/b SKOCTI, MapKyBaHHS1 NEPBUHHOI (N. 2, 6) Ta BTOPUHHOT
amnyn y 6nictepi; no BMNYCK cepil: (n. 1, 2,4,6, 8, 11, 13, 14, 17) ynakoBoK
2 6nictepun y nauuj 3 ToBapucTBO 3 nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH -
KapToHy 0bMexeHo npoTArom 6 micsALiB Nicns 3aTBEPAXKEHHS.
BiANOBIA&/IbHICTIO
"®apmMaueBTnYHa
KOMnNaHis
"340poB'a", YkpaiHa
31. | ATTEHTO® TabneTkun, BKpUTI MeHapiHi Niokcembypr Brpo6HMuTBO in Himeuunna/ BHECEHHS 3MiH [0 peecTpavljiiHuX maTepianis: 3a He UA/13780/01/01
20/5 N1iBKOBOO IHTEepHEeLIOoH bulk, koHTponb Ta Icnanis 3MiHu | TURY - 3MiHK Woao peyenmom | niossi2ae
060/10HKO10, M0 20 an BUWMYCK Cepii: 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsay.
mr/5 mr; no 14 OnepeLoH [aiui CaHkio FOpoyn 3MiHa y KOpOTKiil xapakTepucTuLi Nikapcbkoro
Tabnetok y 6nictepi; c v6X, HimeyunHa 3aco6y, TEKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
no 1 abo 2 6nictepn | Jltokcemoypr MakyBaHHA Ta MeAMYHOro 3aCTOCyBaHHA Ha niacTasi
B KapTOHHIi kopo6Lyi C.A. BWMNYCK Cepiii: perynsipHO OHOB/IHOBAHOrO 3BiTYy 3 6e3neku
BEP/IIH-XEMI AT, nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
HimeyunHa 3acToCyBaHHSA NikapcbKoro 3acoby B
Bupo6bHMLTBO in nicnsipeecTpaviiiHnii nepiog, abo sk pesynbtat
bulk, koHTponb cepi: OLLiHKVM 3BIiTYy 3 AOC/iPKEHb, MPOBEAEHNX
MeHapiHi-®oH BiANOBIAHO A0 NnaHy nejiatpudHNX AOCNiXKeHb
XeligeH T'M6X, (PIP) (3MiHy y3rofXeHo 3 KOMMETEHTHUM
Himeuunna YNOBHOB&)XXEHVNM OPraHom)
MakyBaHHs, 3MiHV BHECEHO [0 IHCTPYKLIT 4151 MeanyHOro
KOHTPO/b Ta BUMYCK 3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
cepii: "Oco6nmBOCTi 3acTocyBaHHSA" Ta "MMo6iuHi
Nab6opaTopioc peakuii” BignosigHo fo pekomeHaauii PRAC.
MeHapiHi C. A., BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
Icnaxis 3aTBEPAKEHHS.
32. | ATTEHTO® TabneTkun, BKPUTI MeHapiHi NMokcembypr Brpo6HuuTBO in Himeuunna/ BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a He UA/13780/01/02
40/10 NiBKOBOO IHTEepHeLoH bulk, koHTponb Ta Icnanis 3MiHu | TURY - 3MiHK WoAao peyenmom | nidssi2ae
o6onoHkoto, no 40 an BMMYCK cepiii: Jaivi 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
Mr/10 mr no 14 OnepeiiwoH CaHkio FOpoyn 3MiHa y KOpOTKiii xapakTepucTuLi NikapcbKoro
Tabnetok y 6nictepi; c vm6X, HimeyunHa; 3ac06y, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT Ans
no 1 a6o 2 6nictepn | Jllokcembypr MakyBaHHs Ta MeAMYHOro 3acTOCyBaHHA Ha NiacTasi

B KapTOHHIi Kopo6Lyi

BUWMYCK Cepiii:
BEP/IH-XEMI AT,
HimeuuunHa;
Bupo6bHMLTBO in
bulk, KOHTpOsb

perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTart
OLIiHKM 3BIiTYy 3 AOCAIMKEHb, MPOBEAEHNX
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
cepiii: MeHapiHi-®oH BIANOBIAHO A0 MiaHy neaiaTpUYHNX AOCHILKEHb
XeligeH TM6X, (PIP) (3MiHy y3rokeHo 3 KOMNeTEeHTHUM
HimeuunHa,; YNOBHOB&XXEHUM OpraHom).
MakyBaHHs, 3MiHM BHECEHO [0 IHCTPYKLIT 415 MeANYHOro
KOHTPONb Ta BUMYCK 3aCTOCyBaHHSA nikapcbkoro 3acoby Ao po3ainis
cepiii: labopatopioc "Oco6nmBoCTi 3acTocyBaHHA" Ta "MoGiYHI
MeHapiHi C. A., peakuii" BignosigHo Ao pekomeHpauii PRAC.
IcnaHis BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHSA
33. | ATTEHTO® TabneTku, BKpUTI MeHapiHi TMokcembypr Brpo6HMLTBO in HimeuunHa/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/13781/01/01
40/5 N/1iBKOBOIO IHTepHeLLOoH bulk, koHTponb Ta Icnanis 3MiHu | TMNY - 3MiHK Woao peuyenmom | nidssizae
060n0Hkot0, No 40 an BWMNYCK Cepiii: 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsagy.
mr/ 5 wr; no 14 OnepeiwoH [aiui CaHkio FOpoyn 3MiHa y KOpOTKiil XxapakTepucTuLi NikapcbKoro
Tabnetok y 6nictepi; c 'm6X, HimeyunHa 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ana
no 1 abo 2 6nictepn | Jltokcembypr MakyBaHHA Ta MEeAMYHOro 3aCTOCYBaHHSA Ha MiacTasi
B KapTOHHIi kopo6ui C.A. BWMNYCK Cepiii: perynsipHoO OHOB/THOBAHOIO 3BiTYy 3 6e3neku
BEPNIH-XEMI AT, nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
HimeyunHa 3acToCyBaHHS NikapCbKoro 3acoby B
Brpo6HMLUTBO in nicnspeecTpauiiinii nepiog, abo Ak pesynbTar
bulk, koHTpob OL|iHKM 3BITY 3 JOC/iMKEHb, MPOBEAEHNX
cepiii: BIANOBIAHO A0 NMnaHy nefiaTpUyHNX AOCAILKEHb
MeHapiHi-®oH (PIP) (3mMiHy y3rofxeHo 3 KOMMeTEeHTHUM
XeligeH TM6X, YNOBHOB&XXEHUM OpraHom)
HimeuunHa 3MiHN BHECEHO [0 IHCTPYKUiT AN MEANYHOrO
MakyBaHHs, 3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainis
KOHTPONb Ta BUMYCK "Oco6nmBoCTi 3acTocyBaHHA" Ta "MoGIYHI
cepiii: peakuii" BignoBsigHo go pekomeHgauii PRAC.
Na6opaTopioc BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
MeHapiHi C. A, 3aTBEePAKEHHS.
Icnanis
34. | AU-XENN TabneTku wmnydi no TOB Nartsificbka E-®APMA TPEHTO ITania BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: Ges UA/19079/01/01
600 wmr; no 10 "IHPAPMA Pecny6nika C.N.A. 3MiHu | TMNY - 3MiHK Woao peuenma
TabneTtok y Ty6i; no Tpenginr" 6e3nekn/edhekTVBHOCTI Ta hapMakoHariagy
1 Ty6i B KAPTOHHIl (iHWi 3MiHW). 3MiHN BHECEHO B TeKCT
nauui MapKyBaHHs1 BTOPMHHOT YNakoBKM MiKapCbKoro
3acoby y nyHkTn 3, 7, 11, 17 BBegeHHS 3MiH
NPOTAroM 6-TW MicsLIB 3 AAaTV 3aTBEPKEHHS.
35. | BEKCEPO cycneHsis gns nakcoCmit Benuka FnakcoCmiTKnsiiH ITania BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 3a UA/19683/01/01
BAKLUMHA iH'exUi no 1 gosi KnsaH BpuTaHis Bakuunu C.P.J1. 3MiHn | TNy - 3MiHK 3 sKocTi. A®I. KOHTpoib peyenmom
Anda (0,5 mn/go3sy); no 1 Ekcnopt A®l. 3miHa y meTogax BunpobyBaHHs AdD| abo
MPO®INTIAKT f[o3i (0,5mn)y Nimiten BUXifHOro Marepiany/npoMixxHOro
VKN nonepegHL0 NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
MEHIHITOKOK | HanoBHeHOMY npoueci Bupo6HuuTea A®I (iHWi 3MiHN y
oBOI wnpuui; no 1 MeTofax BUNpPo6yBaHHSA (BKIHOYAKOUMN 3aMiHY
IHDEKLJ, nonepeaHbLo a60 0noBHEHHA) Ad| a6o
o HanoBHEHOMY BMXiZAHOrO/NPOMIXHOro NPoAyKTy) - aHoto
BUK/TUKAET LUNPULLY Y KOMMNEKTI 3MiHOI BBOAUTLCS HOBE 3HAYEHHS MeXi
bCA 3 fiBOMA rosikamu B

KifibKicHOro Bm3HaveHHs (New Limit of
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
CEPOIPYMNO | nnacTtvkoBoMy Quantification (LoQ)) 415 aHaniTUMHOTO MeToAY,
0B KOHTeliHepi; no 1 LLI0 BUKOPUCTOBYETHCS ANA Ki/TbKICHOTO
(BUrOTOBJIE | nnacTMKOBOMY BM3HAYEHHS 3a/IMLLKOBOrO BMICTY
HA 3A KOHTEliHepy y [Ae3okcprboHykeiHoBoi kucnotu (AHK) y
PEKOMBIHA KapTOHHIlA KopooLi 3paskax KOHLEeHTPoBaHO! OCHOBHOI NikapCbKOol
HTHORO AHK peyoBuHn OMV (Outer Membrane Vesicle)
TEXHONOTrIE BaKLMHN Bexsero. 3HaueHHsA LoQ, BU3Ha4YeHe
10, nifg, yac NOBTOPHOT Banigauii aHaniTM4Horo
AL COPBOBA MeTOoAy SK BHYTPILLUHbOIO NoKasHUKa
HA) BiAgnoBigHOCTI, 6yno nepernsHyTo 3 6,3 nr/mn 4o
25 nr/mn. GSK yTO4YHI0E, WO 3MiHa LoQ He
BMN/IMBAE Ha BUKOHAHHSA 3aTBEPAKEHOrO MeToay
aHanizy Ta cneuudikawin BUNycKy NikapcbKoi
peyosnH OMV
36. | BEM®O/A PO34MH ANA iH KL BAT YropwumHa 360pkKa pyykv ans YroplumHa/ BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a UA/17528/01/01
B nonepegHbL0 "lepeoH iH'EKL, BTOPUHHA Benuka 3miHu | TYny - 3MiHKW 3 AKoCTi. FoTOBUIA peyenmom
HamnoBHeHiIN py4li no PixTep" ynakoBKa, [03BiN Ha BpuTaHia nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa

75 MO (5,5
Mkr)/0,125 mn; no
0,125 MmN po3yunHy
Ons iH'exuini B
CKNISAHOMY
KapTpuoxi, 3
ryMOBOO NPOGKOLO-
NOpPLUHEM | TYMOBUM
[nCKOM 3
QTIOMIHIEBUM
KOBMayKoM,
BMIiLLEEHOMY Y YUKy
ONA BBeAEHHSA; no 1
abo 5, a6o 10
nonepegHLo
HarnoBHEHWX PY4OK 3
0fIHOPa30BUMM
ronkamu (BignoBsifHO
1a6o 5 a6o 10) i
cepBeTkamu,
NpOCcCoYeHNMMN
CnMpTOM
(BignoBigHo 1 a6o 5
a60 10) B KapTOHHiii
Kopobui

BUMYCK cepii: BAT
"l'epeoH PixTep",
YropuuHa;
BVMPOGHMLTBO
Hepo3dacoBaHoi
NpoAyKLUii; NnepBnUHHa
ynakoBka
(kapTpuaxi);
KOHTPO/b SIKOCTi 3@
HacTynHVMM
nokasHuKamm:
Bacterial endotoxins;
Sterility; Visual
Appearance; Visible
Particles; Sub-visible
Particles): CiMi
dapmacbloTikanc
NimiTen, Benvka
BpuTaHis;
BMPOGHMLTBO
Hepo3dghacoBaHoT
nNpoAayKLUii, nepBnHHa
ynakoBka
(kapTpuoxi);
KOHTPO/b AKOCTi 3a
BCiMa NOKasHUkamu
cneuudikawii, okpim
Biological activity
(BionoriyHoi
aKTMBHOCTI) Ta
Sterility

ab0 BBefeHHA A0AATKOBOT AifIbHUL
BMPOOHMLTBA 151 4ACTUHM ab0 BCbOro
BMPOGHNYOro NpoLecy roToBoro NikapcbKoro
3aco06y (iHwi 3MiHN) - gogasaHHa BAT "MegeoH
PixTep", YropwuHa (Gedeon Richter Plc.)
(appeca micus npoBapKeHHS Aisi/bHOCTI: H-
1103, byganewr, Byn. flempei, 19-21,
YropuivHa), B IKOCTi aflbTePHATUBHOT AiNIbHULL
[Ns Bi3yasIbHOro KOHTPO/I0 B Npoueci
BMpOGHMLUTBaA J13.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
(CtepunbHocTi)):
BAT "TefeoH
PixTep", YropuwuHa
37. | BEM®ONA PO34MH A1 iH ek BAT YropwmHa 360pKa pyyku ans YropumHa/ BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 3a UA/17528/01/02
B nonepegHsL0 "l'epeoH iH'EKLi, BTOPUHHA Benvka 3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA peuenmom
HarnoBHeHiI pyyi no PixTep" yrnakoBka, [j03Bi/1 Ha BputaHis nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
150 MO (11 BUMYyCK cepii: BAT abo BBeEeHHS 404AaTKOBOI AiNbHULL
MKr)/0,25 mMn; no "l'epeoH Pixtep", BMPOGHMLTBA 415 YacT1HU abo BCbOro
0,25 mMn po3unHy YropLHa; BMPOGHNYOro MPOLECY rOTOBOrO NiKaPCbKOro
ONs iH'eKUIn B BMPOGHMLTBO 3aco06y (iHwi 3MiHK) - gogaBaHHa BAT "lepneoH
CKNSAHOMY Hepo3dghacoBaHoT PixTep", YropwuHa (Gedeon Richter Plc.)
KapTpuaxi, 3 NPOAYKLii; NnepBUHHA (appeca micusa npoBamXeHHs AisnbHoOCTI: H-
rymoBOI0 Npo6Koto- ynakoBka 1103, byganewr, Byn. flempei, 19-21,
NOpLUHEM i TYMOBUM (kapTpuaxi); YropLumHa), B IKOCTi a/ibTEPHATUBHOI AiIbHUL
[ONCKOM 3 KOHTPO/b SKOCTi 3a 01151 Bi3ya/IbHOTO KOHTPOJIHO B NPOLLECi
aNlOMiHIEBUM HaCTyMHYMM BMpOGHMLUTBA J13.
KOBMaYKoM, nokasHuKamm:
BMILLEHOMY Y PYUKY Bacterial endotoxins;
[ON51 BBEAEHHST; no 1 Sterility; Visual
abo 5, a6o 10 Appearance; Visible
nonepeAHbL0 Particles; Sub-visible
HarnoBHEHMNX PYYOK 3 Particles): CiMi
0/IHOPa30BUMM dapmacbloTikanc
ronkamu (BignoBigHO NimiTen, Benvka
1a6o 5 a6o 10) i BputaHis;
cepBeTKamu, BMPOBHNLTBO
NpPOCOYEHNMMN Hepo3dgacoBaHo!
cnupTom NpoAyKuii, NnepBUHHa
(BignosigHo 1 a6o 5 ynakoBka
a6o 10) B KapTOHHii (kapTpuaxi);
Kopobui KOHTPO/b AKOCTi 3a
BCiMa NoKasHUkamu
cneumdikawlii, okpim
Biological activity
(BionoriyHoi
aKTMBHOCTI) Ta
Sterility
(CtepunbHocTi)):
BAT "TepeoH
PixTep", YropwuHa
38. | BEM®OJ/A PO34MH ANA iH eKLii BAT YroplmHa 360pkKa pyyku ans YropwuHa/ BHECEHHS 3MiH [0 peecTpayjiiiHux maTepianis: 3a UA/17528/01/03
B nonepegHL0 "l'epeoH iH'EKLi, BTOPUHHA Benvka 3MiHu | TMny - 3MiHKW 3 AKoCTi. FoTOBUIA peyenmom
HarnoBHeHiI py4li no PixTep" ynakoBka, [03Bif1 Ha BpuTaHis nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa

225 MO (16,5
MKr)/0,375 mn; no

BMNycK cepii: BAT
"T'epeoH PixTep",

ab0 BBeleHHA A0A4ATKOBOI AiNbHULL
BMPOGHMLTBA A1 YaCTUHM abo BCbOro

0,375 Mn po3unHy YropuuHa; BMPOGHNYOro NpoLecy roToBoro Nikapcbkoro
Ans iH'exuili B BUPOGHMLTBO 3acoby (iHwWi 3MiHK) - fonaBaHHA BAT "T'egeoH
CKNSIHOMY Hepo3sdracoBaHoi PixTep", YropwwmHa (Gedeon Richter Plc.)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KapTpuaxi, 3 NpOoAyKLUii; NnepBUHHA (appeca micusa npoBamKeHHs AisnbHOCTI: H-
rymMoBO NPO6Koto- ynakoBka 1103, byganewr, Byn. emperi, 19-21,
MOPLUHEM | TyMOBUM (kapTpuaxi); YropLivHa), B AKOCTi a/lbTEPHATUBHOT AiNIbHULL
[NCKOM 3 KOHTPO/1b IKOCTI 3a [N Bi3yasIbHOro KOHTPO/IIO B Npoueci
NIOMIHIEBUM HacTynHUMun BUpO6GHMLTBA J13.
KOBMAaYKoM, nokKasHukamm:
BMILLEHOMY Y PYyYKy Bacterial endotoxins;
0151 BBEEHHs; no 1 Sterility; Visual
a6o 5, a6o 10 Appearance; Visible
nonepegHbL0 Particles; Sub-visible
HanoBHEHUX PYYOK 3 Particles): CiMli
0fiHOpa30BUMY dapmacbloTikanc
ronkamu (BignoBigHO NimiTen, Benvka
1a6o 5 a6o 10) i BpuTaHis;
cepseTKamu, BMPOGHMLTBO
NpoCcoYeHNMHn Hepo3acoBaHo|
cnMpTom npoAayKuii, nepBnuHHa
(BignosigHo 1 a6o 5 ynakoBka
abo 10) B KapTOHHii (kapTpuaxi);
KopooLi KOHTPO/b AKOCTi 3a
BCiMa NokasHvKamu
cneuudikauii, oKpim
Biological activity
(BionoriyHoi
aKTMBHOCTI) Ta
Sterility
(CtepunbHocTi)):
BAT "TeneoH
PixTep", YropwuHa
39. | BEM®O/A PO34MH ANA iH ek BAT YropwumHa 360pka pyyku ans YroplumHa/ BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: 3a UA/17528/01/04
B nonepegHbL0 "lepeoH iH'EKL, BTOPUHHA Benuka 3MmiHu | TYny - 3MiHKW 3 AKOCTi. FoTOBUIA peyenmom
HamnoBHeHiIN py4li no PixTep" ynakoBKa, [03BiN Ha BpuTaHis nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa

300 MO (22 mkr)/0,5
ms; no 0,5 mn
PO34UHY ON15 iH'EKUIA
B CK/IIHOMY
KapTpuaxi, 3
ryMOBO NPO6KOLo-
MOPLUHEM | TYyMOBUM
[ANCKOM 3
IOMIHIEBUM
KOBMAaYKoM,
BMILLEEHOMY Y PYUKy
NS BBeeHHs; no 1
abo 5, abo 10
nonepegHL0
HamMoBHEHNX PYYOK 3
0HOpa30BUMH

BUMYCK cepii: BAT
"l'epeoH PixTep",
YropumHa;
BVMPOGHMLTBO
Hepo3dacoBaHoi
NpoAyKLUii; NnepBnUHHa
ynakoBka
(kapTpuaxi);
KOHTPO/b AKOCTi 38
HacTynHYMM
nokKasHukamm:
Bacterial endotoxins;
Sterility; Visual
Appearance; Visible
Particles; Sub-visible
Particles): CiMi

ab0 BBeAeHHA A0AATKOBOT AifIbHUL
BMPOOHMLTBA 151 YACTUHM ab0 BCbOro
BMPOGHNYOro NpoLecy roToBoro Nikapcbkoro
3aco0by (iHwi 3MiHN) - gogasaHHa BAT "MegeoH
PixTep", YropwuHa (Gedeon Richter Plc.)
(appeca micusi NpoBapKeHHS Aisi/IbHOCTI: H-
1103, byganewr, Byn. flempei, 19-21,
YropLuivHa), B IKOCTi aflbTePHATUBHOT AiNIbHULL
[Ns Bi3yasIbHOro KOHTPO/I0 B NpoLeci
BMpOGHMLUTBA J13.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
ronkamu (BignoBigHO dapmacbloTikasnc
1 a6o 5 a6o 10) i NimiTen, Benvika
cepBeTkamu, BpuTaHis;
NPOCOYEHNMMN BMPOOHNLTBO
cnMpTom Hepo3dhacoBaHoT
(BignosigHo 1 a6o 5 nNpoAayKLUii, nepBnHHa
ab6o 10) B KapTOHHii yrnakoBka
KopooLi (kapTpuoxi);
KOHTPO/b AKOCTi 3a
BCiMa NOKa3HUKamu
cneuudikawii, okpim
Biological activity
(BionoriyHoi
aKTMBHOCTI) Ta
Sterility
(CtepunbHocTi)):
BAT "TefeoH
PixTep", YropuwuHa
40. | BEM®O/A PO34MH A1 iH ek BAT YropwuHa 360pKa pyyku ons YropumHa/ BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis: 3a UA/17528/01/05
B nonepegHL0 "l'epeoH iH'EKLi, BTOPUHHA Benvka 3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA peuenmom
HarnoBHeHiI pyyi no PixTep" yrnakoBka, [j03Bi/1 Ha BputaHis nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa

450 MO (33
MKr)/0,75 Mn; no
0,75 M1 po3unHy
ONs iH'eKUIn B
CKNSIHOMY
KapTpuaxi, 3
ryMOBO NPO6KOto-
NOpPLUHEM | TYMOBUM
[OVCKOM 3
aTIOMIHIEBUM
KOBMaYKoM,
BMILLEHOMY Y PYUKY
NS BBefleHHs; no 1
a6o 5, a6o 10
nonepeAHbL0
HarMoBHEHNX PYYOK 3
0/IHOPa30BUMM
ronkamu (BignoBigHO
1a6o 5 a6o 10) i
cepBeTKamu,
NpPoOCcCoYeHUMMN
cnmpTom
(BignosigHo 1 a6o 5
a6o 10) B KapTOHHii
Kopobui

BUMYyCK cepii: BAT
"l'epeoH Pixtep",
YropumHa;
BMPOGHMLTBO
Hepo3dghacoBaHOT
NpoAYyKLUii; NepBNHHA
ynakoBka
(kapTpuaxi);
KOHTPO/b AKOCTi 3a
HacTyMHUMK
noKasHuKamm:
Bacterial endotoxins;
Sterility; Visual
Appearance; Visible
Particles; Sub-visible
Particles): CiMi
dapmacbloTikanc
NimiTen, Benvka
BputaHis;
BUPOGHMLTBO
Hepo3dghacoBaHol
NpoAyKuii, NnepBUHHa
ynakoBka
(kapTpuaxi);
KOHTPO/1b SIKOCTI 3a
BCiMa NoKasHUkamu
cneumdikaLlii, oKpim

abo BBeEeHHS 40A4AaTKOBOI AiNbHULL
BMPOBHMLTBA 4151 YACTUHM abo BCbOro
BMPOGHMYOro MPOLECY roTOBOrO NiKapCbKOro
3aco06y (iHwi 3MiHK) - gogasaHHa BAT "lepeoH
PixTep", YropwuHa (Gedeon Richter Plc.)
(agpeca micusi npoBagKeHHS Ais/IbHOCTI: H-
1103, byganewr, Byn. flempei, 19-21,
YropLumHa), B IKOCTi a/ibTEPHATUBHOI AiTbHUL
01151 Bi3yasIbHOTO KOHTPOJHO B NPOLLECi
BMpOGHMLTBA J13.
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Homep

n/n

Hassa
JliKapcbKO20

Popma sBUMYCKY
(nikapcbka ¢hopma,

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

peecmpayitiHo2o

nocsBi0YeHHs

3acoby

ynakoska)

Biological activity
(BionoriyHoi
aKTMBHOCTI) Ta
Sterility
(CtepunbHocTi)):
BAT "TepeoH
PixTep", YropwuHa

6e3

UA/7805/01/01

41.

BEMNAHTEH®
nnoc

Kpem; no 100, 30 r
ab6o 3,5 ry 1y6i; no
1 Ty6i B KAPTOHHIl
Kopobui

Baiiep
KoHcbomep
Kep Al

LLiBeiiLapis

' F'peHsax
MpogykTioHc MM6X

HimeuunHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3Mminn | TUny - 3MiHn 3 sKocTi. CepTudpikar
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiit hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBIEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BuxigHOro
matepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPO6HMLTBI API; Ans
[OMOMDKHOT peyoBMHU (cepTuddikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOB/EHWI cepTUdikaT Bif, y)Xe 3aTBEPAXEHOr0
BMpPO6HMKa - [ogaHHA OHOB/IEHOTO cepTuduikary
BiAnoBigHOCTI EBponelicbkin hapmakonei R1-
CEP 2006-233-Rev 03 15 Aito4oi pevoBuHU
[eKCMaHTEHO Bif, BXe 3aTBEPAXXEHOI0
BMpOGHMKa BASF B 3B’3Ky 3i 3MiHOIO MeToAy
BUMNPOOYBaHHA AeKCnaHTeHosy (3aTBEPAXKEHO:
R1-CEP 2006-233-Rev 01; 3anponoHoBaHo: R1-
CEP 2006-233-Rev 03).

peyenma

3a

He

UA/10751/01/01

42,

BEPOAYAN®

PO34MH ANna
iHransyiin; no 20 mn
abo 40 mny
onakoHi 3
KpanesnsHuueto; no 1
donakoHy B
KapTOHHIlA KopooLi

BepiHrep
IHrenbxanm
IHTEpHeLwHN

6X

HimeuunHa

IcTiTyTO AEe AnXeni
C.p.n.

ITanisa

BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis:
3MiHu | TYny - 3MiHKW 3 AKocTi. FoToBUIA
nikapcbkuii 3aci6. CTabinbHiCTb. 3miHa Yy
TepMiHax npuaaTHOCTI abo ymoBax 36epiraHHs
roTOBOrO /liKapCbKoro 3acoby (iHLwi 3miHW) -
BBeEHHS TepMiHy npuaatHocTi 13 nicna
nepLUoro BigkpuTTAa hnakoHy — 12 micsuis.
3aTBepaKeHo: TepMiH NpMAATHOCTI. 3 poku.
3anponoHoBaHo: TepMiH NpUAaTHOCTI. 3 POKMK.
TepMiH NpMAATHOCTI NiCNs NepLUOro BiAKPUTTA
chnakoHy: 12 micsyis. A TakoX 3MiHWM BHECEHO [0

IHCTPYKLUT 4719 MEeANYHOro 3acTOCYBaHHSA
nikapcbKoro 3acoby no po3ainy "TepmiH
npuaaTHoCTI", Ta K HacNifoK A0 MyHKTY 8
TEKCTY MapKyBaHHS BTOPUHHOI YNakoBKu
nikapcbKoro 3acoby. BeefeHHs 3MiH npoTarom 6
MiCALIB Micnsa 3aTBepMXEHHS. 3MiHu | Tuny -
3MiHK 3 SKoCTi. FoToBMIA NiKapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NiKkapcbkoro 3acoby (iHwi

3MiHV) OHOBJ/IEHHS BXE 3aTBEP/KEHNX METOAIB

peyenmom

nionsieae
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KOHTpO/H0 sKOCTi /13, a came BUKNaAEeHHSA
TEKCTY Aep>XXaBHOK MOBOIO 3riHO Cy4YacHUX
BMMOr. BBegeHHs 3MiH npoTsarom 6 micauis nicns
3aTBEPMKEHHS. 3MiHW | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Onuc Ta cknag, (iHwi
3MiHK) - YTOYHEHHS cknagy 13 ansa giroyoi
peyoBUHM inpaTtponito 6pomig, i3 «InpaTponito
6poMif, eKkBiBaNIEHTHO iNpaTponito 6pomiay
6e3804HOr0» Ha «Inpatponito 6pomigy
MOHOTiApaT, WO eKBiBa/IEHTHO inpaTponito
6pomigy 6e3B04HOro» 3 BifnoBigHUMYN 3MiHaMU
B po3ain «Cknag» MKA /13 gns npueefeHHs Ao
OpuriHa/IbHVX Matepianis BUPO6HMKa A Takox
3MiHW BHECEHO A0 IHCTPYKLiT 4519 MeAUYHOro
3acTOCyBaHHS NMikapCcbkoro 3acoby A0 po3ainy
"Cknapg", Ta SiK HacnifgoK Ao NyHKTY 2, 6 TeKCTy
MapKyBaHHSi NEPBUHHOI Ta A0 NYHKTIB 6, 17
TEKCTY MapKyBaHHSA BTOPUHHOI YNaKkoBKK
nikapcbkoro 3acoby. BBeeHHs 3MiH MPOTAroM
6-Tn MicAuiB Nicnsa 3aTBepiXeHHNA. 3MiHu Il Tuny
- 3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KOpoTKii
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOKTIHIYHUMM, KTIHIYHUMUW JaHuMK Ta
AaHvMu 3 chapmakoHarnsgy. 3miHM BHECEHO A0
IHCTPYKUT 4719 MEANYHOro 3acTOCYBaHHSA
nikapcbKoro 3acoby no po3ainis "MokasaHHS"
(YTOUHeHHs Ta pefakLiiiHi npaskm),
"®apmakonoriyHi BracTmBocTi”,
"MpoTrnoka3aHHsa", "Crnocib 3acTocyBaHHsA Ta
[031" (BHECEH] YyTOUHEHHS), "B3aemogis 3
HLWMMK NiKapCbKMKM 3aco6amMu Ta iHLWi BUam
B3aemogiit", "OcobMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHs y nepio BariTHOCTi abo
roflyBaHHs rpyaar” (pefakuiiHi npaBku TEKCTY),
"Mepeno3yBaHHa", "IMo6ivHI peakuii”, "3aaTHiCTb
BMAVBATY Ha LWBWAKICTb PeakLii Npu KepyBaHHi
aBTOTpaHCMOpPTOM abo iHWMMK MexaHismamu'.
BBefeHHs 3MiH NpoTAroM 6 Micauis nicas
3aTBEPKEHHSA

43.

BETAKOP

TabneTku, BKpUTI
NNiBKOBOK
060/10HKOH0, M0 20
mr; no 10 TabneTok
y 6nictepi; no 3
6nictepn y nayui

AT
"KUIBCBKW
"
BITAMIHHM
1 3ABOA"

Ykpaina

AT "KWTBCBKIT
BITAMIHHU
3ABOS"

YkpaiHa

BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta hapMakoHariagy
(iHWi 3MiHM) 3MiHM BHECEHO B TEKCT MapKyBaHHS
BTOPWHHOT yNakoBKM NliKapCbKoro 3xacoby y
NyHKT 17. BBeAEHHSA 3MiH NPOTAroM 6-Tu MicsuiB

3a
peyenmom

UA/7013/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
nicns 3aTBepKeHHs
44. | BINOBIN® kancynu no 80 mr, KPKA, a.4., CnoBeHis BMPOOHULITBO «in CnoBeHis BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 6e3 UA/1234/01/01
POPTE no 10 kancyny HoBo mecTo bulk», nepsuHHe Ta 3MiHn | TURY - 3MiHK Woao peyenma
6nicTepi; no 2 abo BTOpPUHHE 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
no 6 6nictepis y nakyBaHHs, (iHWi 3MiHW) - 3MiHM BHECEHO Y TEKCT
KapTOHHI Kopoobui KOHTPO/b Ta BUMYCK MapKyBaHHS BTOPUHHOI YNakoBKW NiKapCbKOro
cepii: KPKA, a.4., 3acoby y n. 17. IHLWE. BBeAeHHS 3MiH MPOTAroM
HoBo mecTo, 6-Tn MicsaUIB NicNsA 3aTBEPKEHHS
CnoBEHIS; KOHTPO/Tb
cepii: KPKA, ao.4.,
HoBo mecTo,
CnoBeHis
45. | BIC-ANITEP Kancynu Teepai, no TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a He UA/19522/01/01
5 mr/4 mr, no 10 «MIKPOXIM «MIKPOXIM>, 3MiHu | TMNy - 3MiHKW 3 AKOCTi. FOTOBMIA peyenmom | niosisi2ae

Kancyn y énictepi;
no 3 6nictepn y
nauui 3 KapToHy; No
30 kancyn y 6aHui;
no 1 6aHui y nayui 3
KapToHy

»

YkpaiHa (ropugnyHa
afpeca;
BiAnoBiganbHUIA 3a
BWMYCK Cepii, He
BK/TIOHA0UM
KOHTPONb/BUNPOGYB
aHHs cepii); TOB
HB® «MIKPOXIM>,
YkpaiHa (Bupo6Huya
OinbHWUS); AT
«®apmak», YkpaiHa
(Bci cTagji
BMPOGHMLITBA 38
BUK/OYEHHAM
BMNYCKY cepii)

nikapcbkuii 3aci6. 3mMiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/3miHu, LLIO CTOCYHOTLCS BUNYCKY cepil
Ta KOHTPO/II0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo gofaBaHHs finbHUL, Ha
AKil 34IACHI0ETBCS KOHTPO/Tb/BUNPOOYBaHHSA
cepii). 3MiHM BHECEHO Y PO34inn "BUPO6HKK" Ta
"Micue3HaxomKeHHs BUPOOHMKa Ta agpeca
MiCLiAl MPOBaXEHHS Or0 Ais/IbHOCTI" B
IHCTPYKL,it0 4151 MEANYHOrO 3aCTOCYBaHHSA Y
3B'A3Ky 3 BBEEHHAM [04aTKOBOI BUPOOGHNYOT
OiNbHULL Ta AK HAC/IAOK - Y TEKCT MapKyBaHHS
ynakoBKK NikapcbKoro 3acoby. BeeAeHHs 3MiH
NPOTAroM 6-T1 MiCALIB MiC/A 3aTBEPMAKEHHS.
3MmiHu | TYny - 3MiHKW 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa
ab0 BBefeHHS A04ATKOBOT AifIbHUL
BMPOOHMLTBA 151 YACTUHM ab0 BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapcbKoro
3aco6y (AinbHMLA, Ha K NpoBOAATLCA Oy ab-
AKi BUPOGHWYI CcTagii, 3a BUHATKOM BUMYCKY
cepiil, KOHTPO/IHO AKOCTi, NEePBUHHOTO Ta
BTOPWHHOIO NakyBaHHS, AN HECTEPU/TbHUX
nikapcbkyx 3aco6iB). CynyTHS 3MiHa- 3MiHW 3
sIKoCTi. FOoTOBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOG6HMLTBI. 3amiHa abo BBEAEHHSA [0AaTKOBOI
AiNbHULI BUPOGHULTBA A48 YacTUHN abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapcbKoro
3aco0y ([inbHULSA 418 BTOPUHHOTO NakyBaHHS) -
3MmiHu 3 sKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHULTBI. 3aMiHa ab0 BBEAEHHS
[04aTKOBOT AiNbHULI BUPOGHMLTBA A1 YaCTUHU
a60 BCbOro BMPOGHMYOro NpoLiecy roToBoro
NiKapcbKoro 3acoby (AiNbHULA 4151 NEPBUHHOMO
nakyBaHHs) - BBeEHHA A0AaTKOBOT AifIbHUL




Hassa

3asaBHUK
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n/n

JliKapcbKO20
3acoby

Popma sBUMYCKY

ynakoska)

(nikapcbka ¢hopma,

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

46.

BIC-ANITEP

BMpo6HMLUTBa AT «®APMAK>, YkpaiHa, sika
3[jiicHI0E BUPO6HULTBO in bulk 3 nepBUHHUM
nakyBaHHAM Ta BTOPWHHe nakyBaHHsA [/13.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEpPKEHHSA. 3MiHY | TUny - 3MiHKW WoA0
6e3nekn/edhekTUBHOCTI Ta hapMakoHariagy
(iHLWi 3MiHW). 3MiHW BHECEHO Y TEKCT
MapKyBaHHS NepBUHHOT (M. 2) Ta BTOPUHHOT (N.
1, 2, 17) ynakoBku NikapcbKoro 3acooby.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEepMKEHHS. 3MiHN | TUMY - 3MiHW 3 SKOCTI.
[OTOBWIA nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHM Y NpoLeci BUpobHuLTBa
roTOBOrO /1iKapCbKOro 3acoby, BKo4aoun
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCS NpY
BMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUPO6HMLTBA) -
3MiHM y BUpOBHMYOMY npoueci Ana agantauil
TEXHOMOrYHOro npouecy Ao 061agHaHHA HOBOT
OinbHUUI, a came 3MiHa po3mipy cuta ons
NPOCitOBaHHA CUPOBUHY (3aTBEPA)KEHO: PO3MIP
oTBopiB cuta 0,5 MM; 3aNPONOHOBAHO: CiTka 3
po3mipom otBopis cuta 0,5 mm, 1,0 mm 1a 1,5
MM). 3MiHK | TUNY - AGMIHICTPaTUBHI 3MiHW.
BunyyeHHs BUPOGHWYOT AinbHuLi (BKIHOYatoum
AinbHuui ansa A®l, npoMixHoro NnpogykTy abo
roTOBOrO /liKapCbKoro 3acoby, AinbHUL A1
NpoBefieHHA NaKyBaHHs, BUPOOHUKA,
BiANOBIAa/ILHOIO 3a BUNYCK Cepiit, MicLe
npoBeAEeHHS KOHTPOO cepii) abo
noctavasibH1Ka BUXILHOTO MaTepiasty, peareHTy
a60 [JONOMIKHOI PeHOBMHM (SKLLO 3a3HAaYeHO Y
[OCbE) - BUTYYEHHS BUPOGHMYMX AinbHuLb TOB
HB® «MIKPOXIM», YkpaiHa, ski 34iiicHIoBas/n
KOHTpO/ib /13, a came: nabopaTopis 6ionoriyHoro
aHanisy (YkpaiHa, 93000, JlyraHcbka 061., M.
Py6ixHe, Byn. MNovyaiBcbka, 6ya. 9) Ta
nabopartopis (i3nKo-XiMiYHOro aHanily Ta
KOHTPONI0 BUPOGHUMLTBA (YKpaiHa, 93000,
JlyraHcbka 0671., M. Py6ixHe, Byn. JleHiHa, bya.
33).

Kancynv Teepgi, no
5 mr/8 mr, no 10
Kancyn y énictepi;
no 3 6nictepn y
nauti 3 KapToHy; No
30 kancyn y 6aHui;

no 1 6aHuj y nayui 3

TOB HB®
«MIKPOXIM

»

YkpaiHa

TOB HB®
«MIKPOXIM>,
YkpaiHa (lopuamyHa
appeca;
BiANOBiAA/IbHWIA 32
BUNYCK cepil, He
BK/IKOYA0YM

YkpaiHa

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MmiHu | TYny - 3MiHKW 3 AKOCTi. FoTOBUIA
nikapcbkuid 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCS BUMYCKY cepil
Ta KOHTPO/I0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo foAaBaHHSA AifbHUL, Ha

AKil 3AIICHIOETLCS KOHTPO/1b/BUNPOBYBaHHS

3a
peyerimom

He
niossieae

UA/19522/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KapToHy KOHTPO/b/BMNPOGYB cepii). 3MiH1 BHECEHO Y po34inn "BUpoBHKK" Ta

aHHsA cepii); TOB
HB® «MIKPOXIM>,
YkpaiHa (Bupo6HMya
ninbHuus); AT
«®apmMak», YkpaiHa
(Bci cTapgji
BMpo6GHUUTBA 3a
BUK/TIIOYEHHAM
BUMYCKy CepiT)

"Micue3HaxompkeHHA BUPO6HVKa Ta afgpeca
MiCLSt NPOBaKEHHSA 1A0T0 AisiNbHOCTI" B
IHCTPYKL,itO0 415 MEeANYHOrO 3aCTOCyBaHHA Y
3B'sI3Ky 3 BBE,EHHAM [104aTKOBOI BUPOGHNYOT
AINbHULI Ta AK HACNIAOK - Y TEKCT MapKyBaHHSA
yMakoBKM MikapcbKoro 3acoby. BBeAeHHs 3MiH
NPOTArom 6-Tu MICALIB NIiC/A 3aTBEPOAXKEHHS.
3MiHu | TUNY - 3MiHK 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
ab6o BBeAEHHA A0AATKOBOT AiNbHUL
BMPOGHMLTBA A1 YacTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapCbKoro
3acoby (AinbHMLA, Ha Sk NpoBOAATLCA By b-
AKi BUPOGHWYI CTagii, 3a BUHATKOM BUMYCKY
cepiiA, KOHTPOJIIO SKOCTi, NEPBMHHOTO Ta
BTOPWHHOTO MakyBaHHS, A/ HECTEPUTbHNX
nikapcbkux 3aco6is). CynyTHA 3MiHa- 3MiHW 3
AKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHUUTBI. 3amiHa abo BBeAeHHSA A04aTKOBOT
AiNbHUL BUPOOHULTBA 19 YacTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapCbKoro
3acoby (AinbHULA AN BTOPUHHOTO NakyBaHHS) -
3MiHM 3 IKOCTi. FOTOBWIA Nnikapcbkunii 3aci6. 3MiHN
y BUPOBGHMLTBI. 3aMiHa abo BBeAEHHS
[04aTKOBOI Ai/IbHULi BUPOOHULTBA ANS YACTUHU
ab0 BCbOro BUPOGHMYOro npoLecy rotoBoro
nikapcbKoro 3acoby (AiNbHWUSA 415 NEPBUHHOMO
nakyBaHHs) - BBe,eHHSA 004aTKOBOT AiNbHULL
BupobHMuTBa AT «@APMAK», YKpaiHa, ska
3[jiicHI0E BUPO6HULTBO in bulk 3 nepBUHHUM
nakyBaHHsAM Ta BTOPUHHE nakyBaHHA M13.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBepMKeHHs. 3MiHK | Tuny - 3MiHW WoAo
6e3nekun/ethekTUBHOCTI Ta hapMakoHarnagy
(iHLWi 3MiHW). 3MiHW BHECEHO Y TEKCT
MapKyBaHHS NEPBUHHOI (M. 2) Ta BTOPUHHOT (1.
1, 2, 17) ynakoBKu NikapcbKoro 3acoby.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS. 3MiHW | TUNy - 3MiHW 3 AKOCTI.
[OTOBWIA Nlikapcbkuii 3aci6. 3miHK y
BMPOGHMLTBI. 3MiHW Y NpoLeci BUpo6HULITBA
roTOBOIO /1iKapCbKOro 3acoby, BK/I0Yaoun
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCS NpU
BMPOGHULITBI FOTOBOTO NiKapCbKOro 3acoby
(He3HauHa 3miHa y mpoueci BUpobHMLTBA) -
3MiHV Y BUPOGHMYOMY NpoLeci ans aganTawii
TEXHO/10M4YHOro npouecy Ao 06n1agHaHHA HOBOI
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

AOiNbHULI, a caMe 3MiHa po3mipy cuta ans
NPOCiOBaHHA CUPOBUHU (3aTBEPXKEHO: PO3MIP
oTBopiB cuta 0,5 MM; 3aNpoONoHOBaHO: CiTka 3
po3mipom oTBopis cuTa 0,5 mm, 1,0 mm Ta 1,5

MM). 3MiHK | TUNY - AOMIHICTPATUBHI 3MiHW.
BunyyeHHs BUPOGHWYOI AinbHuLi (BKIHOYAK0UM
AinbHuui ana A®l, npomikHOro npoaykTy abo

roTOBOrO JliKapcbKoro 3acoby, AinbHULi ANns
NpoBefEeHHs NakyBaHHs, BUPOOHUKA,
BiANOBIAA/ILHOrO 3a BUMNYCK Cepiii, MicLe
npoBeeHHS KOHTPOO cepii) abo
nocTavasibHVKa BUXIGHOTO Martepiasny, peareHty
a60 [OMNOMIXXHOT Pe4OBUHM (SKLO 3a3HAYEHO y
[O0CbE) - BUNYyYeHHSA BUPO6HMNUKX AinbHULbL TOB
HB® «MIKPOXIM», YkpaiHa, siki 3giiicHioBasn
KOHTpO/b /13, a came: nabopaTopis 6ionoriyHoro
aHanisy (YkpaiHa, 93000, J/lyraHcbka 06/1., M.
Pyb6ixHe, Byn. MNouvaiBckka, 6ya. 9) Ta
nabopatopis gi3MKo-XiMIYHOTO aHanisy Ta

KOHTPON0 BUpO6HULTBA (YKpaiHa, 93000,

NyraHcbka 0611., M. Py6ixHe, Byn. JleHiHa, bya.
33).

47.

BIC-ANITEP

kancynu TBepai, no
10 mr/8 wmr, no 10
kancyn y 6nictepi;
no 3 6nictepu y
nauuj 3 KapToHy; No
30 kancyn y 6aHuj;
no 1 6aHuj y nayui 3
KapToHyY

TOB HB®
«MIKPOXIM

»

YkpaiHa

TOB HB®
«MIKPOXIM>,
YkpaiHa (fopugnyHa
ajpeca;
BiANOBiAa/IbHNIA 3a
BUWMYCK cepii, He
BK/TIOHA0UM
KOHTPONb/BMNPOGYB
aHHs cepii); TOB
HB® «MIKPOXIM»,
YkpaiHa (BUpo6HMua
OinbHWUS); AT
«Papmak», YkpaiHa
(Bci cTagji
BMPOGHMLITBA 3a
BUK/OYEHHAM
BUMYCKY CepiT)

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MmiHu | Tvny - 3MiHKn 3 AKocTi. FoToBUIA
nikapcbkuid 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYTLCS BUNYCKY cepil
Ta KOHTPOJII0 AKOCTi FOTOBOTO /NiKapCbKOro
3acoby (3amiHa abo JofaBaHHs AinbHULI, Ha
AKilA 3AIACHIOETLCSA KOHTPO/Tb/BUNPOBYBaHHS
cepii). 3MiH1 BHECEHO Y po3inn "BUpobHuK" Ta
"Micue3HaxomKeHHs BUPOOHMKa Ta agpeca
MiCLiAl NPOBAKEHHS AOr0 Ais/IbHOCTI" B
IHCTPYKL,itO0 4719 MEANYHOIO 3aCTOCYBaHHS y
3B'AI3Ky 3 BBEEHHAM [0AAaTKOBOI BUPOOGHNYOT
OiNbHULL Ta SIK HAC/IAOK - Y TEKCT MapKyBaHHS
yMakoBKM MikapcbKoro 3acoby. BBeAeHHs 3MiH
NPOTArom 6-T1 MiCALIB MiC/IA 3aTBEPAKEHHS.
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
abo BBeEeHHS 404aTKOBOI AiNbHULL
BMPOBHMLTBA 4151 YACTUHM abo BCbOro
BMPOGHNYOro MPOLECY rOTOBOrO NiKapPCbKOro
3aco6y ([inbHMLA, Ha ki NpoBOAATLCA By ab-
AKi BUPOGHMYI CTagil, 3a BUHATKOM BUMYCKY
cepiii, KOHTPOSO SKOCTi, NEPBUHHOTO Ta
BTOPWHHOTO MaKyBaHHS, A/ HECTEPUTbHNX
nikapcbkux 3acobis). CynyTHS 3MiHa- 3MiHU 3
AKOCTi. [0TOBWIN Nikapcbkumii 3aci6. 3MiHW Y

3a
peyenmom

He
nionsieae

UA/19522/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

BMPOGHMLTBI. 3amiHa abo BBEAEHHS [0AaTKOBOI
LiNbHUL BUPOBHULTBA A/19 YACTUHN abo BCbOro
BMPOGHMYOro NPOoLEecy roToBoro NikapcbKoro
3acoby (ginbHMLA AN BTOPUHHOTO NakyBaHHS) -
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPO6GHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOT AiNIbHULI BUPOGHMLTBA A1 YaCTUHN
a60 BCbOro BMPOGHMYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (AiNbHWUUA 415 NEPBUHHOMO
nakyBaHHs) - BBEA,EHHS A0AATKOBOT AifIbHUL
Bupo6HMLTBa AT «@APMAK», YKpaiHa, ska
3pjiicHi0e BUPO6HULTBO in bulk 3 nepBUHHUM
nakyBaHHAM Ta BTOPUHHE nakysaHHsA /13.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy
(iHWi 3MiHW). 3MiHU BHECEHO Y TeKCT
MapKyBaHHS NePBUHHOI (M. 2) Ta BTOPUHHOT (1.
1, 2, 17) ynakoBKu NikapcbKoro 3acoby.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMAKEHHS. 3MiHN | TUNy - 3MiHM 3 SKOCTI.
["oTOBWIA Nikapcbkuii 3aci6. 3miHN y
BMPOOHULTBI. 3MiHM Y npoLeci BUpo6HMLTBa
roTOBOro NikapCbKOro 3acoby, BKIYaUN
MPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NP
BUPOBHULTBI rOTOBOrO NiKapCbKoro 3acoby
(He3HayHa 3miHa y npoueci BUpobHULTBA) -
3MiHM y BUPOBHNYOMY npoueci Ana agantauii
TEXHONOriYHOro npotecy Ao 06nagHaHHA HOBOT
LOinbHULI, a came 3MiHa po3mipy cuta ons
NPOCitOBaHHSA CMPOBWHW (3aTBEPAKEHO: PO3MIp
oTBopiB cuta 0,5 MM; 3aNponoHOBaHO: CiTka 3
po3mipom oTsopis cuTa 0,5 mm, 1,0 mm Ta 1,5
MM). 3MiHK | TUNy - AGMIHICTPaTUBHI 3MiHN.
BunyuyeHHs BUPOOGHMYOT AiNbHULI (BKTHOYAOUM
AinbHuui ana A®l, npomikHOro npoAykTy abo
roTOBOrO JliKapCbkoro 3acoby, AinbHWL 415
npoBefeHHA NakyBaHHs, BUPOOHUKA,
BiANOBIAa/ILHOrO 3a BUNYCK Cepiid, MicLe
NpOBeAEHHSI KOHTPO/IO cepii) abo
noctavasibH1Ka BUXILHOTO MaTepiasny, peareHTy
a60 AONOMIXHOI PeYOBUHM (SKLLO 3a3HAYEHO Y

[OCbE) - BUTyYEHHS BUPOGHMYMX AinbHuub TOB
HB® «MIKPOXIM», YkpaiHa, siki 34iiicHioBasn
KOHTpOb /13, a came: naboparopist 6iosoriyHoro
aHanisy (Ykpaina, 93000, JlyraHcbka 0611., M.
Py6ixHe, Byn. MNovaiBcbka, 6ya. 9) Ta
nabopaTopis di3nKo-XiMiYHOro aHanisy Ta
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KOHTpO/0 BUpo6HMLUTBa (YKpaiHa, 93000,
JlyraHcbka 0611., M. Py6ixHe, Byn. JleHiHa, bya.
33).
48. | BIC-ANITEP Kancynv TBepgi, no TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 3a UA/19522/01/01
5 mr/4 mr, no 10 «MIKPOXIM «MIKPOXIM>, 3MiHu | TMNY - 3MiHK Woao peyenmom
Kancyn y énictepi; » YkpaiHa (opygmyHa 6e3nekn/edekTMBHOCTI Ta thapmakoHarisgy.
no 3 6nictepn y agpeca; BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX
naJui 3 KapToHy; No BiAnoBiganbHUIA 3a npo cuctemMy hapmakoHarnsay (BBefieHHs
30 kancyn y 6aHui; BWMYCK Cepii, He y3arasibHeHX AaHunx Nnpo cuctemy
no 1 6aHui y nayui 3 BK/IHOYAOUM hapmakoHarnsgy, 3MiHa ynoBHOBaXeHO0i 0cobu,
KapToHy KOHTPONb/BUNPOGYB BiANOBiAANbHOI 3a 34iliCHEHHS
aHHsA cepii); TOB hapMakoHarnsay; KOHTakTHOI 0cobu 3
HB® «MIKPOXIM», thapmakoHarnagy 3asBHuKa Ans 34iiCHeHHSA
YkpaiHa (Bupo6Huya thapMakoHarnagy B YkpaiHi, KLU0 BOHA
OinbHWUS); AT BiIMiHHA Bif, YyNOBHOB&XeHOI 0cobu,
«®apmak», YkpaiHa BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapmakoHarnsagy
(Bci cTagji (BK/TIOYAIOYM KOHTaKTHI AaHi) Ta/abo 3MiHN y
BMpO6HMUTBA 3a pO3MiLLEeHHI MacTep-ghaiisia cuctemm
BUK/OYEHHAM chapmakoHarnsgy) - 3mMiHa ynoBHOBaXKeHOT
BMNYCKY cepii) 0co6u 3as1BHMKA, BiAnoBigabHOI 3a
hapmakoHarnng,.
[itoua pepakuis: €scTpatoBa IpuHa IropiBHa.
MponoHoBaHa pepakuin: Montox Hatanis
€BreHiBHa. 3MiHa KOHTaKTHUX AaHNX
YMOBHOB&XEHOT 0CO6Y 3asBHMKa,
BiAnoBiAaIbHOI 3a hapMakoHarnsg.
49. | BIC-ANITEP Kancynv Teepgi, no TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3a UA/19522/01/02
5 mr/8 mr, no 10 «MIKPOXIM «MIKPOXIM», 3MiHu | TMNY - 3MiHK Woa0 peyenmom
Kancyn y 6nictepi; », YKpaiHa YkpaiHa (fopugnyHa

no 3 6nictepu y
nauuj 3 KapToHy; No
30 kancyn y 6aHui;
no 1 6aHuj y nauui 3
KapToHYy

aapeca;
BiANOBiAA/IbHWIA 3a
BUNYCK cepil, He
BK/IHOYA0YM
KOHTpO/b/BUNPOOYB
aHHsA cepii); TOB
HB® «MIKPOXIM>,
YkpaiHa (Bpo6HMya
ninbHuus); AT
«®apmMak», YkpaiHa
(Bci cTagji
BMpo6HMUTBA 3a
BUK/TIOYEHHAM
BMNYCKY cepii)

6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsay.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX
npo cucTemy thapmakoHarnsagy (sBefieHHs
y3ara/ibHeHUX AaHunx npo cuctemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAA/IbHOT 32 3AiCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
hapmakoHarnsay 3asBHuKa 415 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsgy
(BKHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
0Cco6M 3as1BHMKA, BignoBigasibHOI 3a
thapmakoHarnag,.

[itoua pepakuin: €sctpatosa IpyHa IropiBHa.
MponoHoBaHa pepakuin: Montox Hatanis
€BreHiBHa. 3MiHa KOHTaKTHUX JaHnUX
YNOBHOB&XEHOT 0CO6Y 3as1BHMKa,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BiANoBiAa/IbHOI 3a hapMakoHarnsa.
50. | BIC-ANITEP Kancynu Teepai, no TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/19522/01/03
10 mr/8 wr, no 10 «MIKPOXIM «MIKPOXIM>, 3MiHn | TURY - 3MiHK Woao peyenmom
kancyn y 6nictepi; », YKpaiHa YkpaiHa (fopugnyHa 6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
no 3 6nictepu y aapeca; BBeneHHs abo 3MiHM [0 y3arasibHeHUX AaHnUX
nauuj 3 KapToHy; No BiANOBiAa/IbHNI 3a npo cuctemy thapmakoHarnsgy (BBefeHHs
30 kancyn y 6aHuj; BUMYCK cepii, He y3arasibHeHUX JaHux npo cuctemy
no 1 6aHuj y nayui 3 BK/tOYA0UU thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0ocobw,
KapToHy KOHTPONb/BMNPOGYB BiANOBIAANbHOI 3a 34i/iCHEHHSA
aHHs cepii); TOB thapmakoHarnsay; KOHTakTHOi 0cobu 3
HB® «MIKPOXIM», thapmakoHarnaay 3asBHuKa ansi 34iliCHeHHSA
YkpaiHa (Brpo6Huya thapmakoHarnsagy B YKpaiHi, K0 BOHa
OinbHWus); AT BiAMiHHA BiJ, YNOBHOB&XeHOI 0cobu,
«®apmak», YkpaiHa BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy
(Bci cTagji (BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
BMPOGHMLITBA 3a pO3MilLEeHHI MacTep-ghaiina cuctemm
BUK/OYEHHAM chapmakoHarnsgy) - 3miHa ynoBHOBaXXeHOT
BUMYCKY CepiT) ocobu 3asBHMKa, BIANOBIAA/ILHOI 3a
hapmakoHarnsg,.
[Jitova pepakuin: €sctpatosa IpyHa IropiBHa.
MponoHoBaHa pegakuis: Montox Hatanis
€BreHiBHa. 3MiHa KOHTAKTHUX JaHNX
YNOBHOB&XEHOT 0CO6U 3as1BHYMKA,
BiANoBiAa/IbHOI 32 hapmakoHarnsga.
51. | BICONPO/1O TabneTku, BKpUTI Aypo6iHao IHais Aypob6iHao ®apma IHais BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a He UA/16250/01/02
n nNiBKOBOIO $apwma /114 Nimiteg, - FOHIT 11, 3MiHu | TMNY - 3MiHK Woao peuyenmom | nidssizae
AYPOBIHAO 060/10HKOI0 NO 5 ™r, IHAin; AypobiHao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy.
no 14 tabnetok y dapwma /14, 3MiHU Y KOPOTKiil XapakTepucTuLj NikapcbKoro
6nictepi; no 2 dopmyneiwH KOHIT 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ana
6nictepy B XV, IHgis MeANYHOro 3aCTOCYBaHHSA

KapTOHHIlA KopoobLi

reHepuyYHUX/ribpuaHMX/6ionoaibHNX NiKapCbKUX
3ac06iB Nicnsi BHECEHHS TiET caMol 3MiHM Ha
pedepeHTHUIA npenapart (3MiHa He noTpebye
HafaHHA XOAHVX HOBMX A0AATKOBUX AaHNX).
3MiHV BHECEHO [0 IHCTPYKLIT 4151 MeANYHOro
3aCTOCyBaHHS NiKapcbKoro 3acoby y po3ginm
"®apmakonoriyHi BnactnsocTi”, "MokasaHHa",
"MpoTrnokasaHHa", "B3aemogia 3 iHWMN
nikapcbknMmn 3acobamu Ta iHWi BUuam
B3aemogiit", "OcobamMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHA y nepiof BariTHOCTi abo
rogyBaHHs rpyaato”, "Cnocib 3actocyBaHHA Ta
nosn", "Aitn", "MepenosysaHHsa", "Mo6GiYHi
peaxui™ BignosigHo A0 iHhopmal,i Wwoao
MeJMYHOro 3aCToCyBaHHs pethepeHTHOro
nikapcbkoro 3acoby (KOHKOP®, TabneTku,
BKPWTi NNiBKOBOI 060JI0HKOI). BBEAE€HHA 3MiH
npoTArom 6-T1 MicALiB Nicns 3aTBepAKeHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
52. | BICOMPO/IO | TabneTku, BKPUTI Aypo6iHao IHAjs Aypob6iHao ®apma IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHiX MmaTepianis: 3a He UA/16250/01/03
n nNiBKOBOIO $apwma /114 Nimiteq, - FOHIT 11, 3MiHu | TUNY - 3MiHK Woao peyenmom | niosnsizae
AYPOBIHAO 060n0HKot0, N0 10 IHAiA; AypobiHao 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsagy.
Mr no 14 TabneTtok y dapma /174, 3MiHN Y KOPOTKIiil XapakTepucTuLj NikapCbKoro
6nictepi; no 2 dopmyneiwH KOHIT 3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLi Ans
6nictepu B XV, IHgis MeANYHOro 3aCTOCyBaHHsA
KapTOHHI Kopoo6Li reHepuyYHUX/ribpuaHMX/6ionoaiGHMX NiKapCbKUX
3aco06iB nicns BHeCEHHs TiET caMoi 3MiHM Ha
pethepeHTHWi1 Npenapat (3MiHa He noTpebye
HafaHHSA XOAHVX HOBMX A0OAATKOBUX AAHNX).
3MiHV BHECEHO [0 iHCTPYKLIT 4151 MeanyHoro
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ginm
"®apmakonoriyHi BractusocTi”, "lMokasaHHS",
"MpoTunokasaHHs", "B3aemogia 3 iHWKUMKN
nikapcbknMmn 3acobamu Ta iHWi BUam
B3aemogiin", "OcobamMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHoCTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHA Ta
nosn", "Aitn", "MepenosyBaHHs", "Mo6GiyHi
peakui’™ BignosigHo Ao iHhopmMal,i Wwoao
MeZMYHOro 3acToCyBaHHA pethepeHTHOro
nikapcbkoro 3acoby (KOHKOP®, TabneTku,
BKPWTi NNiBKOBOIO 060J/10HKO0). BBEjeHHA 3MiH
npoTArom 6-Tn MicALiB Nicns 3aTBepAKEeHHS
53. | BICOMPO/NO | TabneTku, BKPUTI Aypo6iHao IHAjs Aypob6iHao ®apma IHAjis BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 3a He UA/16250/01/01
n nNiBKOBOIO dapwma /114 Nimitep, - FOHIT 11, 3MiHu | TMNY - 3MiHK Woao peuyenmom | nidsisizae
AYPOBIHAO 060n0HkKot0 No 2,5 IHAiA; AypobiHao 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
Mr; no 14 tabnetok dapma /174, 3MiHU Y KOPOTKiil XapakTepucTuLi NikapCcbkoro
y 6nicTepi; no 2 dopmyneiwH KOHIT 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
XV, IHgis MeANYHOro 3aCTOCYBaHHSA

6nictepy B
KapTOHHIA Kopoo6Li

reHepuyYHUX/ri6puaHMX/6ionoaibHMX NiKapCbKUX
3aco06iB nicns BHECEHHs TiET caMol 3MiHM Ha
pedepeHTHUIA npenapart (3MiHa He noTpebye
HafaHHA XOAHVX HOBMX A0OAATKOBUX AAHNX).
3MiHV BHECEHO [0 IHCTPYKLIT 4151 MeAnyYHOro
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ginm
"®apmakonoriyHi BractusocTi”, "lMokaszaHHS",
"MpoTunokasaHHa", "B3aemogia 3 iHWMMKN
nikapcbknMmn 3acobamu Ta iHLWi BUam
B3aemogiin", "OcobamMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHA y nepiof BariTHOCTi abo
rogyBaHHs rpygaro”, "Cnocib 3actocyBaHHA Ta
nosn", "Aitn", "MepenosysaHHs", "Mo6GiyHi
peaxkui™ BignosigHo Ao iHhopmMal,i Wwoao
MeZMYHOro 3aCToCyBaHHA pethepeHTHOro
nikapcbkoro 3acoby (KOHKOP®, TabneTku,
BKPWTi NNiBKOBOIO 060J/I0HKOID). BBEEeHHA 3MiH
npoTArom 6-T1 MicALiB Nicns 3aTBepAKEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
54. | BOHEBICTA PO34MH A5 iH EKLi, Mictpan AHrnis BWMYCK Cepil, Icnanis/ BHECEHHS 3MiH [0 peecTpaLjiiiHiX MmaTepianis: 3a He UA/16927/01/01
1 mr/Mnno3mnBe Kenitan KOHTPO/b AKOCTI TypeyunHa/ 3MiHu | TUNY - 3MiHK Woao peyenmom | niosnsizae
nonepeaHL0 MeHemxmeH (chiznko-xiMiuHwmi): Yecbka 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsagy.
HaroBHEHOMY T Nliviteq, CiHTOH XicnaHis, Pecny6nika/ 3MiHN Y KOPOTKIiil XapakTepucTuLj NikapCbKoro
wnpuyi; no 1 C.J1., IcnaHis; HigepnaHnamn 3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLi Ans
nonepeaHL0 BMPO6HMLTBO bulk, MeANYHOro 3aCTOCyBaHHsA
HaroBHEHOMY nepBUHHE reHepuyYHUX/ribpuaHMX/6ionoaiGHMX NiKapCbKUX
LUINPULY B KOMMIEKTI nakyBaHHs, 3aco6iB Nnic/1s BHECEHHA TiET camol 3MiHW Ha
3 T0/IKOK0 B BTOPUHHE pethepeHTHWi1 Npenapat (3MiHa He noTpebye
KOHTYPHIi nakyBaHHs: Medhap HaZjaHHS XXOAHMX HOBUX [OAATKOBUX AaHWX).
YapyHKOBIli ynakoBLj lnay CaHai A.C., 3MiHV BHECEHO [0 iHCTPYKLIT 4151 MeanyHoro
B nauLi TypeyuunHa,; 3acToCyBaHHSA NiKapcbKoro 3acoby y po3giu
KOHTPO/Ib SKOCTI "Oco6nmBOCTI 3acTocyBaHHs", "Cnoci6
(cTepunbHicTb, 3acTocyBaHHA Ta no3mn”, "MobiyHi peakuir”
6akTepianbHi BIANOBIAHO A0 iHdopMmaL,i WoJ0 MegnyHoro
€HA0TOKCUHN): 3aCTOCyBaHHA pethepeHTHOro Nikapcbkoro
ITECT nntoc, c.p.o., 3aco6y (BoHBIBa, PO34MH ANS IH'EKUIN).
Yecbka Pecnybnika; BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
KOHTPO/Tb AKOCTI 3aTBEPAKEHHS
(cTepunbHicTb,
6akTepianbHi
€HL,0TOKCUHM):
ITECT nntoc, c.p.o.,
Yecbka Pecny6nika;
KOHTPO/Tb AKOCTI
(MexaHiyHi
BK/tOYeHHS): KHMP
XonpgjHr B.B.,
Higepnanan
55. | BOPTEKCA niodpinisat gna CaH IHais CaH IHais BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3a He UA/17634/01/01
CAH po3unHy ons dapmacbioT dapmacboTKas 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom | niosisi2ae
iH ekuili no 3,5 mr; 1 nKkan IHpacTpi3 NTa,. kofy ATX (iHWi 3MiHW) 3MiHM BHECEHO A0
h/1aKOH 3 MOPOLLKOM IHpacTpi3 IHCTPYKUIT AN MEAMNYHOrO 3aCTOCYBaHHS
Y KapTOHHIli kopobLi Nimiteq nikapcbKoro 3acoby Ao po3giny
"apmakoTepanesTuyHa rpyna. Kog ATX".
BignosigHo 40 MXHApOAHOro knacudikaropa
BOO3: 3aTBEpAKEHO: AHTUHEOMTACTUYHI
3aco6u. Kog ATX LO1XX32. 3anponoHoOBaHo:
AHTUHEONIaCTUYHI Ta iIMyHOMOZY o4 3aco6u.
AHTUHEONNacTUYHi 3aco6y. IHLWi
aHTMHeOoN1acTUYHi 3aco6u. IHriGiTopu
npoteacom. bopTte3omi6. LO1XGO01
56. | BPOHXO 6anb3am; no 30ry MeHTOnaty AHrniA MeHTOnatym Benvka BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 6e3 UA/9758/01/01
BA/IM 6aHui; no 1 6aHLi B M KomnaHi KomnaHi Mimiteq BpuTaHis 3MiHW | TUNYy - AgMiHICTPATUBHI 3MiHW. 3MiHa peuenma
KapTOHHI KOpooLyi Nimiteq HaliMeHyBaHHS Ta/abo agpecu 3asiBHMKa
(BNnacHvka peecTpauiiHoro nocBigyeHHs). 3miHa
afpecy 3asBHUKA.
57. | BPOHXO- kancynu no 3,5 mr; OM dapma LLIBeliLapis OM dapma CA LLIBeliyapis BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3a UA/18520/01/01




47

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BAKCOM no 10 kancyny CA 3MiHu | TURY - 3MiHK Woao peyenmom
AlTn 6nicTepi; no 1 abo 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy.
no 3 6nictepu B 3MiHa yacToT Ta/abo TepMiHiB NogaHHsA
KapTOHHI/ KopoobLi perynspHO OHOB/IHOBaHMX 3BITIB 3 6e3neku
nikapcbknx 3acobiB.3MiHM y fatax nogaHHA
perynsipHo OHOB/IOBAHOIO 3BITY 3 6e3neku.
[itoua pepakuis: Yactota nofaHHA perynspHo
OHOB/OBAHOTO 3BITY 3 6e3nekn 5 pokis. KiHueBa
fara ans BkNtoYeHHs gaHux o PO36 -
05.10.2026 p. Aarta nogaHHA — 03.01.2027 p.
MponoHoBaHa pegakuis: Yactota nogaHHs
perynsipHoO OHOBJ/IOBAHOrO 3BIiTy 3 6e3nekn 5
poki. KiHueBa fata An151 BK/IIOYEHHSA JaHuX o
PO3b - 31.03.2026 p. jaTa nofaHHs -
29.06.2026 p. PekomeHaoBaHo 00
3aTBEPKEHHS BiANOBIAHO A0 NEPioANYHOCTI
nofAaHHA perynsipHO OHOB/IIOBAHWX 3BITIB 3
6e3nekun nikapcbkunx 3acobis y EC.

58. | BPOHXO- Kancysv no 7 wmr; no OM dapma LLiBefiuapis OM dapma CA LLiBeiuapis BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis: 3a UA/18521/01/01
BAKCOM 10 kancyny CA 3MiHu | TUNY - 3MiHK Woao peyernmom
AorPochni 6nicTepi; no 1 abo 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.

no 3 6nictepu B 3miHa yacToTu Ta/abo TepMiHiB nogaHHs
KapTOHHIlA KOpooLi perynsipHoO OHOBJ/IHOBaHMX 3BITIB 3 6e3neku
nikapcbkunx 3aco6iB. 3MiHM y gaTax NnogaHHsA
perynspHO OHOBJIOBAHOIO 3BiTY 3 6e3neku.
[itoua pepakuis: Yactota nogaHHa perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekn 5 pokis. KiHueBa
Jara ans BkayeHHa gaHnx go PO3b -
05.10.2026 p. Aata nogaHHa — 03.01.2027 p.
MponoHoBaHa pegakuis: Yactota nogaHHsA
perynsipHoO OHOBJIOBAHOTO 3BiTy 3 6e3nekn 5
pokiB. KiHueBa Aata Ans BKIIOYEHHA JaHuX A0
PO3B - 31.03.2026 p. flaTa nofaHHsA -
29.06.2026 p. PekomeHgoBaHo 40
3aTBEPKEHHS BiANOBIAHO A0 NepioANYHOCTI
NnoJaHHs peryasipHO OHOBJ/HOBAHKX 3BITIB 3
6e3nekun nikapcbkunx 3acobis y E€C.

59. | BYCTPUKC cycneHsis gns nakcoCmit Benuka $opmyBaHHS, PdpaHuia/ BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a UA/14955/01/01
KOMBIHOBA iH'ekuinn, 0,5 KnsinH BpuTtaHis HanoBHEHHS B Benbris/ 3miHu | TUny - 3miHn 3 AkocTi. APl. KoHTposb peyenmom
HA Mn/pgo3y; no 1 aosiy Ekcnopt nonepegHbL0 HimeyunHa A®l. 3miHa y napameTpax cneuudikauii Ta/abo
BAKLUVHA nonepegHsL0 Nimiten HanoBHEHI LWNpuLi, LONyCTUMUX MEX, BU3HAYeHMX Yy cnevumdikaisx
Ana HanoBHeHOMY MapKyBaHHA Ta Ha A®|, abo BUXigHWIA/MPOMIKHWIA
MPO®INAKT wnpuyi; no 1 nakyBaHHs, NnpoAayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
KN nonepegHsL0 KOHTPO/b AKOCTI: npoueci Bupo6bHuLTBa AP (3BY)XXEHHS
OUNOTEPII, HanoBHeHOMY nakcoCmiTKnsiiH [ONYCTUMUX MEX, BU3HaUYeHuX y crneuudikadyir).

NMPABLA, LUNPULY Y KOMNIEKTI Bionogxikans, 3BYXEHHS KpUTEPITB MPUAHATHOCTI Y
KALLU/TIOKY 3 [IBOMa rosikamvi B PpaHuis; cneundikavii B npoLeci BUpobHuLTBa AN
(ALENKONAP nacTMKoBoOMy HarnoBHeHHs B nokasHvka bioHaBaHTaXKeHHs nepej eTanom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

HUI KOHTeliHepi; mo 1 nonepegHbL0 CTepunbHOI QiNbTpaLji Npy BUPOOGHMLTBI

KOMMOHEHT | KoHTeliHepy y HanoBHEeHI WnpuLi, HaniBNpoAyKTiB aKTUBHUX Cy6CTaHLili-

) KapTOHHIlA KOpO6L MapKyBaHHS Ta AnddTepiiiHniA aHaTOKCKH Ta NpaBLEeBUIA

(AACOPBOB nakyBaHHs1, aHaToKCKH A1 BUpo6Huka "GlaxoSmithKline

AHA, 3I KOHTPO/b AKOCTi: Biologicals Kft", Godollo, YropwuHa. 3miHu |

SMEHLUEHN FnakcoCmiTKnsinH TMny - 3MiHK 3 akocTi. A®l. KoHTposb A®L. 3miHa

M BMICTOM Bionoaxikan3 C.A., y napameTpax cneuudikauin Ta/abo gonyctummx

AHTUIEHIB) Benbris; MeX, BU3HaYeHuX y cneuudikauisx Ha AdPl, abo

HanoBHeHHA B BUXIZHWUA/NPOMIXKXHUIA NPOAYKT/peareHT, Lo
nonepegHL0 BUKOPVCTOBYIOTBCS Yy NpoLeci BUpobHuuTea Ad|

HanoBHEHI LWNpuL:
CmiTKNsiliH Bivuem
dapma 'M6X yHA,
Ko. KI', HimeuunHa;
KoHTpOsb AKOCTI,
BWMYCK Cepil:
nakcoCmiTKnsiiH
Bionopxikans C.A.,
Benbris

(8ONOBHEHHS cneumdikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BiAMNOBIAHMM METOA0M BUNPOOYBaHHS).
[JloaasaHHsA HOBOro napametpa Bmict
€HO0TOKCUYHIB Y crneuudikaLito ons
HaniBNPOAYKTIB aKTUBHUX CyOCTaHLLil
AndTepiitHnin aHaTokcuH (DT) Ta npaBLeBwii
aHaTtokcuH (TT) 3 BignoBigHUM MeToA0M
KoHTposito (Ph. Eur. 2.6.14-meTog, D KiIHETUYHWIA
XPOMOTeHHUIA MeToa) 415 BUPOOHMKa
"GlaxoSmithKline Biologicals Kft", Godollo,
YropwmHa. 3miHum | Tuny - 3MiHu 3 akocTi. AdI.
KoHTponb A®l. 3miHa y napameTpax
cneuudikayin Ta/abo gonycTuMmx MeX,
BM3HAYEHUX Y cneumdiikauisx Ha Adl, abo
BUXIiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BUKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(BUYYEHHS HE3HAYHOTO NOKa3HMKa AKOCTI
(Hanpviknag BUIy4YeHHs 3acTapisnioro
noKasHuka)). BunyyeHHs He3Ha4YHOro NokasHuka
SIKOCTIi, a came- BMicT cynbhaTy meTtogom
iOHOO6MIHHOT XxpomaTtorpadii i3 cnevudikauii
[ANA HaNiBNPOAYKTIB aKTUBHUX CyOCTaHLii
andTepiitiuii aHaTokeuH (DT) Ta npaBLeBwit
aHaTokcuH (TT) Ans BUPO6HMKa
"GlaxoSmithKline Biologicals Kft", Godollo,
YropwmHa. 3MiHum | Tuny - 3MiHu 3 akocTi. AdI.
Brpo6HMLTBO. 3MiHM BMNpo6yBaHb abo
[onycTUMUX Mex y npoueci BupobHuutea Adl,
LLIO BCTAHOB/EHI y cneuudikalisx (BU1ydYeHHs
HecyTTEBOro BUNPobyBaHHS). BunyyeHHs
HecyTTEBOro BUNPoGyBaHHS Y NPOLLeCi
BMPOGHULITBA aKTMBHOI CcybCTaHLji, a came
BW/TyYEHHSI BUNPOGYBaHb Ha 3arasibHuiA BMiCT
a30Ty Ta aHaTOKCWHY, L0 MPOBOAATLCSA Ha eTani
nicna po34YnMHEHHs ocagy nepeng
ynbTpadinbTpalieto nig yac BUpobHULTBA
NMPOMIKHOr0 NPOAYKTY Ait040i PEeHOBUHM
ANdTEpIiHUIA aHATOKCWH 15t BUPOGHUKA
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"GlaxoSmithKline Biologicals Kft", Godollo,
YropwuHa. 3miHu | Trny - 3MiHW 3 SKOCTI.
[OTOBWIA nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHM Y NpoLeci BUpobHuLTBa

BMPOGHMWLTBI FOTOBOTO NiKAPCbKOro 3acoby (iHLwi

rOTOBOrO NiKapCbKoro 3acoby, BK/IKUaum
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCS NpY

3MiHM). 3MiHV B NEPBUHHI ynakoBsLi
KOHTelHepiB, siki BAKOPUCTOBYHOTHLCS B MPOLIECI
BMPOGHMLITBA KiIHLLEBOrO NMPOMDKHOIO NPOAYyKTY
ans supobHuka "GlaxoSmithKline Biologicals",
Saint-Amand-Les-Eaux, ®paHuis. 3MiHn | Tuny -
3MmiHu 3 sKocTi. [oTOBMIA Nikapcbkuii 3aci6. 3MiHK
Yy BUPOGHULTBI. 3MiHW Y npoueci BUpoOHULTBA
roTOBOro NikapCbKOro 3acoby, BKIYaUN
MPOMDKHWI NPOAYKT, LLIO 3aCTOCOBYETLCA NP
BUPOBHMULTBI rOTOBOTO NiKapCbkoro 3acoby (iHLwi
3MiHW). 3MiHa TepMiHY NpUAATHOCTI NPOMDKHOMO
npoaykTy AndpTepiliHo-npasBLeBnii
afcopboBaHuWii koH'torat/koHueHTpat (DTcc) 3
36 micAuiB Ha 24 micaui Ana BUPOOHMKa
"GlaxoSmithKline Biologicals", Saint-Amand-
Les-Eaux, ®paHuis. 3MiHun | TUny - 3MiHn 3
AKocTi. FoToBUIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKOro 3acoby. 3miHa y MeTogax
BUNPOOYBaHHA rOTOBOTO NiKapCbKoro 3acoby
(iHWi 3MiHM y MeTogax BunNpobyBaHb
(BkNtOYAKOUM 3aMiHy abo JOMOBHEHHS)). 3MiHa
mMeToay BUNpobyBaHHS Ha CTepunbHICTb Ans
KiHLEBOro npomikHoro npoaykty DTcc, 3 meToay
iHOKyNAUiT Ha MeToA MembpaHHOT dhinbTpauii
ons BupobHuka "GlaxoSmithKline Biologicals",
Saint-Amand-Les-Eaux, ®paHuis. 3MiHn | Tuny -
3MiHK 3 SKOCTi. F0TOBWMIA NiKapCbKuid 3aci6.
KOHTpPO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3MiHa
napameTpiB creuudikauii Ta/abo gonycTuMmx
MEX roTOBOrO JliKapCbKOro 3acoby (BUTy4YeHHs
He3Ha4yHOro nokasHuka (Hanpvknag, 3actapinoro
MoKa3HuKa, Takoro sk 3anax ta cmak, abo
ineHTVdbikauis 6apBHMKIB UM CMaKOBUX
[06aBoK)). BunyyeHHs nokasHuka Bmict
€HO0TOKCUHY refib-TpoM6 MeTofoM ANA
KIHL,EBOro NPOMDKHOrO MPOAYKTY ANdITEpIHO-
npaBLeBuit aacopboBaHuii koHueHTpart (DTcc)
Ansa Bnpo6Huka "GlaxoSmithKline Biologicals”,
Saint-Amand-Les-Eaux, ®paHuis. 3miHu | Tuny -
3MiHu 3 sKocTi. A®l. BUpo6HMLTBO. 3MiHa

BMPOGHMKA BUXIAHOro/NPOMIKHOTO
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NpoAyKTy/peareHTy, WO BUKOPUCTOBYOTLCA Y
BUpo6HMYOMY npoueci A®|, abo 3miHa
BUPOGHMKa (BKOYAKOUM, e HEOBXiAHO, Micue
npoBefeHHs KOHTPosIo skocTi) APl (3a
BiiCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaKeHOMY
[0cbe)(HoBa AiNbHULUSA 415 36epiraHHs
onoBHoro 6aHKy KNiTMH Ta/abo Po6ounx 6aHkiB
KNITUH). 3amiHa BUPOBHMYOT AiNbHULI ANnA
36epiraHHs [0/10BHOTO 6aHKy KMITUH Ta
Po6ouoro 6aHky kiTuH audpTepii Ta npasus 3
"GSK Vaccines GmbH", Marburg, HimeuunHa Ha
"GlaxoSmithKline Biologicals Kft", Godollo,
YropwuHa. 3miHu Il Tuny - 3MiHun 3 akocTi. AdL.
Brpo6HMLUTBO. 3MiHa BUPOOHMKA
BVXifHOrO/MPOMDKHOro NPoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTHCS Y BUPOOHNYOMY NPOLLECi
Adl, ab0 3miHa BUpo6HMKa (BKIOUatoum, ae
HeobXxigHO, MicLe NPOBEAEHHS KOHTPOJIH0 SKOCTI)
A®I (3a BigcyTHOCTI cepTudcbikata BianoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaXeHOMY
pocbe)(3miHa B A®| 6i0/10riYHOr0 NOXOMKEHHS
abo BMXigHOMY MaTepiani/peareHTi/npomMiKHOMY
NPOAYKTI, L0 BUKOPUCTOBYHOTHLCS A/1A
BMPO6HULITBA 6i0/10rYHOr0/iMyHOOTIYHOrO
nikapcbkoro 3aco6y ). logaBaHHs
BMpO6HMKa-"GlaxoSmithKline Biologicals Kift",
Godollo, YropLumHa, sk anbTepHaTUBHOIO
BMpOOHUKa, BiANOBIAa/IbHOMO 3a BUPOOHMLTBO
Ta NPOBEAEHHSI KOHTPOSO SKOCTi NPy BUMYCKY
0715 aKTUBHUX CybCTaHLiin AndTepiiHuia
aHaTokcuH (DT) Ta npaBueBuii aHaTokcuH (TT).
3Mminn |l Tuny - 3MiHn 3 akocTi. A®l. Cuctema
KOHTelHep/3aKynoptoBanbHuii 3aci6. 3MiHa y
6e3nocepeHiin ynakosui A®I (skicHi Ta/abo
KiNbKICHI 3MiHM CKnagy ANs CTepunbHUX Ta
HesamopoXeHux Ad|
6i0N10ri4YHOro/iMyHO/OMNYHOTO NOXOKEHHS).
3MiHa B NEPBUHHII yNakoBLi fitounx
PEeYOBUH/MPOMIXXHUX NPOAYKTIB ANITEPINHOTO
aHaTokcuHy (DT) Ta npaBLEBOro aHaTOKCUHY
(TT), Bupobnenux Ha ginbHuui "GlaxoSmithKline
Biologicals Kft", Godollo, YropuwuHa. 3miHu |l
MYy - 3MiHKU 3 AKOCTi. A®Il. KoHTposib A®L. 3miHa
y MeTogax sunpobysaHHa APl abo BUXigHOro
marepiany/npomikHOro NpoayKTy/peareHTy, LWwo
BVKOPWCTOBYETbLCS Y NPOLIECi BUPOGHMLTBA ADI
(cyTTeBa 3MiHa y
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6ionoriyHoMy/iMyHOMOTiYHOMY/iMyHOXIMIYHOMY
MeToZi BUNpobyBaHHA abo MeTogi, Y KoMy
BUKOPVCTOBYETLCA Gi0NOriYHUI peareHT ans
6ionoriyHoro A®l, a6o iioro 3amiHa). 3miHa
meToAy BUNPOobyBaHHs BioHaBaHTaXKEHHS B
npoveci BUpo6HULTBA A4/19 HaNiBNPOAYKTIB
aKTUBHUX CybCTaHLin AndbTepiiHniA aHaTOKCUH
(DT) Ta npaBLeBuit aHaToKcKH (TT) 3 meTogy
BVMCiBaHHS Ha YallKu Ha MeTog, MeM6paHHoI
hinbTpavii 15 BUPOOGHNYOT AiNbHUL
"GlaxoSmithKline Biologicals Kft", Godollo,
YropwmHa. 3miHu Il Tuny - 3MiHK 3 AKOCTI.
["oTOBWIA Nikapcbkunii 3aci6. 3miHN y
BMPOGHUUTBI. 3amiHa abo BBeAeHHSA A04aTKOBOT
AiNbHUL BUPOBHULTBA /19 YacTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBoro NikapcbKoro
3acoby (AinbHMLA, Ha 5Kl NpoBOAATLCA BYb-
AKi BUPOGHWYI CTagii, 3a BUHATKOM BUMYCKY
cepiii, NpPOBeAEHHS KOHTPOJIIO SKOCTi Ta
BTOPVHHOIO NakyBaHHS, A/11 NikapCbkux 3acobiB
6i010r4YHOro/iMyHOMONYHOrO MOXOKEHHSA abo
nNikapCcbknx chopM KOMMIEKCHOTO (CKMagHoro)
BMPOGHMYOro npouecy). flogaBaHHA
"GlaxoSmithKline Biologicals", Saint-Amand-
Les-Eaux, ®paHLjisi, Ak anbTepHaTMBHOIO
BMPOOHUKa, BiANOBIAa/IbHOMO 3a BUPOOHMLTBO
Ta KOHTPOJIb AKOCTI NPW BUMYCKY AN15 KIHLEBOTO
MPOMiXXHOro NPoAyKTY aacopboBaHuii
AndTepiiiHo-npaBsueBwuii koH'torat (DTcc), sk
HacCnifoK 3MEHLLYETLCA PO3Mip Cepil KiIHLEBOro
NPOMDKHOr0 NPOAYKTY ANdITEPIiHO-NpaBLEeBWii
ancop6oBaHuii koH'torat (DTcc), BUroTOBIEHOTO
Ha ainbHuL "GlaxoSmithKline Biologicals",
Saint-Amand-Les-Eaux, ®paHuis, i3 750 1 Ha
500 5.

60.

BABICMO

PO34nH N8 iH'eKLjin,
120 mr/mn; no 0,24
M (28,8 Mr) y
donakoHi; pasosa
no3a 0,05 mn (6 mr),
no 1 cpnakony y
KOMMEKTI 3 rO/IKOH0
3 (hinbTpOM,
ynakoBaHo0 B
6nicTep y KapTOHHIl
Kopobui

TOB "Pow
YkpaiHa"

Ykpaina

Brpo6HMUTBO
nikapcbKoro 3acoby
(BKNOYaOun
HarnoBHeHHsA/NepBWH
He nakyBaHHS),
BUNPOBYBaHHSA
KOHTPO/IO B NpoLeci
BMPOGHMLITBA,
BUNPOBYBaHHSA
KOHTPO/O SIKOCTI
npu BUMyCKy Ta
cTabinbHOCTI, KpiM
MiKPOCKONi4YHOro

LLiseiuapis

BHECEHHS 3MiH [0 peecTpavljiiHuX maTepianis:
3miHu |l TUny - 3MiHn WoAao
6e3nekn/edeKTMBHOCTI Ta thapMakoHarnsgy.
BHeceHHs abo 3miHa(1) Ao 3060B'si3aHb Ta YMOB
BMAAYi peecTpauiiHoro nocBigYeHHs,
BK/IOYaouM MnaH ynpasniHHA pusnkamu
(3acTocyBaHHs 3MiH(1), SKi(a) BUMararoTb(€)
noAasIbLLIOro 06I'pPyHTYBaHHSA HOBUMU
[04aTKOBUM A@aHMK, Lo MatoTb HagaBaTucs
KOMMETEHTHVM OpraHOM, OCKiflbk BUMaraeTbCs
CyTTEBA OLjiHKa KOMMNETEHTHUM OpraHoMm)
3asBHUKOM HaJaHO OHOB/EHWi MnaH
ynpas/iHHA pu3vkamu Bepcis 7.1.

3a
peyerimom

UA/20151/01/01
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MeToAy BU3HAYEHHSA 3MiHM BHECeHO [0 YacTuH: | «3arasibHa
4yacTok, 36epiraHHA iHchopmauis», Il «Cneyndikauist 3 6e3nekm», VII
nikapcbKoro 3acoby, «Jlopatkm» y 3B'A3Ky 3 OHOB/IEHHAM iHdhopMmaLii
BTOPUHHE LLOA0 PEXMMY [O03YBaHHA Ta YTOYHEHO
nakyBaHHs1, BUNYCK iH(hopmawjito, L0 CTOCY€ETbCA NonepeaHLo
roToBOro HamnoBHEHWX LUNPULLB.
nikapcbKoro 3acoby: Pe3stome nnaHy ynpaBniHHA pu3vkamu Bepcis 7.1
. XodhdpmaHH-/15 [04aEThCS.
Pow fltg,
LLiBeiuapis;
BunpobyBaHHs
KOHTPO/O SIKOCTI
npu BUMyCKy Ta
CTabiNbHOCTI TiNbkK
A5 MIKPOCKOMNIYHOro
MeToAy BU3HAYEHHSA
yacTok: Consiac Al’,
LLiBeliLapis
61. | BA3E/NIHOBE | macno; no 25 mny MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis: 6e3 nionsizae UA/6520/02/01
MAC/O donakoHax CKNSAHUX, dapmaLesT dapmMaLeBTUyHa 3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA peyenma
YKYMOPEeHnX /ELE habpvka "Biona" nikapcbkuii 3aci6. Cuctema
npobkamu Ta habpuika KOHTelHep/3aKynoptoBasnbHuii 3aci6. 3MiHa y
KpuwiKkamu abo "Biona" NepPBUHHIlA yNakoBLji rOTOBOTO JliKapCbKOro

Kpuiukamu; no 30 mn
abo no 40 mn, abo
no 50 mn, a6o no
100 mn 'y chnakoHax
CKSAHNX,
YKyNopeHux
npobkamu Ta
Kpuwkamm abo
npo6kamu-
KpanenbHUUaAMY Ta
KpvLLKaMu, B naui
a6o 6e3 nauku;

no 30 mn a6o no 40
mn, abo no 50 mny
dhnakoHax
nosiMEpHUX,
YKynopeHux
npo6kamu-
KpanenbHUUaAMY Ta
KpvLLKaMu, B naui
a6o 6e3 nauku;

no 40 mn a6o no 50
mn, abo no 100 mny
dhnakoHax
noaiMEepHUX,

3acoby (Tvn KoOHTelHepa abo AofaBaHHSA HOBOMO
KOHTeliHepa) - TBepAi, M'Ki Ta HeCTEepPUIbHI pigki
nikapcbki hopmu - BBEieHHSA 104AaTKOBUX
yNakoBoK, 6€3 3MiHW NEePBMHHOIO NakyBaslbHOTO
marepiany. 3MiHM BHECEHO Y po3ainuv
"Ynakoska" Ta "Cknag" B iIHCTPYKLUitO0 Ans
MeAMYHOro 3aCTOCyBaHHS NikapCbKoro 3acoby y
3B'A3Ky 3 A0AAaBaHHAM HOBUX TUMIB KOHTEHepIB
Ta fK HaCNiAOK - 3aTBEPKEHHSA TEKCTY
MapKyBaHHS 4717 LMX KOHTEeNHepIB.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBepMKEHHS. 3MiHN | TUNy - 3MiHW 3 SIKOCTI.
[oToBUiA nikapcbkumii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHWi 3aci6. 3MiHa
PO3Mipy ynakoBKv roTOBOro NikapcbKoro 3acoby
(3miHa macu/o6'eMy BMICTY KOHTelHepa
6araTto030B0ro slikapcbkoro 3acoby ans
HenapeHTepasibHOro 3acTocyBaHHA (abo
0/jHOA030BOr0, YaCTKOBOIO BUKOPUCTaHHS)) -
fofaBaHHA [0 3aTBepKeHnX hopM BUMYCKY
[o[aTKoBMX Po3MipiB (06'eMiB) NakyBaHHS, a
came no 30 mn, 40 ma, 100 mn y chnakoHax
CKMAHMX, YKYMOpPeHnX npobkamu Ta KpuLkamm
abo npobkamm-kpanenbHULAMMN Ta KpULLKaMK, B
nayui abo 6e3 nayku; no 50 mn y cprrakoHax
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YKyNOpeHnx
KpYLLKaMK, B naui
ab6o 6e3 nauku

CK/IAHNX, YKYMOpeHnX npobkamm-
KpanenbHULAMU Ta KpuLLKamu, B nadui abo 6e3
nayku; no 30 ms, 40 mn, 50 MmNy dhnakoHax
nonimepHux (nonieTuneHtTepedranar),
yKynopeHux npobkammn-kpanenbHULAMN Ta
Kpuwkamu, B nayui abo 6e3 nayku; no 40 mn,
100 mn y chnakoHax noniMepHuX
(nonieTnneHTepedTanar), yKynopeHunx
KpuLKamu, B nauLi abo 6e3 nayku. MNepBrHHNI
nakyBa/lbHWIn MaTepiasl He 3MIHUBCSA. HK
HacnigoK BHECEHHS BifgnoBigHWUX 40 p. «Cknaa»
Ta n. «<O6’em BMICTY ynakoBku» Ta p.
«YnakoBka» MK$A /13. 3MiH1 BHECEHO Y pO34in
"Ynakoska" Ta "Cknag" B iHCTPYKLUito Ans
Me[MYHOrO 3aCTOCYBaHHA Yy 3B'A3KY 3
BBEAEHHAM [04AaTKOBMX PO3MipiB (06'EMIB)
YNaKoBOK Ta fK HACNIAOK - 3aTBEPKEHHSA TEKCTY
MapKyBaHHA AN19 0OAATKOBUX PO3MIpiB YNakoBOK
nikapcbkoro 3acoby. BBeeHHs 3MiH MPOTAroM
6-TN MicALIB Nicna 3aTBEPMKEHHSA. 3MiHM | TNy -
3MiHu Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). OHOBEHO TeKCT
MapKyBaHHs1 BTOPMHHOT YNakoBKM MiKapCbKoro
3acoby, a came BUy4YeHO iHchopmadiio,
3a3HayeHy pocCiiiCbKO0 MOBOIO, Ta BHECEHO
3MiHM y n. 17. IHWE TekcTy MapkyBaHHS
NepBUHHOT Ta BTOPVMHHOI YNaKoBKY NiKapCbKOro
3ac00y. OHOBNEHO TEKCT MapKyBaHHSA BTOPUHHOT
yNakoBKM NiKapCbKoro 3acoby, a came BUTy4YeHO
iH(hopMmaLito, 3a3HaveHy pocilicbkolo MOBOIO, Ta
BHeCeHOo 3MiHn y n. 17. IHLWE TekcTy
MapKyBaHHS MepBUHHOT Ta BTOPUHHOT YNakoBKN
nikapcbkoro 3acoby. BBefeHHA 3MiH NPOTAroM
6-TN MicsALIB Nic/1a 3aTBEPAKEHHS.

62.

BAKCITPUMN®
TETPA |
VAXIGRIP
TETRA
cnmiT-
BAKLUVHA
ans
NMPO®IAKT
VKV rPUNY
YOTUPLOXB
AJIEHTHA,
IHAKTUBOBA
HA

cycneHsisa gns
iH’ekujin; no 0,5 mny
ronepeAHLO
3arnoBHeHOMY
wnpuui; no 1
ronepeAHLO
3arnoBHeHOMY
wnpuy 3
NPUKPINIEHO0
rO/IKOKO Y KapTOHHIiA
Kopobu,i 3
MapKyBaHHSAM
YKpaiHCLKOH MOBOIO;
no0,5mny

CaHodpi
Mactep

®paHuin

NOBHUIA LMKN
BMPOGHMLITBA,
3arnoBHeHHS,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUMNYCK Cepil:
CaHodpi MacTep,
PpaHuis;

BTOpPUHHE
nakyBaHHs1,
KOHTPO/b SKOCTI,

PpaHuia/
YropLmHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3minn |l Tuny - 3miHn 3 axkocTi. AdL.
Brpo6HMLTBO. 3MiHV B aKTVBHIl peYOBWHi
Ce30HHUX, NepegnaHaeMiyHnX abo naHaeMivHUX
BaKLMH NPOTK BipyCy rpuny /t0anHN (3aMiHa
wramy(iB) y CE30HHWX, NepeanaHaemMivyHmx abo
naHAeMiuyHMX BakLuMHax npoTu Bipycy rpuny
NoAnHN) 3aMiHa WwTamis Bipycy rpuny y BakumHi
npoTu Bipycy rpvny AAVHY BiANOBIAHO A0
LLIOpiYHMX pekoMeHaaLin BOO3 wwopao
LUTAMOBOrO CKknagy BakUUH A5 NpodinakTukm
rpuny. 3mMiHM BHECEHO B iHCTPYKLit0 A5
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby y
po3gin «Cknagy» 3 BignoBigHVMMN 3MiHAMU Y

3a
peyenmom

He
nionsieae

UA/16141/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
nonepegHL0 BUMYCK cepii: TEKCTi MapKyBaHHS YNakoBOK NiKapCbKOro
3arnoBHEHOMY CaHodpi MNactep, 3acoby.
wnpuui; no 1 PpaHLis;
nonepegHL0
3anoBHEHOMY 3aMN0BHEHHS,
LWnpuy 6e3 ronkn y nepBuHHE Ta
KapTOHHI Kopobui 3 BTOPUHHE
MapKyBaHHAM nakyBaHHs,
YKpaiHCbKOK MOBOIO; KOHTPONb AKOCTI:
no0,5mny CAHO®I BIHTPOIN
nonepeaHL0 IHOACTPIA,
3arnoBHeHOMy PpaHLis;
wnpuui; no 1
nonepegHLo BTOPUHHE
3anoBHEHOMY nakyBaHHs, BUNYCK
wnpuy 3 cepii:
NPUKpPINIEHo0 CaHochi-ABeHTiC
rOJIKOK Y KapTOHHilA 3pT., YropuwuHa
Kopobui 3
MapKyBaHHAM
iHO3eMHOI0 MOBOIO 3i
CTVIKepoM
YKpaiHCLKOK MOBOIO;
no 0,5 mny
nonepegHL0
3anoBHEHOMY
wnpuui; no 1
nonepegHL0
3anoBHEHOMY
LnNpuy 6e3 ronkn y
KapTOHHI KopobLi 3
MapKyBaHHAM
iHO3eMHOI0 MOBOIO 3i
CTVIKepOM
YKpPaiHCLKOH MOBOK
63. | BAKCIFPUM® | cycneHsia ans CaHodi ®paHuis NOBHUIA LKA PpaHuis/ BHECEHHS 3MiH [0 peecTpavljiiHuX maTepianis: 3a UA/16141/01/01
TETPA | iH’exuili; mo 0,5 mny Mactep BMPOGHMLITBA, YropwuHa 3MiHu | TURY - 3MiHK Woao peyenmom
VAXIGRIP nonepegHsL0 3arnoBHEHHS, 6e3nekun/ethekTVBHOCTI Ta hapMakoHarniagy
TETRA 3arnoBHeHOMy nepBrHHe Ta (iHLWi 3MiHM) 3MiHWM BHECEHO Y TEKCT MapKyBaHHS
cnniT- wnpuui; no 1 BTOPUHHE BTOPUWHHOI N. 17. IHLWE ynakoBku nikapcbkoro
BAKUUHA nonepeaHL0 nakyBaHHs, 3acoby.
ansa 3arnoBHeHOMy KOHTPO/b SKOCTI,
MPO®INAKT wnpudy 3 BWMYCK Cepil:
UKW reyvny NPUKPINIEHO0 CaHodpi MNactep,
YOTUPbLOXB | rosiKow y KapTOHHIi PpaHuis;
ANEHTHA, Kopobui 3 BTOpPUHHE
IHAKTUBOBA | mapKyBaHHAM nakyBaHHs,
HA YKpaiHCbKOK MOBOIO; KOHTPO/b SKOCTI,
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

no0,5mny
nonepegHL0
3arnoBHEHOMY
wnpuui; no 1
nonepegHL0
3arnoBHEHOMY
wnpuuy 6e3 ronkn y
KapTOHHIA Kopobui 3
MapKyBaHHSIM
YKpaiHCbKOK MOBOIO;
no0,5mny
nonepegHL0
3arnoBHeHOMY
wnpuyi; no 1
nonepegHL0
3arnoBHeHOMY
Lwnpumuy 3
NPUKPINIEHO0
TO/IKOI0 Y KapPTOHHIi
KopooLi 3
MapKyBaHHSIM
iHO3eMHOI0 MOBOIO 3i
CTVKepOM
YKpaiHCbKOK MOBOIO;
no0,5mny
nonepegHLo
3arnoBHEHOMY
wnpuui; no 1
nonepegHL0
3arnoBHEHOMY
wnpuuy 6e3 ronkn y
KapTOHHIA Kopobui 3
MapKyBaHHSIM
iHO3eMHOI0 MOBOIO 3i
CTVKepOM
YKpaiHCLKOK MOBOIO

BWMYCK Cepil:
CaHodpi MNactep,
PpaHLis;
3arnoBHEHHS,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI:
CAHO®I BIHTPOI
IHOACTPIA,
PpaHuis
BTOPUHHE
nakyBaHHS, BUNYCK
cepi:
CaHodi-ABeHTiC
3pT., YropwuHa

64.

BANILON-
NYEHU®APM

Tabnetku no 60 mr
no 6 aéo 10
Tabnetok y
6nicTepax;

no 10 TabneTtok y
6nictepi; no 1 a6o 5,
abo 10 6nicTepiB y
naJi 3 KapToHy

AT
"Jly6HUhap
et

Ykpaina

AT "Jly6Hndhapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHariagy
(iHWi 3MiHW).

OHOBEHO TEKCT MapKyBaHHS ynakoBKuW
nikapcbkoro 3acoby (6nictep Ne6, Ne 10), a
came BWIy4eHo iHdhopmaLlito, 3a3HaueHy
POCiiCbKOI0 MOBOIO. BBEAEHHSA 3MiH NPOTAroM 6-
TN MiCALiB NiCNa 3aTBEPMKEHHS. 3MiHW | Tuny -
3MiHK 3 SKoCTi. FoTOBMIA NiKapcbkuid 3aci6.
CucTeMa KoHTelHep/3akynoproBasibHUiA 3aci6.
3MiHa po3Mipy ynakoBKU rOTOBOrO NikapCbKoro

6e3
peyenma

niosnsieae

UA/4697/01/01




56

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
3aco6y (3MiHa KinbKoCTi oanHULbL (Hanpuknag,
TabneTok, amnys TOL0) B yNakoBLi:) - 3miHa y
Aiana3oHi 3aTBepXeHNX PO3MIpIB yNakoBKU.
JlofgasaHHA [,04aTKOBOro BMAY ynakoskv — no 10
Tabnetok y 6nictepi; no 5 6nictepis y nayui 3
KapTOHY. 3MiHV BHECEHO B po34in "Ynakoska" B
IHCTPYKLUiIO AN151 MeANYHOTO 3aCTOCYBaHHS
NikapcbKoro 3acoby Yy 3B'A3Ky 3 BBEAEHHSM
[0aTKOBOT yNakoBKM Ta SIK HAcNigokK -
3aTBEPKEHHS TEKCTY MapKyBaHHSA 404aTKOBOT
ynakoBKM NikapcbKoro 3acoby. BeegeHHsA 3MiH
NpPOTArom 6-T1 MiCALIB MiC/IA 3aTBEPKEHHS.
65. | BEH/TAKCOP | Tabnetkv no 75 mr AT Natsis AT "I'piHgekc" Natsis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/4406/01/01
® no 10 TabneTtok y "T'piHoekc" 3MiHu | TUNY - 3MiHK Woao peuenmom
6nictepi; no 3 6e3nekn/edhekTBHOCTI Ta hapMakoHariagy
6nicTepy B nav, 3 (iHwWi 3miHM). OHOBNEHHA TEKCTY MapKyBaHHs
KapToHy NepBUHHOT Ta BTOPUHHOI YNaKOBOK J1iKapCbKOro
3acoby, a came BUy4eHO iHchopmalito,
3a3HayeHy poCiiCbKO MOBOH).
TepMiH BBEEHHS 3MiH - MPOTAroM 6 micsauis
nicns 3aTBepApkKeHHs.
66. | BEH/IAKCOP | ta6netku no 37,5 mr AT Natsis AT "T'piHaekc" NatBis BHECEHHS 3MiH [0 peecTpaLjiiiHix maTepianis: 3a UA/4406/01/01
® no 10 TabneTtok y "T'piHoekc" 3MiHu | TMNY - 3MiHK Woao peuenmom
6nictepi; no 3 6e3nekn/edhekTUBHOCTI Ta hapMakoHarisgy
6nicTepy B navi 3 (iHWi 3mMiHM). OHOB/IEHHA TEKCTY MapKyBaHHS
KapToHy NepBMHHOT Ta BTOPUHHOI YNaKOBOK J1iKapCbKOro
3acoby, a came BU/Iy4eHO iHchopmalito,
3a3HayeHy pOoCiiiCbKOo0 MOBOIO.
TepMiH BBEAEHHS 3MiH - MPOTAroM 6 micAuiB
nicns 3aTBepApkKeHHs.
67. | BIKC AKTUB cuporn, 200 mr/15 MpokTep LLiBefiuapis MpokTep eHg M'em6n HimeyuunHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 6e3 UA/13741/01/01
MEAEKCMEK | mn; no 120 mn a6o eHf Fembn MaHydbekuypiHr 3MiHu | TURY - 3MiHK WoAao peyenma
TO 180 M1y dhakoHi; IHTepHeLWHN X 6e3nekn/edeKTMBHOCTI Ta thapmakoHarisgy.
no 1 donakoHy 3 OnepenLuH3 BBeeHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
MipHUM KOBMAaYKkoOM Y CA

Kopobu,i

npo cuctemy thapmakoHarnsgy (sBefeHHs
y3araslbHeHUX JaHux npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoI ocobu,
BiZJNOBIAAbHOI 3@ 3AiICHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dhapmakoHarnsgy 3asaBHUKa gna 34iCHEHHS
hapmakoHarnagy B YKpaiHi, K0 BOHa
BiMiHHA Bif, YNMOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEeHHSA hapmakoHarnsgy
(BKNHOYAIOUN KOHTaKTHI faHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-goaiisia cuctemm
thapmakoHarnsgy). 3miHa KOHTakTHOI 0co6u
3a8BHVKa, BifNoBiAabHOI 3a thapmakoHarnsg, s
YKpaiHi
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

[itoua pepakuis: Derevianko Irina / lepeBsiHko
IpvHa.lponoHoBaHa pegakuis: Alina Vovchuk /
Bosuyk AniHa BonogumumpisHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobm
3asBHMKa, BigNOBIAa/IbHOT 3a hapmakoHarnsz B
YKpaiHi.

68.

BIKC AKTUB
CUHEKC

cnpeii Ha3asTbHUIA,
0,5 mr/mn no 15 mn
y thnakoHi 3
pO3NMOIYNM
NPUCTPOEM; Nno 1
donakoHy y Kopobui

MpokTep
eHg Fem6bn
IHTepHeLwHN
OnepewH3

CA

LLiBefiuapis

MpokTep eHg Membn
MaHyhekuypiHr
6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpavljiiiHiX MmaTepianis:
3MiHu | TMNY - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsagy.
BeefieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cuctemy dhapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX Npo cUCTeMyY
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBiAANbHOI 3a 34iliCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
thapmakoHarnagy 3asBHuKa ans 34iiCHeHHSA
hapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHA Bif, YyNTOBHOB&XeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-goaiisia cuctemu
hapmakoHarnsgy) - 3MiHa KOHTaKkTHOT 0cobu
3asBHMKa, BiANOBIAA/IbHOT 3a hapmakoHarnsz B
YkpaiHi. [itoua pegakuis: Derevianko Irina /
[llepeBsHko IpyHa. MNponoHoBaHa pedaxuis: Alina
Vovchuk / BoBuyk AniHa BonogumupisHa.
3MiHa KOHTaKTHUX AaHWNX KOHTaKkTHOI 0cobu
3asBHMKa, BiANOBiAabHOI 3a hapMakoHarnsg, B
YKpaiHi.

6e3
peyenma

UA/10927/01/01

69.

BITAMNPOCT

niogpinizat gns
pO34nHy Ans
iH'ekwiil; 5 hnakoHiB
3 fniogpinizaTom y
6nicTepi; no 2
6nictepn y nauui 3
KapTOHY;

TOB «®3
«CTAOA»

Ykpaina

TOB «®3 «CTALOA»

YkpaiHa

BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis:
3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu 3asaBHUKa
(BnacHuKa peecTpauiiiHoro Noceig4eHHs). 3MiHu
BHECEHO B KOPOTKY XapakTepucTHKy /iKapcbKoro
3acoby y po3ain "BnacHuk peectpaviiHoro
noceigyeHHsA". TepMiH BBEAEHHSA 3MiH NPOTArom
6 micAauiB nicna 3aTBepMKeHHs. 3MiHn | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus NPOBamKeHHs AisIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /likapcbkoro
3aco06y, BKIKYaK4M AinbHULL BUNYCKy cepii abo
MicLie NpoBeAEHHS KOHTPOJ/THO SKOCTI.
([isnbHICTb, 3a SAKy Bignosigae
BMPOGHUK/IMNOPTEP, BK/IKOYAKOUM BUMYCK Cepilt).
3MiHa HalimeHyBaHHS BUPO6HMKA rOTOBOrO
nikapcbkoro 3aco6by. BupobHuya ginbHuLA Ta BCi
BMPOGHUYI onepauii 3aNnwatTbCa HE3MIHHUMU.
3MiH1 BHECEHO B iHCTPYKLit0 415 MeAnyYHOro

3a
peyenmom

He
nionsieae

UA/2988/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3acTOCyBaHHS NiKapCcbKoro 3acoby y po3aisn
"BUpO6HMK" 3 BiANOBIAHMMW 3MiHAMYW B TEKCTI
MapKyBaHHS1 ynakoBoK. TepMiH BBEAEHHS 3MiH
npoTArom 6 micsALiB Nicns 3aTBEPAXKEHHS.
3MiHu | TMNY - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsagy.
BeefieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy dhapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX Npo cucTemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
BiANOBIAaANbHOI 3a 3ilicCHEHHSA
thapmakoHarnagy; KOHTakTHOi ocobu 3
thapmakoHarnagy 3asBHuka gnsi 34iiCHEHHSA
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHA Bif, YyNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A dapMmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLEeHHI MacTep-halina cucremm
thapmakoHarnsgy). 3miHa KOHTaKTHUX JaHux
YNOBHOBaXXEHOT 0CO6Y 3asiBHIKA,
BiANOBIAaU1bHOI 3a hapmakoHarnag. 3miHa
HOMepa MacTep-ghaiina cuctemu
thapmakoHarnagy. 3miHu | Tuny - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta hapMakoHariagy
(iHLWi 3MiHW). 3MiHW BHECEHO Y TEKCT
MapKyBaHHA BTOPUHHOI (N. 11, 17) ynakoBku
nikapcbKoro 3acoby.

TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEepMKEHHS. 3MiHN | TUMY - 3MiHW 3 SKOCTI.
[OTOBWIA nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHM Y NpoLeci BUpobHuLTBa
roTOBOrO /1iKapCbKOro 3acoby, Bko4aum
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCS NpY
BMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HauHa 3MiHa y npoueci BUpOGHNLTBA).
BunyyeHHs KOHTPOO NPOMDKHOI NpoAyKUiT nig
yac BMPO6HULITBA PYTUHHMX Cepiil npenapaty 3a
nokasHukamu: Onuc, pH, KinlbkicHe BU3HaYeHHs.

70.

BOPUTAB®-
200

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 200
mr; no 10 TabneTok
y 6nicTepi; no 1
6nictepy y
KapTOHHI/ Kopobui

OPrAHOCU
H
NAV®CAEH
CU3 (E®
3ET )

OAE

EsepTopxeH Maiid
CaeHcuz JlimiTeq

IHais

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MiHu | TURY - 3MiHK Woao
6e3nekun/edhekTVBHOCTI Ta hapMakoHarnagy
(iHwWi 3MiHW) BHECEHO 3MiHM y TEKCT MapKyBaHHS
nepBUHHOI (N. 6) Ta BTOpUHHOT (M. 3, 17)
ynakoBKM NiKapcbKoro 3acoby. TepMiH BBEAEHHS
3MiH NpoTArom 6 MicsLiB NiCNsA 3aTBEPAKEHHS.

3a
peyerimom

UA/10647/01/01

71.

BOPUTAB®-
50

TabneTku, BKpUTI
nNiBKOBOK
060/10HKOH, M0 50

OPrAHOCW
H
NAV®CAEH

OAE

EBepTomxeH flaiid
CaeHcus Jlimitepq

IHAjA

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHu | TMNY - 3MiHK Woao
6e3nekn/eddekTVBHOCTI Ta hapMakoHarasgy

3a
peyenmom

UA/10647/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Mr; no 10 TabneTok CN3 (Ed (iHwWi 3MiHW) BHECEHO 3MiHM y TEKCT MapKyBaHHS
y 6nictepi; no 1 3ETI) nepBUHHOI (M. 6) Ta BTOPUHHOI (. 3, 17)
6nictepy y yNakoBKM NikapcbKoro 3acoby. TepmiH BBEAEHHSA
KapPTOHHI KOpooLii 3MiH NPOTAroM 6 MicsLiB Nic/1A 3aTBEPAKEHHS.
72. | BOPMIN CycCneHsis opanbHa, Mini Benuka pakype IHais BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/6434/01/01
200 wmr/5 mn, no 10 Xenckepe BpuTtaHis PapmacbloTikanc 3MmiHu | Tvny - 3MiHKn 3 AKocTi. FoToBUIA peyenmom
My chnakoHi; no 1 Nimiteq nTa nikapcbkuii 3aci6. KOHTponb roToBoro
donakoHy B nikapcbKkoro 3acoby. 3miHa y MeTofax
KapTOHHI KopoobLyi BMNPOOYBaHHS rOTOBOTO JliKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX METOAaX
BUNPOOBYBAHHS) - BHECEHHSI HE3HAUYHMX 3MiH [0
MeToAy B1NpobyBaHHs /13 3a NOKa3HMKOM
«KinbkicHe BU3HayeHHst aibbeHgasony», a came
YTOUHEHHS (POPMYNK KiNbKiCHOro BU3HAUYEHHS
L0401 PEYOBUHN Y 3B'A3KY 3 pekoMeHaauissMu
YNOBHOBaXEHOI NabopaTopii
73. | TEKCANI3 Tabnetkn gns Na6opaTtopil PpaHLis Na6opaTopii ®paHuis BHECEHHS 3MiH [0 peecTpayjiiiHux maTepianis: 6e3 UA/6005/01/01
PO3CMOKTYBaHHS; Mo Bywapa Bywapa Pekopgaari 3Mminu | TUny - 3MiHn 3 akocTi. CepTudikar peyenma
10 TabneTok y Pekoppari BignosigHocTi/I E-cepTudikar BignosigHoCTI

6nictepi; no 3
6nictepy B
KapTOHHI KopoobLi

€Bponelicbkiit hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBIEHOTO cepTudikaTa
BiANOBIAHOCTI ab60 BUyYEHHA cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BuxigHOro
marepiany/peareHTy/nPoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCA Y BUPO6HMLTBI API; ans
[OMOMDKHOT peyoBMHY (cepTudikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
HoBwuii cepTucpikat Bif BXe 3aTBEpPAXEHOr0
BMPOGHMKA - MOAaHHSA HOBOro cepTudiikata
BiAnoBigHoOCTI EBponelicbkin dhapmakonei (CEP
Ne RO-CEP 2018-263-Rev 01) (Ha 3amiHy ASMF
EP/AP/Version 4 CTD/2015-07-28) ana A®I
EHOKCO/OH Bif, 3aTBEpAKEHOro BUPOOHMKa
ALCHEM INTERNATIONAL LIMITED, India
(ctano: ALCHEM INTERNATIONAL PRIVATE
LIMITED, India). TakoX OHOBNIOKOTLCA
creuundikavii BxigHoro koHTposnto A®l Big
BMPOGHMKa 13, ocKiNbkn y KBiTHI 2023 poky
6yno nepernsHyTo MoHorpadito Ph. Eur. Ne
1511. He3HauyHa 3MiHa y Ha3Bi BUpobHUKa AdI
Ta AofaBaHHsA BUPOOHMKA MPOMIKHOTO NPOoAyKTY
y BUpOGHMLTBI ADI, 6e3 3miH y agpeci
BUPOBHMYOT AinbHUL ADI, BUpOBGHUYOMY
npoueci abo AKOCTi Ailo4oi peYOBUHN.
BHocATbCA 3MiHM 3a NokasHVKoMm «Related
substances», BUny4aeTbCcsi NokasHUK «Heavy
metals», 3MiHM A0 nokasHuka «Residual
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

solvents». 3arBepaeHo:

ASMF EP/AP/Version 4 CTD/2015-07-28
Brpo6HuK A®I EHOKCOMOH
ALCHEM INTERNATIONAL LIMITED, India
Related substances
- Any Impurity < 0,7 %

- Total Impurities < 2.0 %

- Heavy metals < 20 ppm

Residual solvents
- Methanol < 3000 ppm
- Toluene < 890 ppm
- Trichloroethylene < 80 ppm
3anponoHoBaHo:

RO-CEP 2018-263-Rev 01
Brpo6HuK A®I EHOKCOMOH
ALCHEM INTERNATIONAL PRIVATE LIMITED,
India
Site of Manufacture of Intermediates:
Lepro Herbals Private Limited
Village Jhattipur, G. T. Road,
Panipat — 132 101, Haryana, India
Related substances
- Impurity A £0,15 %

- Impurity B <0,7 %

- Impurity C < 0,15 %

- Each unspecified impurities < 0,10 %
- Total Impurities < 1.0 %

- Heavy metals (removed)

Residual solvents
- Methanol < 3000 ppm
- Chloroform < 60 ppm

74.

FEKCOCENT
®

cnpeii pns poToBoi
NopoXxHuHY 0,2 %,
no 25 r y 6asoHi; no
1 6as10Hy y nauui 3
KapToHy

AT "CTtoma"

YkpaiHa

AT "Ctoma"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsgy
(iHWi 3MiHW).

OHOBNEHO TEKCT MapKyBaHHA NEePBUHHOI Ta
BTOPWHHOT YNakoBKW NiKapcbKoro 3acooy,
30Kpema BuaasieHo iHgopmalito, 3a3HadeHy
POCIliCbKOI0 MOBOIO, Ta BUyYEHO A,0AaTKOBUI
TEKCT MapKyBaHHA yNakoBKM i3 3a3Ha4YEHHAM
TOProBoi Mapku aucTpub'toTopa. BBeAeHHS 3MiH
npoTArom 6-Tn MicALiB Nicns 3aTBEpPAKEHHS

6e3
peyenma

UA/7900/01/01

75.

FENO®Y3UH

pO34uH N8 iHQY3ild;
no 500 Mn po3ymHy
y thnakoHax; no 10
hnakoHiB y
KapTOHHI KopobLyj;
no 500 M/ po34mHy

B. BpayH
Menb3yHreH
Al

HimeuunHa

B. BpayH Megukan
CA

LLiBeiuapis

BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis:
3MiHu | TMNY - 3MiHK Woao
6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHM Y TepaneBTUYHNX NOKa3aHHAX (BUyYeHHS
TepaneBTUYHOrO NoKasaHHs). 3MiH1 BHECEHO [0
IHCTPYKL|i AN15 MEeAMYHOT0 3aCTOCYBaHHS

3a
peyenmom

He
nionsieae

UA/5905/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
y donakoHax nikapcbKoro 3acoby Ao po3giny "lMNokasaHHs"

(BMAaneHHs nokasaHHs: Foctpa
HOPMOBO/IEMIYHA FrEMOANIOLIS) BIAMNOBIAHO A0
mMarepianis peecTpaLiiHoro gocbe. BeBegeHHs

3MiH NPOTArom 6-Tu MicAuiB nicns
3aTBepMKeHHs. 3minHu Il Tuny - 3MiHu Wwoao
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHU Y KOPOTKill XapakTepucTuLj NikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMMU
OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMUN
JaHnMK Ta fjaHumu 3 chapmakoHarnagy. 3MiHu
BHECEHO [0 IHCTPYKLIT 415 MEANYHOrO
3acTocyBaHHA NikapcbKoro 3acoby [0 po3ainis
"apmaxosiorivyHi BnactmsocTi", "lMokasaHHSA"
(pepaxuiiHi npaskw), "MNMpoTrnokasaHHs",
"Cnoci6 3acTocyBaHHs Ta f031" (BHECEHI
YTOUHEHHS), "B3aemogis 3 iHWMMU NikapCbKumMn
3acob6amu Ta iHWi B1UAn B3aemMogii”,
"Oco6MBOCTI 3aCTOCYBaHHSA", "3acTOCyBaHHS Yy
nepiog BariTHOCTi abo rogyBaHHA rpyaar”
(BHeceHO [0AaTKOBI 3aCTepeXeHHs),
"Mepeno3yBaHHa", "IMo6ivHI peakuii”, "3aaTHiCTb
BMAMBATY Ha LWBWAKICTb PeakLii Npu KepyBaHHi
aBTOTpaHCMOpPTOM abo iHWMMK MexaHismamu',
"HecyMicHicTb". BBeIeHHS 3MiH NPOTArom 6-Tu
MicsLiB nicnsA 3aTBepayKeHHs. 3MiHu |l Tuny -
3MmiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta
chapmakoHarnsgy. 3MiHM y TepaneBTUUHUX
nokasaHHsX (4ofaBaHHA HOBOro
TepaneBTUYHOTO NokKazaHHA abo 3MiHa y
3aTBEepAKEHOMY Moka3aHHi). 3MiHW BHECEHO 0
IHCTPYKLi 415 MeAMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3giny "lMNokasaHHs"
(3aTBEpMXEHO: MpodhinakTrka i NikyBaHHsA
BiIHOCHOI ab0 abCconoTHOI rinosonemii abo
woky. MNpodpinakTrka apTepianbHOI rinoTeHsii (y
TOMY yncAi Npy IHAYKUIT enigypanbHoi abo
cniHanbHOT aHecTesil). Mpoueaypw, Wo
BK/1I0UAI0Tb EKCTPaKOPNOpasibHKIA KPOBOOGIT (Y
TOMY YMCNi 3 BUKOPUCTAHHAM anapary «cepLe
Ta fnereHi»). BBeAeHHSA 3MiH NPOTArom 6-Tu
MiCALIB MiCNSA 3aTBEPAKEHHS.
3MiHu 1l TUNY - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapMakoHariagy
(iHWWIi 3MiHW). 3MiHM BHECEHO A0 IHCTPYKLIT ANns
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby
00 po3ainy "®apmakosnorivyHi BnactmBocTi"
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BiANOBIAHO [0 OHOBMEHOI iHGhOpMaL,i 3 6e3nekn
3aCTOCYBaHHA NikapcbKoro 3acoby. BeegeHHs
3MiH NpOTArom 6-Tu Micauis nicns
3aTBEPMKEHHA. 3MiHu Il Tuny - 3MiHK WoAo
6e3nekn/edhekTMBHOCTI Ta thapmakoHarnsgy.
BHeceHHs abo 3miHa(v) 4o 3060B'A3aHb Ta yMOB
BMAAYi peecTpauiiiHoro nocBigYeHHs,
BK/ItOYatoun MNnaH ynpasaiHHA pusmkamu (iHLwi
3MiHK). 3asiBHUKOM BBE,EHHO HOBWIA NnaH
ynpasniHHA pu3nkamu Bepcis 0.1. Pestome MYP
Bepcia 0.1 gofaeTbes.
76. | TEMNIIBPA® PO34MH ANA iH ek TOB «Pou YkpaiHa BVMPOGHMLTBO AnoHis/ BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a UA/16914/01/01
no 30 mr/1 mm; mo 1 YkpaiHa» Hepo3dacoBaHoi Pecny6nika 3miHu |l TUny - 3MiHK WoAao peyenmom
M (30 mr) y npoAayKLii, nepBnHHe Kopes/ 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsay.
thnakoHi; no 1 nakyBaHHs, HimeuunHa/ | BHeceHHs abo 3miHa(h) 40 3060B'A3aHb Ta yMOB
chnakoHy B BMNPOOYBaHHSA LLiBeiuapis BMAAui peecTpauiiiHoro nocBigYeHHs,
KapTOHHIlA KOpooLi KOHTPOJO SIKOCTI: BK/tOYatoun MnaH ynpasiHHA pusmMkamu
Uyrai dapma (3acTocyBaHHs 3MiH(1), Ski(a) BUMararoTb(€)
ManydhekTypuHr Ko, noAasIbLLIOro 06I'pPyHTYBaHHS HOBUMU
N1a, AnoHis; [04aTKOBUM AaHMK, Lo MatoTb HagaBaTucs
CamcyHr KOMMETEHTHVM OpraHOM, OCKiflbkn BUMaraeTbCs
Biollomxwuke Ko, CyTTEBA OL|iHKA KOMNETEHTHUM OpraHoMm)
Nta, Pecny6nika 3asBHUKOM HaflaHO OHOBJIEHWI NNaH
Kopes; ynpas/iHHA pu3nkamu Bepcis 2.4.
BMNPOOYBaHHSA 3MiHM BHeceHi o YacTuH |l «Cneyudikauis 3
KOHTPOJO SIKOCTI: 6e3neku», Il «MnaH 3 hapmakoHarnagy», V
Uyraii dapma «3axo4M 3 MiHiMisauji pusukie», VI «Pestome
MaHydchekTypuHr Ko, nnaHy ynpasniHHA pusnkammus, VIl «JoaaTtkus» y
Nta, AnoHisa; Poww 3B'A3KY 3 OHOB/IEHHAM iHhopmaLii Wwoa0
dapma Arl, pocnigpxeHHs BO44691.
HimeuumnHa; Poww Pestome MYP Bepcisa 2.4 foaaeTbCs.
[OiarHocTrke MvbX,
HimeuunHa;
BMNPOOYBaHHSA
KOHTPO/O AKOCTI,
BTOPUHHE
nakyBaHHS, BUNYCK
cepii: ®.XopdmaHH-
Na Pow NTg,
LLIBeliLapist
77. | TEMNIBPA® PO34UH ANS iH ekt TOB «Pou YkpaiHa BUPOGHMLTBO AnoHisi/ BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 3a UA/16914/01/02
no 150 mr/1 mn; no YkpaiHa» Hepo3chacoBaHo| Pecny6nika 3Mminu |l Tuny - 3MiHn Wwopao peyenmom
0,4 mn (60 mr); no NpoAyKLUii, NepBnHHe Kopes/ 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
0,7 mn (105 mr); no nakyBaHHs, HimeuunHa/ | BHeceHHs abo 3miHa(v) Ao 3060B'A3aHb Ta yMOB
1 mn (150 mr) y BMNpPOBYBaHHSA LLiBeiuapis BMAAYi peecTpauiliHoro nocBig4eHHs,

donakoHi; no 1
donakoHy B
KapTOHHI/ Kopobui

KOHTPO/O AKOCTI:
Uyraii dapma
MaHydhekTypuHr Ko,

BK/IOYaoum MnaH ynpasniHHA pusvkamu
(3acTocyBaHHs 3MiH(K), siki(a) BUMaratoTb(€)
noAa/IbLIOro 06r'pyHTYBaHHSA HOBMMMU
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
N1a, AnoHis; [04aTKOBUM Ai@aHNMK, L0 MaloTb HagasaTucs
CamcyHr KOMNETEHTHUM OpraHoM, OCKifIbK BUMaraeTbCcs
BioJlopxuke Ko, CyTTEBA OLjiHKA KOMMNETEHTHUM OpraHoMm)
Ntp, Pecny6nika 3asBHUKOM HagaHO OHOB/IEHWI NiaH
Kopes; ynpaBniHHA pu3nkamu Bepcis 2.4.
BMNpobyBaHHA 3MiHu BHeceHi o YacTuH |l «Cneuudikauis 3
KOHTPOJIO SIKOCTI: 6e3nekn», Il «MnaH 3 hapmakoHarnagy», V
Uyraii dapma «3axoam 3 MiHimiauii pusukis», VI «Pestome
MaHyhekTypuHr Ko, naaHy ynpasiHHA pusmkamm», VIl «ogatku» y
Nita, AnoHis; Poww 3B'513Ky 3 OHOBJ/IEHHAM iHdhopMaLii Wwoa0
®apma AT, pocnimkeHHss BO44691.
HimeuumnHa; Pou Pestome MYP Bepcia 2.4 fofaeTbCs.
[LiarHocTrke M'vbX,
HimeuuunHa;
BMNpPoByBaHHA
KOHTPO/O AKOCTI,
BTOPWHHE
nakyBaHHs, BUNYCK
cepii: ®.XoddmaHH-
Na Pouw Nita,
LLiBeliLapis
78. | TEHEPO/IOH | po34uH HaLLKipHWIA, Benyno, XopBartis BTOpPUHHE Xopsarisi/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 6e3 nionsizae UA/17808/01/02
5 %; no 60 mny nikn Ta nakyBaHHs, IcnaHis 3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA peuyenma
thnakoHi; no 1 KOCMeTuKa, KOHTPO/b AKOCTi Ta nikapcbkuii 3aci6. CtabinbHICTb. 3MmiHa Yy
chnakoHy B 0.o. BWMYCK Cepil: TepMiHax NnpuaaTHocTi abo yMoBax 36epiraHHs
KOMMNEKTI 3 MipHUM Benyno, nikn Ta roTOBOrO NikapcbKoro 3acoby (36i/bLlIeHHs
Hacocom Ta KOoCcMmeTuKa, 4.4,., TEepPMiHy NpUAATHOCTI FOTOBOrO NiKapCbKoro
pPO3Mun/ItoYOoI0 XopBaTis; 3acoby) - 115 TOproBoi ynakoBKu
HacazKoto B BUPOGHMLTBO (NiaTBEPOXKYETLCA AAHUMU pPeasibHOro Yacy).
KapTOHHIM nauui roToBOr0O 36iNbLUEHHA TEPMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby, NiKapcbKoro 3aco6y Ha OCHOBI MO3UTUBHKX
nepBuHHE pe3ynbTaTiB JOBrOCTPOKOBUX AOCAIAKEHD
nakyBaHHs: CTabiNIbHOCTI y peasibHOMY Yaci: 3aTBepA)KeHO:
InaacTpian TepMiH npugatHocTi. 3 poku . 3anponoHOBaHO:
dapmacboTika TepMmiH NpUAATHOCTI. 4 POKU. 3MiHN BHECEHO B
KaHTabpia, C.A., IHCTPYKL,il0 415 MeAnYHOro 3acTocyBaHHS
Icnanis nikapcbKoro 3acoby y po3ain «TepMiH
npuAaTHOCTI». BBeAEHHS 3MiH NPOTArom 6-Tu
MicsLIB MiCNSA 3aTBEPAKEHHS.
79. | FENA-MEPL, KOHUeHTpaT ans Mepy, HimeuunHa Mpopykuis in bulk, Himeuunna/ BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/0039/01/01
pO34nHy ons dapmacbHoTi nepBrHHe Ta NatBia 3MiHu | TUnNy - 3MiHK 3 AKocTi. A®Il. KOHTpob peuenmom
iHdpysild, 5 /10 mn; Kauic FM6X BTOPUHHE A®I|. 3miHa y meToaax BunpobyeaHHs APl abo
no 10 mn B amnyni; nakyBaHHs, BUXiAHOIO MaTepiany/npomixxHOro

no 10 amnyny
KapTOHHI KopoobLi

KOHTPO/b AKOCTI: B.
BpayH MencyHreH
Ar, HimeuuunHa,
BTOPWUHHE
nakysaHHsa: X.E.J1.IM.

npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea AP (iHLWi 3MiHN) 3MiHa Y
MeTogji BUNPo6yBaHHA 3a/INLLIKOBOTO PO3YNHHUKY
mMeTaHony B A®| L-OpHiTWH- L-acnapTarT.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknav
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

v6X, HimeuunHa;
MpecTix MNpomMoyLuH
Bepkaydcdoepaepy
Hr & Bepbecepsic
vm6X, HimeuunHa;
BunpobysaHHs
KOHTPO/O AKOCTi: B.
BpayH MencyHreH
AT, HimeuunHa;
Bioxem Jlabop ®iop
Bionorive YHA
Xewmiwe AHanitmk
v6X, HimeuunHa;
idon — MpiBaTec
IHCTUTYT chrop
MpopakTkBanitet
vm6X, HimeuunHa;
Na6opaTtopi tho
Ananizic o
Bionomxukanni
EkTiB KomnoyHac
NatsiaH IHCTiTbIOT
odp OpraHik
CiHTesic, /laTBis;
Nabop N1C CE & Ko.
KI', HimeuunHa; XBI
thapma cepsicec
v6X, HimeuunHa;
'BA ®apma M'vbX,
HimeyunHa; EBOHIK
OnepefiwHe M'v6X —
Na6op MNpoagakTt
Nalin AHaniTike,
HimeuunHa; EBOHiK
OnepeiiwHe Mv6X,
HimeuunHa;
BunpobyBaHHs
KOHTPOJI0 SKOCTi Ta
BMNYCK cepii: MepLy,
dapma 'm6X i Ko.
KlraA, HimeyunHa

80.

FENAPUH-
DAPMEKC

PO34nH N8 iH'eKujin,
5000 MO/mn; no 1
M abo 5mny
thnakoHax; no 5
ch1akoHiB y
KOHTYPHIl
YapyHKOBIW

TOBAPUCT
BO 3
OBMEXKEH
olo
BIAMNOBIJA
NBHICTIO
«KOPTOPA

YkpaiHa

TOB "®APMEKC
reymn"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MiHu | TURY - 3MiHK Woao
6e3nekun/ethekTVBHOCTI Ta hapMakoHarnagy
(iHLWi 3MiHK)

OHOBJIEHHS TEKCTY MapKyBaHHSI NePBUHHOT Ta
BTOPMHHOT YNakoBOK J1ikapCbKOro 3acoby, a
came:

3a
peyenmom

UA/13831/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
ynakosui; no 1 LA - BWTy4eHo iHdhopMaLito, 3a3HavyeHy pocCilicbKoo
KOHTYPHIl «300POB'A MOBOI0;
YapyHKOoBIli ynakoBLi » - NepeHeceHo MKHaPOAHI NO3HAYEHHS OAUHULD
B KapTOHHI kKopo6Li BVIMipIOBaHHS
- YTOYHEHO iHhopMaLito LWoAo noroTuny
3a59BHUKA;
- BHECEHO He3HauHi peakLiliHi npaBky B TEKCT
MapKyBaHHS YNakoBOK Nikapcbkoro 3acoby.
TepMmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPMKEHHS.
81. | IMEMOHT TabneTku, BKPUTI neHmapk IHais CneHmapk IHais BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/14000/01/01
nNiBKOBOIO PapmacbioT PapmacboTrKan3 3MiHn | TMNy - 3MiHK 3 SIKOCTi. [OTOBMIA peyernmom
obonoHkoto, no 10 vkans J/ita,. nrp. nikapcbkuid 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
Mmr o 10 TabneTok y po3Mipy cepii (Bk/toYatoun AianaszoH po3mipy
6nictepi; no 3 cepil) roToBOro nikapcbkoro 3acoby (36iNbLUeHHS
6nictepy B 00 10 pasiB NOPIBHSAHO i3 3aTBEPAKEHUM
KapTOHHI Kopo6Lyj; pO3MipoM) BBEAEHHS [OAATKOBOro po3mipy cepii
no 30 TabneTok y 'N3 625 000 TabneToK B AOMNOBHEHHA [0 BXe
KOHTeliHepi; mo 1 3aTBepMAKeHoro posmipy cepii 150 000
KOHTeliHepy B TabneTok.
KapTOHHI/ Kopobui
82. | TNIKOCTEPWU | po3uuH Aans iHgysiid; MpuBatHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHix maTepianis: 3a UA/1859/01/01
n 10 no 250 mn, 500 MmNy | akuioHepHe akuioHepHe 3MiHu | TUny - 3MiHKM 3 akocTi. CepTudikaT peuenmom
nakeri TOBapUCTBO TOBapuCTBO BignosigHocTi/lE-cepTudikar BignoBigHOCTI
nosniMmepHomy; no 1 "IHdoy3ia" "IHdpy3ia” €Bponelicbkiin hapmakonei/MmoHorpadii.

nakeTy
nonimepHomy B
npo3opomMy
nnacTykoBoMy
nakeri

MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®l; onsa BuxigHoro
matepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[0NOMDKHOT peyoBrHU (cepTudpikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNeHWi cepTUdikaT Bif, yXe 3aTBEpAXEHOro
BMpo6HUKa - MofaHHA OHOB/IEHOrO cepTuddikara
BiAnoBigHOCTI €Bponelickbkiin thapmakonei R1-
CEP 2008-105-Rev 02 (3aTBepaxeHo: R1-CEP
2008-105-Rev 01) gns Aitoyoi peyoBrHU Hatpito
X10pUA Bif, 3aTBEPAKEHOTO BUpobHMKa DANSK
SALT A/S, Denmark. 3miHa Bigbynachb, y 3B'13Ky
3i 3miHo0 BnacHuka (Name of Holder) CEP 3
Dansk Salt A/S Ha Mariager Salt Specialties A/S,
BMPOGHMWYA AiNbHULSA, afapeca Ta yci BUPOGHUUi
onepavii 3amwatTbCs He3MiHHUMNY. [jtoua
pepakuis: CEP Ne R1-CEP 2008-105-Rev 01
MKA N3 CKA/L Hartpito xnopug,

(Dansk Salt A/S, faHis) NMponoHoBaHa peaakuis:
CEP Ne R1-CEP 2008-105-Rev 02 MKA N3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
CKNAJ Hatpito xnopug (Dansk Salt A/S, faHis*)
* BiANOBIfAIbHUIA 32 NaKyBaHHA Ta BUNYyCK cepil
- Mariager Salt Specialties A/S, faHis
83. | TNIKOCTEPWU | po3uuH ans iHgysiid; MpvBaTHE YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 3a UA/1860/01/01
n o5 no 200 mn, 250 mn, akuioHepHe akuioHepHe 3MiHu | TUnYy - 3MiHKM 3 akocTi. CepTudikaT peuenmom
400 mn, 500 mny TOBapUCTBO TOBapucTBO BignosigHocTi/lE-cepTudikar BignoBigHOCTI
nasiwkax; no 250 "IHdpy3ia” "Indpy3ia” €Bponelicbkiin hapmakonei/moHorpadii.
M1, 500 My naketi MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
nosimepHomy; no 1 BIANOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
nakety BiANOBIAHOCTI €Bponeiickbkili hapmakonei: ans
noniMepHomMy B A®l; onsa BuxigHoro
npo3opomy marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
nnacTyKoBoMy BUKOPWCTOBYIOTLCS Yy BUPOOHNLTBI ADI; ans
naketi [0NOMDKHOT pevyoBrHU (cepTudpikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNeHW cepTUdikaT Bif, y)Xe 3aTBEepAXEHOro
BMpo6HUKa - MofaHHA OHOB/IEHOro cepTuddikara
BiAnoBigHOCTI €Bponelicbkin hapmakonei R1-
CEP 2008-105-Rev 02 (3aTBepgkeHo: R1-CEP
2008-105-Rev 01) gns Aiovoi peyoBrHU HaTpito
X10pUA Bif, 3aTBEPAKEHOTO BUPobHMKa DANSK
SALT A/S, Denmark. 3miHa Bigbynach, y 3B'3Ky
3i 3miHO0 BnacHuka (Name of Holder) CEP 3
Dansk Salt A/S Ha Mariager Salt Specialties A/S,
BMPOGHMYA AiNbHULSA, afpeca Ta yci BUPOGHUUi
onepavii 3a/mwatTbCs He3aMiHHUMU. [jtoua
pepakuis: CEP Ne R1-CEP 2008-105-Rev 01
MKSA N3 CKNAL Hatpito xnopug,
(Dansk Salt A/S, faHis) NMponoHoBaHa pejakuis:
CEP Ne R1-CEP 2008-105-Rev 02 MKA N3
CKNAJ Hatpito xnopug (Dansk Salt A/S, AaHis*)
* BiANOBIfAIbHUIA 32 NaKyBaHHA Ta BUNYCK cepil
- Mariager Salt Specialties A/S, faHis
84. | TNILEPUHOB | po34uH peKTasbHUiA, KaceH IcnaHis KaceH Pekopaari, IcnaHis BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 6e3 He UA/10351/01/01
| 3,28 mn/4 mn; Pekoppari, C.N. 3MiHu | TMNY - 3MiHK Woao peuenma nionsieae
MIKPOK/I3M no4mnse C.. 6e3nekn/edhekTVBHOCTI Ta hapMakoHariagy
N ANA BITEN | annikaTopi; no 4 (iHWi 3MiHW). 3MiHVM BHECEHO B IHCTPYKLUito Ans
NEWAONAKC | annikaTopy B MeAMYHOro 3aCTOCYBaHHSA NMikapCbKoro 3acoby
KOpO6Lii 3 KapTOHY 00 po3giny "Mo6iyuHi peakyji” Woao 3BiTyBaHHA
npo nNo6iyHi peakuii. BBegeHHs 3MiH MPOTArom 6-
TW MiICALIB NiC/s 3aTBEPAKEHHS.
85. | MIUEPVUHOB | po3uuH peKkTanbHUi, KaceH IcnaHis KaceH Pekopgari, IcnaHis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 nidnsieae UA/10469/01/01
| 6,14 mn/7,5 mn; no Pekoppari, C.J. 3MiHu | TMNY - 3MiHK Woao peyenma
MIKPOK/I3M 7,5 Mn B annikaropi; C.J. 6e3nekn/edekTBHOCTI Ta hapmakoHarnsagy
n ana no 4 annikatopu y (iHWi 3miHM). 3anponoHoBaHa 3MiHa B IHCTPYKLiT
AOPOCNINX KOpPOO6LLi 3 KApTOHY ONs MeAnyHOro 3acTocyBaHHsA f13 B po3gini
AAONAKC «Mob6iyHI peakLii» y 3B'A3Ky 3 pekoMeHgaLlieto,

ony6ikoBaHow Ha canTi AELL MO3 Ykpainu
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
LLIO0 BaX/IMBOCTI 3BITYBaHHSA NPO MOGiYHi
peaxuii nikapcbknx 3acobis. BBegeHHs 3MiH
npoTArom 6-Tn MicaLiB Nicns 3aTBepAKeHHS
86. | TMOKAFEH® | niodpinizar gns A/T HoBo [aHis Brpo6HMK [Oanis/ BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 3a UA/13221/01/01
1 Mr MNOKIT | po3unHy Ans iH'ekuiid Hopgaick nikapcbKoro 3acoby, Benbris 3MiHK | TUNy - 3MiHK WoA0 peuenmom
no 1 mr (1 MO); 1 nepBrHHe Ta 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
h/1aKOH 3 MOPOLLUKOM BTOpPUHHE 3miHa yacToTu Ta/abo TepMiHiB nogaHHs
Yy KOMMNAEKTi 3 nakyBaHHs: A/T perynsipHoO OHOBJ/IHOBaHMX 3BITIB 3 6e3neku
PO34YMHHMKOM (BOAA Hoso Hopgick, nikapcbKyx 3aco6iB. 3MiHM y YacToTi Ta gartax
Ans iH ekuii no 1 mn [aHis; BupobHuk, NoAaHHsA PerysisipHO OHOBJIIOBAHOTO 3BITY 3
y wnpuyi Ne 1) y BiAnoBiganbHUIA 3a 6e3neku.
N1acTMKoBIl KopooLi BUMYCK Cepiit [itoua pepakuis:
KIHLLeBOro NpoAyKTy: YacToTa noAaHHs perynsipHo OHOB/TIOBAHOTO
A/T Hoso Hopgick, 3BiTYy 3 6e3neku 13 poki..
[aHis; BupobHuk KiHueBa gata A5 BK/OUYEHHs gaHux go PO36 -
nikapcbKoro 3acoby, 01.01.2025 p. Aarta nogaHHsA - 01.04.2025 p.
nepBuHHE MponoHoBaHa pefakuis:
nakyBaHHs1, YacToTa nogaHHsa perynsipHo OHOBJ/IIOBAHOIO
niogpinizauis Ta 3BITy 3 6e3nekn 8 pokiB.
KOHTPO/b FOTOBOrO KiHueBa gaTa A5 BKIOYEHHS aaHux fo PO36 -
nikapcbKoro 3acooby. 30.06.2026 p. flata nogaHHs - 28.09.2026 p.
KoHTposb skoCTi PekomeHA0BaHO [0 3aTBEPLKEHHS BigNOBIAHO
roToBOro [10 NepioANYHOCTI NoAaHHA perynspHo
nikapcbKoro 3acooby. OHOB/IOBaHMX 3BITiB 3 6€3MeKN NiKapCbKNx
Brpo6HuK ans 3aco6iB y €EC.
36UpaHHs,
MapKyBaHHs Ta
yNaKkoBKu,
BTOPWHHOIO
nakyBaHHs: A/T
Hoso Hopgick,
[aHis; BupobHuk
PO3UYMHHMKA
(cTepunbHa BoAa
ONsiH exuin y
wnpuuy),
KOHTPO/b/BMNPOGYB
aHHsA cepili
PO3UYMHHYIKA:
KataneHT benbris
CA, Benbrist
87. | TPUNEKC NopoLUOK ANs KOHina6, NN CLWA BUPOBHMLTBO, Monba BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/5737/01/01
XOTAKTUB OpPa/IbLHOIO PO3UNHY nepBrHHe Ta 3MmiHu | TYny - 3MiHKW 3 AKOCTi. FoTOBMIA peyenma
no 4r B cawe; no 5, BTOPVIHHE nikapcbkuii 3aci6. KOHTPOIb AOMNOMIXHMX
abo no 7, abo no 8 naxkyBaHHs, peyoBuH. 3MiHa y meTodax BUNpobyBaHHs
abo no 10 cawe y KOHTPO/b Ta BUMYCK L0MNOMDKHOT PeYOBMHM (iHLLI 3MiHW Y MeToAax
KapTOHHI nayw,i cepi: BMNPOGYBaHHS (BKOUAOUM 3aMiHy abo

TOB HOC dapwmadis

fofasaHHs)). BBefieHHs1 a/lbTepHaTUBHOTO
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

meToAy 415 BU3HAUYEHHS MoKasHuKa «BTpata
Macy npy BUCYLLYBaHHI» 3a J0NOMOro0
rasloreHHoro aHanisaropa Bosoru As
[OMOMDKXHOI PEYOBMHN IMMOHHWIA apoMaTtunsaTop
875928. 3miHu | TNy - 3MiHK 3 SKOCTI. FoTOBUIA
nikapcbkuii 3aci6. KOHTPonb AOMOMiIXHUX
peyoByvH. 3miHa y meToAax BUNpobyBaHHSA
O0MNOMDKHOT peYOBMHU (iHLLI 3MiHW Y MeToAax
BMNPOGYBaHHSA (BK/IHOYaloun 3amiHy abo
[0faBaHHs)).
BBegeHHs anbTepHaTVBHOrO MeToAy ANs
BU3HAYEHHS NokasHuka «BTparta macu npu
BMCYLLUYBaHHi» 3a [0MOMOrO0 rasIoreHHOro
aHastizaTopa BOJIor1 A1a AOMNOMIKHOI PEHOBUHM
JIMMOHHWIA apoMaTn3aTop IMMOHHWIA
apomatusartop 87A069. 3MiHu | Tuny - 3miHK 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6. KoHTponb
[O0MNOMDKHMX PevyoBUH. 3MiHa y MeTofAax
BMMPOGYBaHHS AOMOMIKHOI Pe4OBUHM (iHLUi
3MiHM Y MeToAax BUNpobyBaHHSA (BKOUYaUn
3amiHy abo gogasaHHs)). BeegeHHs
a/lbTEPHATUBHOIO METOAY /19 BU3HAUEHHS
nokasHuka «BTpaTta macu npy BUCYLLYBaHHI» 3a
ZI0NOMOTrOI0 ra/IoreHHOro aHaslisatopa BoJoru
AN AONOMIKHOT PEYOBWHY JIMMOHHWIA
apomartusartop 875060.

88.

rPUNEKC
XOTAKTMB
MAKC

NOPOLLIOK A/1A
Opa/IbHOTO PO3YUHY;
no 5 r NopoLuKky y
cawle; no 5 cawe
abo no 8 cawey
KapTOHHI nauui

KOHina6, /N

CLA

Bupo6HMK,
BiANOBiAA/IbHWIA 32
BMPOBHMLTBO 3a
NMOBHWM LMK/IOM:
TOB HOC dapmadis

Monbwa

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MmiHu | TYny - 3MiHKW 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOIb AOMOMIXHMX
peyoBuH. 3MiHa y meTodax BUNpobyBaHHs
[LOMOMDKHOT peyoBUHY (iHLWI 3MiHW y MeToaax
BMNPO6YBaHHs (BKIOUauM 3aMiHy abo
[ofasaHHs)). BBeieHHs1 aflbTepHaTUBHOTO
meToAy A5 BU3HAYEHHS MoKasHuKa «BTpata
Macy npy BMCYLLYBaHHI» 3a [ONOMOro0
rasloreHHoro aHanisaropa Bosoru Ans
[OMOMDKXHOI PEYOBMHN IMMOHHWIA apoMaTtusarTop
875928. 3miHu | TMNY - 3MiHK 3 IKOCTI. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXKHMX
peyoByVH. 3MiHa y meToAax BUNpo6yBaHHA
[0MNOMDKHOT peyOoBMHU (iHLLI 3MiHU Y MeToAax
BMNPOGYyBaHHSA (BK/IHOYatoun 3amiHy abo
[0faBaHHs)).

BBeaeHHs anbTepHaTVBHOIO MeToAdy ANs
BU3HAYEHHS NokasHuka «BTparta macu npu
BMCYLLUYBaHHi» 3a [0NOMOrO rasIoreHHOro
aHastizaTopa BOJIorv 415 AOMNOMIKHOI PEHOBUHM
JIMMOHHWIA apoMaTn3aTop JIMMOHHUI

6e3
peyenma

UA/6285/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
apomaTusartop 87A069. 3MiHu | Tuny - 3miHK 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6. KoHTponb
[O0MNOMDKHMX pevyoBUH. 3MiHa y MeTofAax
BMMPOGYBaHHS AOMOMIKHOI Pe4OBUHM (iHLU
3MiHM Y MeToAax BUNpobyBaHHSA (BKNOHaUn
3amiHy abo gogasaHHs)). BeegeHHs
a/lbTEPHATUBHOIO METOAY /19 BU3HAUEHHS
nokasHuka «BTpaTta macu npy BUCYLLYBaHHI» 3a
[lONOMOrOI0 rafioreHHoro aHasisaTopa Bonorun
AN AONOMIKHOT PEYOBUHY JIMMOHHWIA
apomartusartop 875060.
89. | TPNOMEA® | po3uuH opasibHUiA 3 MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 6e3 He UA/17686/01/01
%, no 100 mny "XIM®PAPM3 "XIMGAPM3ABO/, YTOUHEHHS cTaTyCcy pek/laMyBaHHSl B HaKasi peyenma nionsza
6aHLji nonimepHiit; ABO[ "YEPBOHA 3IPKA" MOS3 Ykpainu Ne 1151 Big 18.07.2025 B €
no 1 6aHuiy "YEPBOHA npoueci BHeCEHHA 3MiH (3MiHu | Tuny - 3MiHK
KOMNJIEKTi 3 3IPKA" Lopao 6e3nekn/edyeKTMBHOCTI Ta
[,03yBa/IbHOI hapmakoHarnsgy. 3miHa y KopoTkili
nineTko y nauui 3 XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
KapToHy; no 100 mn MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
y 6aHLj cknsHIli; no 3acTocyBaHHA Ha niacTasi perynspHo
1 6aHuj y komnaekTi OHOB/IOBAHOrO 3BiTY 3 6e3neKky NikapCbKoro
3 A03yBa/IbHO 3acoby, abo focnimxeHb 3 6esneku
nineTkoo y nauuj 3 3acToCyBaHHSA NikapcbKoro 3acoby B
KapToHy nicnsapeecTpauiinnii nepiog, abo sk pesynbtar
OLLiHKVM 3BIiTYy 3 AOC/iPKEHb, MPOBEAEHNX
Bi4NOBIAHO A0 NnaHy nejiatpudHNX AOCNiAXeHb
(PIP) (3MiHy y3rofXeHo 3 KOMMETEHTHUM
YNOBHOB&XEHUM OpraHoMm) - 3MiHW BHECEHO B
IHCTPYKLUIi0 AN MeAUYHOro 3acTOCYBaHHA
NiKapcbKoro 3acoby A0 po3ainis "B3aemogis 3
HLWIMMK NiKapCbKMKM 3acobamMu Ta iHLWi BUam
B3aemogii", "Ocob/IMBOCTi 3aCTOCYBaHHA" Ta
"Mo6iuHi peakwji" BigNoBigHO iHhopMmaL,i Woao
6e3neky 3acTocyBaHHA Ail040i PEHOBUHM -
napaueTtamory - 3rifHO pekomeHaau,i
PRAC.BBeggeHHs 3MiH MpOTSArom 3-x micsuis
nicns 3aTBepmkeHHs). IHopmauia B Hakasi -
nignsrae. BipHa peaakuis - He nignarae.
90. | AE3OPEMIH TabneTkun, BKpUTI TOB «MIBE Ykpaina mi6e MmeX HimeuunHa BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: 3a UA/17211/01/01
® 30 NNiBKOBOO YKPAIHA» ApuHaiimiTTens 3MiHY | TNy - 3MiHK 3 AKocTi. A®I. KOHTposb peyenmom

060/10HKO10, Mo 0,03
mr/0,15 wr; no 21
Tabnetui y 6nictepi,
no 1, a6o no 3, abo
no 6 6nictepis y
KapTOHHIA KopoobLi

A®I (iHWi 3MiHW) - BHeceHHs 3MiH A0
cneumdikauii BXigHOro KoHTpono Ad|
ethinylestradiol 3a noka3Hukom «Po3Mip
4YacTOK», a came KOHconigaLia kputepiis
NPUAHATHOCTI 4719 BHYTPILLHBOrO MeToAyY
nasepHoi audgpaxuii. Aitoya pegakuisa Particle
size (Laser diffraction, in house method) - 99% <
20 pum - additional for supplier Bayer AG -
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Particle size (Laser diffraction according to CEP)
Specification: - 100 % < 15 um - 99 % < 12.5 pm
- 95 % < 10.0 um - 50 % < 3.0 ym
- <40 % < 1.3 pm NponoHoBaHa pejaku,is
Particle size (Laser diffraction, in house) - 99% <
12.5 pm - 95% < 10.0 pm - 50% < 3.0 pm
- £25% < 1.3 pm. 3MiHn | TMny - 3MiHK 3 SKOCTI.
A®|. KoHTposnib AdL. 3miHa y meTogax
BMNpobyBaHHA APl abo BUXIAHOTO
marepiany/npoMiXHOr0 NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETHLCSA Y NpoLieci BUpo6HMLTBa ADI
(iHWi 3MiHW y MeTOoaax BUNPOBYBaHHSA
(BKntOYaOuM 3amiHy abo AONoBHEHHs) AdD| abo
BUXIAHOrO/NPOMIXHOrO NPOAYKTY) - BHECEHHSA
3MiH 0 METOAUKN BUNPOBYBaHHA BXigHOIO
KOHTponto A®I, a came 3aMiHa YAHHOT
npoueaypu nasepHoro AudpakLiiHoro aHanisy
(BHYTpILWHIO METOAMKY BUMPOBYBaHb Ha Npunagi
Mastersizer 2000 Ta MeTOAVKY BUNPO6YBaHb
3rifHo 3 CEP) Ha HOBY BHYTPILLHIO NpoLleaypy
nasepHoro AndpakLiitHoro aHanisy Ha npunagi
Mastersizer 3000 gito4oi peyoBuHM
ethinylestradiol ans Bu3HayeHHs particle size
distribution. Kpim Toro, pegaxuiiHi 3miHn
BHOCATbCSA A0 NyHkTiB 3.2.5.4.1. Ta 3.2.5.4.2,
o0 06rpyHToBaHO European Medicines Agency
post-authorisation procedural advice for users of
the centralised procedure (EMEA-H-19984/03) B
po3aini 7.4.1. MoBHa cneuudikauis, Lo
BumaraeTbcs Ph.Eur. monograph, Takox
BK/1IOYEHA B A0CbE, Ae TI He BUCTavyau1o a1
rapmMoHisauii po3giny 3.2.S.4.1. Y posginax
3.2.5.4.1 Ta 3.2.S.4.2 Ha3BYy BUPOGHMKa
roTOBOrO slikapcbkoro 3acoby (mibe) BunyueHo i3
3aro/s10BKiB po3ainis. 3miHu | TUNY - 3MiHK 3
AKOCTi. A®I. KoHTposb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®I| abo BuxigHOro
mMartepiany/npomiKHOro NpoayKkTy/peareHTy, Wo
BVIKOPVCTOBYETLCA Y NpoLieci BUPo6HULTBa ADI
(BMyYeHHs meToAy BUNPOOYBaHHA ANS
Adl/peareHTy/NPOMIKHOro NpPoAyKTy, AKLLO
anbTepHaTUBHUIA METOZ, BXE 3aTBepIKEHWIA) -
BunyyeHHs npoliefypy MiKPOCKONIYHOTO
[OCNiMKEeHHs AN nokasHuka AkocTi «Po3mip
yacTok» fito4oi pevosuHu ethinylestradiol
BMpO6GHULITBA KOMNaHii Bayer AG.

91.

DEKAMENTA
N AENO

NOPOLLIOK A”A
cycnexsii gns

deppiHr
66X

HimeuunHa

BignosiganbHuii 3a
BVMPOGHMLTBO

Himeuunna/
Yecbka

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MmiHu | TMny - 3MiHK 3 AKocTi. FoToBUIA

3a
peyenmom

He
nidnsieae

UA/7106/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
iH'ekuin no 3,75 wr; rOTOBOrO NPOAYKTY, Pecny6nika nikapcbkuii 3aci6. KOHTpoib roToBOro
1 nonepefHLO NepBUHHY YNakoBKy, nikapcbkoro 3acoby. 3miHa napameTpis
3anoBHEHWIA LINpULY KOHTPO/b SKOCTi Ta cneumdikauii Ta/abo AONYCTUMUX MEX FOTOBOIO
3 nopowukom Ta 1 BUMYCK Cepii: NikapcbKoro 3acoby (BUIyYeHHS HE3HAYHOro
nonepegHL0 deppiHr MM6X, nokasHuka (Hanpuknag 3acTapisioro NokasHuka,
3arnoBHeHUIA LWNpuLY HimeuunHa; TakKoro sk 3anax Ta cmak, abo igeHTudikauis
nolwmns 6apBHVKIB Y1 CMaKOBMX 106ABOK)) BUyYEHHS i3
PO3YUMHHUKOM BignosiganbHuii 3a cneumdikaLiin Ta METOAIB KOHTPOO ANs
(oekcTpaH 70, BTOPUHHY YNaKOBKY: MOPOLLKY Ta PO3YMHHMKA MOKa3HMKa «3anax». A
nonicop6ar 80, deppiHr-/leunsa, TakoX 3MiHN BHECEHO B iHCTPYKLit0 AN
HaTpito xnopug, a.c., Yecbka MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby y
HaTpito Pecny6nika po3gin «/likapcbka chopma» (OCHOBHI hi3nKO-
avrigpocpocdpar XiMiYHi BNacTUBOCTI). BBEAEHHS 3MiH NPOTArom
avrigpat, 1 N 6-TN MicALIB Nicna 3aTBEPMKEHHSA. 3MiHM | TNy -
pO34MH HaTpilo AAMIHICTPATVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
rigpokcuay, Boga Ta/abo agpecyn Micus NPOBaMKEHHS AiSNbHOCTI
Ans iH'eKUiii); BMpOoGHUKa/iMnopTepa roToBoro /ikapcbkoro
3'eiHyBaIbHUIA 3aco6y, BKIHOYaun 4ibHULL BUNYCKY cepii abo
efleMeHT, ToNkn gns MicLle MPOBEAEHHSA KOHTPOJIIO AKOCTI.
iH'EKLi Y KAPTOHHIi (misnbHICTb, 3a Ky Bignosigae
ynakoBLii BUPOGHMK/IMNOPTEP, HE BK/IOYAKOUM BUMYCK
cepili) npuBeAeHHs aapecy BUPO6HMKa,
BifiNOBIAa/IbHOTO 32 BTOPVHHE NakKyBaHHA Yy
BiANOBIAHICTb 40 OPUriIHA/IBHUX AOKYMEHTIB
BMPOGHMKa/ 3MiHK | TNy - 3MiHW 3 AKocTi. API.
KoHTposb A®I. 3miHa y MeTogax BUNPOGyBaHHs
A®| abo BMXigHOTrO Matepiany/npoMiKHOro
NpoAayKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BUpo6bHuLTBa APl (BUNyYEHHA METOAY
BuNpobyBaHHA Ana Ad®l/peareHTy/npoMiXXHOro
NPOAYKTY, SKLLIO aSlbTEPHATUBHUI METOZ, BXe
3aTBEPXEHWNIA) BUTyYEHHS i3 crnieumdikawi
TecTy «OnTuyHe ob6epTaHHSA METOAOM
cnekTpockonii» (EP 2.2.7)
92. | AEKANENTU NopoLUoK AN deppiHr HimeuunHa BignosiganbHuii 3a Himeuunxa/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/7106/01/01
n geno cycnensii gns 6X BVMPOGHMLTBO Yecbka 3MmiHu | TMny - 3MiHKW 3 AKocTi. FoToBUIA peyenmom
iH'ekuin no 3,75 wr; rOTOBOrO NPOAYKTY, Pecny6inka nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHK

1 nonepefHbLO
3anoOBHEHWIA LNpULY
3 nopoLukom T1a 1
nonepeAHL0
3anoOBHEHWIA LNpULY
nolmns
PO3YMHHUKOM
(aekctpaH 70,
nonicop6ar 80,
HaTpito xnopug,
HaTpito

NepBUHHY YNakoBKy,
KOHTPO/b AKOCTi Ta
BWMYCK Cepil:
PeppiHr MM6X,
HimeuunHa;
BignosigansHuii 3a
BTOPVHHY YNaKoBKY:
deppiHr-JleunBa,
a.c., Yecbka
Pecny6nika

BMNPO6YBaHb ab0 A0NYCTUMUX MEX,
BCTaAHOB/EHNX Y cneuudikauisx, nig vyac
BMPOGHMLTBA rOTOBOTO J1iKapCbKOro 3acoby
(BMNYYEHHSI HECYTTEBOTO BUNPOGYBaHHSA B
npoueci BUpo6HMLTBA) - BHECEHHS 3MiHW 0
BMNpobyBaHb B Npoueci BUpOOHULTBa, a came
BU/y4YeHHA TecTy «BusHaueHHsa pH» (in-process
control after sterile filtration) Ana posunHHKKa.
3MmiHu | TMny - 3MiHKW 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHK
BMNpo6yBaHb abo AOMYCTUMUX MEX,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
avrigpocpocdoar BCTaHOB/IEHNX Y cnieuudikauisx, nig vyac
avrigpat, 1 N BMPOGHMLTBA FOTOBOIO NiKapCbKOro 3acoby

pO34KH HaTpilo
rigpokcuay, Boga
Ans iH'eKUiii);
3'egHyBa/IbHWA
efleMeHT, ToNkn gns
iH'EKLi1 Y KAPTOHHIi
ynakosLi

(BMNYYEHHA HECYTTEBOrO BUNPOOYBaHHSA B
npoLeci BUPOOHULITBA)- BHECEHHS 3MiHW A0
BMNPO6YBaHb B NPOLLECi BUPOBHMLITBA, & came
BUyYEHHA TecTy «BigHOCHa WiNbHICTb» (in-
process control after sterile filtration) gns
PO3YMHHMKA. 3MiHM | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHU BUNpobyBaHb abo
[OMYCTUMUX MEX, BCTAHOB/EHNX Y
cneumdikavisx, nig yac BUPOOHULTBA FOTOBOrO
NiKapcbKoro 3acoby (BMyYEHHS1 HECYTTEBOTO
BMNPOGYBaHHSA B NpoLeci BUpOObHULUTBA) -
BHECEHHS 3MiHV [0 BUNpo6yBaHb B NpoLeci
BMPOOHMLTBA, & CamMe BUYyYEHHS TeCTy
«KonboposicTb» (in-process control after sterile
filtration) Ans po3unHHMKa. 3MiHK | TUNY - 3MiHK
3 AKoCTi. FoTOBWIA Nikapcbkuii 3aci6. 3mMiHM y
BMPOGHMLTBI. 3MiHM BUNpobyBaHb abo
[OMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikauisix, nig yac BUPOOGHULTBA FOTOBOrO
nikapcbKoro 3acoby (BU/yYeHHSI HECYTTEBOIO
BMNPOGYyBaHHA B NpoLIEeCi BUPOOHULITBA) -
BHECEHHS 3MiHV 40 BMNpo6yBaHb B MPOLECi
BMPOOHWLTBA, & CaMe BUYYEHHS TeCcTy
«[po3opicTb» (in-process control after sterile
filtration) gns po3uvHHMka. 3MiHK | TURY - 3MiHK
3 AKoCTi. FoTOBWIA Nikapcbkuii 3aci6. 3mMiHN y
BMPOGHMLTBI. 3MiHN BUNPObyBaHb abo
[OMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikayisix, nig yac BUPO6GHULTBA FOTOBOrO
niKapcbKoro 3acoby (BUIyYEHHSI HECYTTEBOIO
BMNPOGYyBaHHS B NpoLieCi BUPOOHULITBA) -
BHECEHHS 3MiHN 40 BUNPOOYBaHb B MPOLIECi
BMPOGHWLTBA, & CaMe BUYYEHHS TECTY
«3anax» (in-process control after sterile
filtration) onsA po3uvHHKKaA. 3MiHW | TUNY - 3MiHK
3 AIKOCTi. TOTOBMIA Nnikapcbkuii 3aci6. 3MiHN y
BVMPOGHMLTBI. 3MiHM BUNpobyBaHb abo
[OMYCTUMUX MEX, BCTAHOB/EHNX Y
cneumdikavisx, nig yac BUPOOHULTBA FOTOBOrO
NiKapcbKoro 3acoby (BMyYeHHS1 HECYTTEBOTO
BMNPOGYBaHHSA B NpoLeci BUpOObHULTBA) -
BHECEHHS 3MiHV [0 BUNpobyBaHb B NpoLeci
BMPOOHMLTBA, & Came BUYyYEHHS TeCTY
«[uHamiyHa B'A3KiCTb» (in-process control after
sterile filtration) ns po3ynHHMKa. 3MiHu | TUNy -
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

3MmiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. 3MiHK
Yy BUPOGHULTBI. 3MiHM BUNpPoGyBaHb abo
[OMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikayisix, nig yac BUPOOGHULTBA FOTOBOrO
nikapcbKoro 3acoby (foAaBaHHsA HOBOro MeToay
BMNPOGYBaHHA Ta JOMYCTUMUX MEX) -
[ofaBaHHsA HOBOro BUNPOOYBaHHSA A/1A
PO34YMHHIMKA B NPOLIECi BUPOOHMLTBA «30BHILLHilA
BUINSA». 3MiHK | TUNy - 3MiHW 3 IKOCTi. TOTOBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3MiHK
BMNPO6YBaHb ab0 A0NYCTUMUX MEX,
BCTaAHOBNEHNX Y cneuudikauisx, nig vyac
BMPOGHMLTBA rOTOBOTO J1iKapCbKOro 3acoby
(oofaBaHHSA HOBOro MeToAy BUNPOGYBaHHSA Ta
[0NyCTUMUX MEX) — A0AABaHHA HOBOTO
BUNPOOYBaHHA A4/19 PO3UYMHHMKA B NPOLECi
BMPOGHMLTBA «Bn3HAYEHHS 3araibHOT KisbKOCTi
Mikpob6iB»(bioburden) 3 HopmyBaHHAM «<10 CFU
100 ml».
3MiHu | TNy - 3MiHKW 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHM
BMNpPOGYyBaHb abo AOMYCTUMUX MEX,
BCTaHOBNEHMX Y cnevmdikauisx, nig yac
BMPOGHMLTBA rOTOBOTO /1iKapCbKOro 3acoby
(nofaBaHHsA HOBOro MeToAy BUNPOOYBaHHSA Ta
[OMYyCTUMMX MEeX) - A0AaBaHHA HOBOrO
BUNPOOGYBaHHA [/19 PO3YMHHMKA B NPOLLECI
BMPOGHMLTBA «BU3HAYEeHHS LisliCHOCTI
QiNbTPIB».
3MiHu | TUNY - 3MiHK 3 AkocTi. FoToBUIA
nNikapcbknii 3aci6. 3MiHN Y BUPOOGHULTBI. 3MiHN Y
npoueci BUPOBHULITBA rOTOBOIO NiKapCbKoro
3aco0y, BK/IOYAKUM NMPOMIKHWIA NPOAYKT, L0
3aCTOCOBYETLCS MPU BUPOGHULTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3miHa y npoueci
BMPOGHULITBA) - BHECEHHS HE3HAYHWUX 3MiH O
npouecy BUPOGHULTBA PO3UMHHIKA,
BMPOGHMYMIA NPOLIEC PO3UMHHMKA
ONTWMI30BaHWi, onuc i 61oK-cxemy fofaBaHHS
KOMMOHEHTIB Nif, Y4ac 3MillyBaHHS 6ifbLL TOYHO
onvcaHo. Bigbynucsa 3MiHu inbTpis, SKi
BMKOPVCTOBYIOTbCSA Mif Yac CTEPUbHOI
dhinbTpaw;i (3 0,45 mkm/0,2 Mkm o 0,2 mkm/0,2
MKM). MaTepian inbTpa He 3MiHMBCA. Takox
BHECEHi 10AAaTKOBI peAakyiiiHi 3MiHW. 3MiHu |
Tnny - 3MiHK 3 SKOCTI. [OTOBWIA NikapCbKnii
3aci6. 3MiHM Yy BUPOOGHULTBI. 3MiHM Y NpoLeci
BMPOGHULITBA FTOTOBOTO J1iKapCbKOro 3acoby,
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BK/10UAK0UM MPOMIKHUIA MPOAYKT, WO
3aCTOCOBYETHCS MPW BUPOGHULTBI FOTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3miHa y npoueci
BVMPOGHMLTBA) - BHECEHHS 3MiHW O
n.3.2.P.3.3.0nuc BMpo6GHMYOro npoLecy Ta
KOHTPO/II0 NPOLLECY, @ came KOMMaHis po3ginse
[OKYMEHTAU,0 415 PO3YMHHMKA Ta MOPOLLKA Ha
OKpeMi ¢haiinn BigNoBiAHO A0 NOTOYHUX
cTaHfapTiB gokymeHTauii CTD. MoToYHwui
npouec BUPOGHULITBA NOPOLLKY HE 3MiHWBCS.
3MiHu | TNy - 3MiHKW 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPosb roToBoro
nikapcbKkoro 3acoby (iHWi 3MiHK) - nepeknag,
TekcTy MK Ha ykpaiHcbky MoBY. 3MiHu Il Tuny -
3MiHM 3 IKOCTi. FOTOBWIA Nnikapcbkunii 3aci6. 3MiHN
y BUPOGHMLTBI. 3MiHa po3Mipy cepii (Bk/Iouaoum
JianasoH po3mipy cepii) roToBOro Nikapcbkoro
3aco6y (3MiHa CTOCYETbCA BCIX IHLIMX NIKAPChKMX
dhopM CyKynHOro (KOMMIeKCHOro) BUPOBHUYOro
npouecy) - 3MiHa po3mipy cepii acenTu4yHo
BUrOTOB/IEHOIO PO3UYMHHMKA 3 NOTOYHUX 20,9 Kr
(20000 wnpwuuis) go 72,5 kr (~60925 wnpwuyis).
Takox B paMKax 3MiHU OHOB/IEHHS
n.3.2.P.3.2.Cknag, Ha cepito, a came AoAaHui
asort (processing aid) BiANOBIAHO 4O YMHHKX
cTaHaapTiB. ®aKTUYHOI 3MiHW He Bigdynocs,
a30T BMKOPUCTOBYBABCS | B NOTOYHOMY NPOLIECI.

93.

AEKCKETON
PO®EH

PO34MH A8 iH'EKLN,
50 Mr/2 mn; no 2 mn
B amnyni; no 5
amnyn y 6nictepi 3
nniskn; no 1, 2, 3
abo 4 6nictepu B
nautii 3 KapTOHY;

no 2 M B amny/ii;
no 10 amnyny
6nicTepi 3 nniBky; 1
6nictepy B naui 3
KapTOHY;

no 2 Mn B amny’i;
no 10 amnyn y navui
3 KApTOHY 3
KapTOHHUMU
neperopogkamm

AT

"Jly6HUhap
et

Ykpaina

AT "Jly6Hndhapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHWiA 3aci6. 3MiHa
PO3Mipy ynakoBKv roTOBOro NikapcbKoro 3acoby
(3MiHa KiflbKOCTi 0AMHMLE (Hanpuknag TabneTok,
ammyn TOLL0) B ynakoBLi:) - 3miHa nosa
[iana3oHoOM 3aTBepKeHNX PO3MIpIB YNakoBKU.
JlofaBaHHA [04ATKOBOroO BUAY YNakoBku — Mo 5
amnyn y 6nictepi 3 nniBky; no 1, 3 abo 4
6nicTepun B nayui 3 KAPTOHY:
3arBepaKeHo:
no 2 mn B amnyni; no 5 amnyn y 6nictepi 3
nniBku; No 2 61icTepy B NayLi 3 KAPTOHY;
no 2 mn B amny/i; no 10 amnyn y 6nictepi 3
nniBku; 1 6nicTepy B Nayli 3 KAPTOHY;
no 2 mn B amnysi; no 10 amnyn y naydi 3
KapTOHY 3 KAPTOHHUMW Neperopogkamu
3anponoHoBaHo:
no 2 mn B amnyni; no 5 amnyn y énicrepi 3
nniskn; no 1, 2, 3 abo 4 6aictepy B nayui 3

3a
peyenmom

He
nionsiecae

UA/18283/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KapTOHY;
no 2 mn B amnyni; no 10 amnyn y 6nictepi 3
nnisku; 1 6nicTepy B NayLi 3 KAPTOHY;
no 2 mn B amnyni; no 10 amnyn y nauuj 3
KapTOHY 3 KAPTOHHUMM Neperopoakamu
3MiHN BHECEHO B po3fin "Ynakoska" B
IHCTPYKLUiIO AN151 MeANYHOTO 3aCTOCYBaHHS
NikapcbKoro 3acoby Yy 3B'A3Ky 3 BBEAEHHAM
[0[AaTKOBUX YMakoBOK, K HACNIAOK -
3aTBEPKEHHS TEKCTY MapKyBaHHA [OAaTKOBUX
YyNaKoBOK NiKapCbKoro 3acoby.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS.
94. | AJEPMACAH piguHa HallkipHa no MPAT YkpaiHa BiAnoBiganbHUIA 3a YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 6e3 UA/0443/01/01
50 mn y donakoHax; "®ITOPAPM BMPOGHMLTBO, 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenma
no 50 mn a6o 100 " nepBuHHE, BTOPUHHE HalilmeHyBaHHs Ta/abo agpecu Micud
M1y ¢pnakoHi; no 1 nakyBaHHs, NpoBaPKeHHA AiSbHOCTI BUpobHUKa/imnopTepa
donakoHy y nauui 3 KOHTPO/b SKOCTi Ta roTOBOrO MiKapCbKOro 3acoby, BKYa4un
KapToHY BUMYCK Cepil: AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
MPAT "®ITO®APM", KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a SKy BiAgnosigae
YkpaiHa, BMPOGHMK/IMNOPTEP, HE BK/THOYAKOYM BUMYCK
cepiii) 3miHa agpecu BupobHuka TOB "®apma
BiAnoBiganbHUIA 3a Uepkac", YkpaiHa, BianosigaibHuii 3a
BMPOGHMLTBO, BUMPOGHMLITBO, NEPBUHHE, BTOPUHHE NaKyBaHHS
nepBuHHE, BTOPYHHE Ta KOHTPOJ1b SIKOCTI, 6€3 3MiHN MicLs
nakyBaHHA Ta BUPOGHMLITBA.
KOHTPO/b AKOCTI:
TOB "®apma
Yepkac", YkpaiHa;
BiANOBiAA/IbHWIA 32
BUNYCK cepil, He
BK/IHOYAOYMN
KOHTPO/b/BMNPOGYB
aHHsA cepii:
MPAT "®ITO®APM",
YKpaiHa
95. | OXXAKABI Tabnetkn no 5 mr; Hosapric LLiBeiiuapis BupobHuuTBO, LLiBeiiuapis BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a UA/13456/01/01
no 14 tabnetok y dapma Al KOHTPO/b AKOCTI, 3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom

6nicTepi; no 4

nepBuUHHE Ta

HaliMeHyBaHHs Ta/abo agpecu Micud

6nictepu y Kopobui BTOPVIHHE NPOBaPKEHHSA AiSNbHOCTI BUPOOHUKA
i3 KapTOHY nakyBaHHs1, BUMYCK (BK/THOYAKOUM, 32 HEOBXIAHOCTI, MicLe
nakyBa/lbHOro cepii: NpoBeAeHHS KOHTPOJH0 SIKOCTI), ab0o BracHuKa
Hosaprtic ®apma macTep-paiina Ha A®l, abo noctavasibHUKa
LLTeiH AT, Adl/BuxigHoro matepiasy/peareHTy/MpoMixXHOro
Lseliuapis; NPOAYKTY, L0 3aCTOCOBYOTHCA Y BUPOOHWLTBI
KoHTposib sIKOCTi 3a A®| (KO0 3a3HAYEHO Y [JOCLE Ha NiKapCbKuii
BUHATKOM 3acib) 3a BigCyTHOCTI cepTudikaTa BifgnoBiAHOCTI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BM3HAYEHHS €Bponelicbkii hapmakonei y 3aTBepaKeHoOMy
MiKpOG6ionoriyHoi nocbe, abo BUPOOHUKA HOBOI AOMOMIXHOT
YACTOTU: PEUYOBUHM (SIKLLO 3a3HAYEHO Y JOCLE). 3MiHa
dapmananituka CA, Ha3BM BUPOOHMKA, BiANOBIAA/ILHOIO 3a KOHTPO/Ib
LLiBeiiuapis

sAkocTi A®| Novartis Integrated Services Limited
— International Service Laboratory Ha SGS
International Service Laboratory (ISL) Limited,
TakoxX A0 afpecy BUpo6HMKa A1 BifibLU TOYHOT
ineHTMdikaLi foAaHo NOLWTOBUY iHAEKC. 3MIH Y

npoleci BUPO6HMLTBA, KOHTPOAI SIKOCTi 260
IHLIMX 3MiH L0 MOXYTb NOBM/IMBATU HA SAKICTb
A®I He Bigbynocek. [itoya pepakuis: Current

(version 1.0) Sites/ Address/ DUNS Novartis
Integrated Services Limited — International
Service Laboratory, Ringaskiddy Co. Cork
Ireland MponoHoBaHa pepakuis: Proposed

manufacturing sites 5002176_SM_A_S21 968
(version 2.0) Sites/ Address/ DUNS SGS
International Service Laboratory (ISL) Limited,
Ringaskiddy Cork, P43 FR63 Ireland
985785798. BBeeHHs 3MiH NPOTArom 6-Tu
MicsILiB nicns 3aTBepKeHHs. 3MiHu | Tuny -
3MiHn 3 sKocTi. A®l. BUpo6bHMLTBO. 3MiHa
BMPO6GHMKA BUXIAHOro/MPOMIXKHOTO
npoAayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCSA Y
BMPO6GHMYOMY npoLieci A®I, abo 3miHa
BMPOGHVKa (BK/MOUaKoUn, fe HeobxigHo, Micue
npoBeAeHHA KOHTPOSo AkocTi) AP (3a
BIICYTHOCTI cepTudikara BifgnoBigHOCTI
€Bponelicbkii hapmakonei y 3aTBepakeHoMy
[0CbE)(3MiHM 10 3aX0/iB, NOB'A3aHNX 3
KOHTponem A®l, abo gogasaHHA AiNbHULI, fe
NpOBOANTLCS KOHTPO/b/BUNPOGYBaHHS cepii).
[JopaasaHHA AinbHULi Ae NPOBOANTLCA KOHTPO/Ib
akocTi APl [logaBaHHA BUPobHMKa Ampac Fine
Chemicals, El Dorado Hills, CA, USA sk
AiNbHWLI0 ANA NpoBeAeHHs KOHTPOIO AKOCTI
A®l, a came gna DS (nuLle peHTreHiscbka
Avdppakuis). BBeAeHHS 3MiH NpoTArom 6-Tu
MicsILiB nicns 3aTBepKeHHs. 3MiHu | Tuny -
3MiHn 3 sKocTi. A®l. BUpobHMLTBO. 3MiHa
BMPO6GHMKA BUXIAHOro/MPOMIXKHOTO
npoAayKTy/peareHTy, L0 BUKOPUCTOBYIOTHCSA Y
BMPOGHMYOMY npoLieci A®I, abo 3miHa
BMPOGHVKa (BK/MOUaKoUn, fe HeobxigHo, Micue
npoBeAeHHA KOHTPOSo AkocTi) AP (3a

BiICYTHOCTI cepTudikara BifnoBigHOCTi

manufacturing sites 5002176_SM_A_S21_968
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
€Bponelicbkiin hapmakonei y 3aTBepakKeHoMy
[0CbE)(3MiHM 10 3aX0/iB, NOB'A3aHNX 3
KOHTponem A®l, abo gogasaHHA AiNbHULI, fe
NpOBOANTLCS KOHTPO/b/BMNPOBYBaHHS cepii).

JopfaBaHHs [iNbHULj fie NPOBOAWTLCS KOHTPO/Ib

akocTi A®l, a came Intertek Pharmaceutical
Services, 291 Route 22 E Whitehouse, New
Jersey 08888, USA 15 BU3HAYEHHS BMICTY
nanagis Ta chocdatis B NPOMKHOMY NPOAYKTI
Al2. BBefieHHs1 3MiH NpOTArom 6-Tn MicauiB
nicns 3aTBepkeHHs. 3MiHu | Tuny - 3MiHn 3
akocTi. A®l. Bupo6bHMLTBO. 3MiHM B NpoLeci
BMpO6HMLTBA AD| (HEe3HaYHA 3MiHa Y MpoLeci
BMpOGHMLTBA ADI). He3HauHa 3MmiHa y npoueci
BMPOOHULTBA API. 3MiHa TeMnepaTypu Mix
npouecamu MBR i S22 Bif «15-25°C» g0 «<
20°C» nif yac BUpOGHMLTBA CNOYyKnN AB.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS. 3MiHW | TUNy - 3MiHW 3 AKOCTI.
A®I. BUpo6bHMLTBO. 3MiHW B npoLeci
BMpO6HMLTBA AP| (HE3HAYHA 3MiHA Y NpoLeCi
BMPOGHMLUTBA ADI). HesHauHa 3miHa y mpoueci
BMPOGHMLTBA AD|, OHOB/IEHHS Lii/IbOBOr0
Buxogy cnonykv A3 (3B/3C) i3 «LlinboBuii Buxia:

80-100% TeopeTMYHO Ha OCHOBI Ki/TbKOCTi
cnonykn Al». BBeeHHS 3MiH NpoTArom 6-Tu
MicsLiB nicns 3aTBepmKeHHs. 3MiHun | Tuny -
3MiHu 3 aKocTi. A®l. BUpo6HULTBO. 3MiHW B
npoueci BupobHuuTea A®| (HesHayHa 3MiHa Y
npoueci BupobHuuTea Adl).

HesHauHa 3miHa y npoueci BupobHuutea Ad|

OHOBJ/IEHHS L{i/IbOBOTO BUXOAY CMOsykn A6

85% Bif TEOPETMYHOIO Ha OCHOBI KifIbKOCTI

3MiHW | TUnNY - 3MiHK 3 aKocTi. AdI.

npu6n. 95% TeopeTUyHO Ha OCHOBI KiSTIbKOCTI
BUKOpUCTaHoi cnonyku Al» ao «LlinboBuii Buxia;

(3B/3C) i3 «LlinboBuii Buxig;: 218 kr, npn6:1.80-

BMKOpMCTaHOI cnonyku Al» o «LinboBuid BuXig;:
218 kr, npn6n. 75-90 % Bif TEOPETUYHOrO HA

OCHOBI KifIbKOCTi cnosnyku Al». BBefeHHS 3MiH
NPOTArom 6-T1 MiCALIB MiC/IA 3aTBEPAKEHHS.

Brpo6HMLUTBO. 3MiHM B npoueci BUpobHMLTBa
A®| (He3HauHa 3MiHa y npoueci BUpobHULTBa

A®Il). He3HayHa 3miHa y npoueci BUpobHuLUTBa
AD|, OHOB/IEHHSA LiNbOBOro BUXOAY Crnosiykm A9
(3C) i3 «LlinboBuii Buxig: npubn. 45-49%

npnén. 45-52% BiAHOBAEHHSA cnonykn A9».

BiIHOBNEHHSA cnosnykn A9» fio «LlinboBuii Buxia:
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEepMKEHHS. 3MiHN | TUMY - 3MiHW 3 SKOCTI.

A®|. BupobHuLTBO. 3MiHK B NpoLeci
BMpO6HMLTBA AD| (HE3HaYHA 3MiHAa Y MpoLeci
BMPOGHULTBA ADI).
HesHauHa 3miHa y npoueci BupobHuuTea Adl,
OHOBJIEHHS1 MOJ/ILHOTO Aiana3oHa ans BF3sEt20
npu oTpumaHHi cnonyku A1l i3 «112 kr (789
Monb) (552-2520 monb) Tpudbtopug 6opy
nietunetepatHoro kommnnekcy (BF3Et20)» o
«93 Kr (658Mmorb) (439-877 Monb) TpudTOpPUL,
6opy aietunetepartHoro komnnekcy (BF3Et20)».

BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBepMKEHHS. 3MiHN | TUMy - 3MiHW 3 SKOCTI.
A®|. BupobHuLTBO. 3MiHK B NpoLeci
BMpO6HMLTBA AD| (HE3HaYHA 3MiHa Y NpoLeci
BMpOGHMLTBA ADI). HesHauHa 3miHa y npoueci
BMPOGHMLTBA AD|, OHOB/IEHHS Li/IbOBOrO
Bmxogy cnonykn A3 (3B/3C) i3 «LlinboBuii Buxig

BMKOPUCTaHOI cnonyku Al» o «LlinboBuii Buxig
80-100% TeopeTNYHO Ha OCHOBI Ki/TbKOCTI
cnonykn Alx». BBeeHHs 3MiH NPOTAroM 6-Tu
MiCALIB MicNA 3aTBEPKEHHSA. 3MiHu | TNy -
3miHu 3 aKocTi. A®l. BUpo6HMLTBO. 3MiHN B
npoueci BupobHuuTBa APl (He3Ha4YHa 3miHa y
npoteci BupobHuuTea Ad®l). HesHauHa 3miHa y
npoueci BupobHuuTea AP, a came Kopekuis
LifIbOBOro BMxoAdy A5 cnonykn Al2 i3 «Ha
ocHoBi Al1» Ha «Ha O0CHOBI A9» Ta Kopekuii
Bi4MNOBIAHOrO AianasoHa Baru 3 «LlinboBuii
BUXif: npm61. 50—100 Kr 3a/1eXHO Bif, KiNIbKOCTi
BUKopucTaHoi cnonyku A1l. LinboBuii % Brxog,
cTaHoBUTb 80-95%>» Ha «LlinboBuii BUXia:
npu6n. 50-125 Kr 3a/1exXHO Bif, Ki/IbKOCTI
BUKopucTaHoi cnonyku A9 LiinboBuid % Buxog, —
80-95%>. BBeeHHS 3MiH NpoTArom 6-Tu Micauis
nicnsa 3aTBepmixeHHs. 3MiHu |l Tuny - 3MiHu 3
akocTi. A®l. BupobH1LUTBO. 3MiHa BUPOGHUKA
BVXifHOrO/MPOMDKHOro NPOoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTHCS Y BUPOOHNYOMY MPOLLECi
A, ab0 3miHa BUpo6HMKa (BKIOUaloum, ae

npu6n. 95% TeopeTUYHO Ha OCHOBI KisIbKOCTi

HeobXxigHO, MicLe NPOBEAEHHS KOHTPOJIH0 AKOCTI)
Al (3a BigcyTHOCTI cepTudcbikata BianoBiAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaXeHOMY

[0Cbe)(BBEAEHHS HOBOTO BMPO6HUMKa API, Konm

He NnoaaeTbes MacTep-thaiin Ha APl Ta o
BMMAarae 3Ha4yHoi 3MiHU [10 BifnoBigHOro po3giny
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

[ocbe Ha ADl).

[opaBaHHsa BUpobHUKa Ampac Fine Chemicals,

LLC., USA ans etanis Bupo6HuLTBa ADI
«OCTaTo4YHa NepekpucTasisalis MPOMiIXXHOro
HeOouMLLLEHOro PYKCONITUHIO chocchaTy» Ta
«MpOCiloBaHHA», SKi 3apa3 BUKOHYIOTbCA A5
npouecy 3B/3C BupobHukamu Novartis
Ringaskiddy Ltd., IpnaHgis Ta Novartis Pharma
Stein AG, LLBeiiuapis, BignosigHo. Lleli
BMPOGHWYMIA NpoLieC, B SKOMY MOBHWIA LK/
BMPOGHULITBA 3filicHI0E BUPOGHMK Ampac Fine
Chemicals, LLC., USA, npeactasneHo sk
npouec 4, SKuii MOXHa BBaXkaTh PO3LMPEHNM
npouecom 3B/3C. BunyyeHHs BUpoGHMKa
Novartis Pharma AG, Switzerland 3
nponoHoBaHoi pegakuis MKA N3, ockinbku
(haKTUYHO He BUKOHYE (DYHKLIi BUPOGHMLTBA
abo sunycky cepii A®I, BKOYEHHS A0
nonepeaHbOI Bepcii 6yn10 NOMWUIKOBUM, i 1i0ro
BiICYTHICTb Y NPONOHOBaHI pefakLii €
peAakUiiHUM YTOYHEHHSIM. BBEiEHHS 3MiH
NpPOTSArom 6-TM MicsALIB NiC/1A 3aTBEPAKEHHS.

96.

DXXAKABI

Tabnetku no 15 mr;
no 14 TabneTtok y
6nicTepi; no 4
6nictepu y Kopobui
i3 KAPTOHY
nakyBaslbHOr0

HosapTic
dapma Al

LLiBeiiLapis

Bupo6bHuuTBO,
KOHTPO/b SIKOCTI,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs1, BUNYCK
cepii:
Hosaprtic ®apma
LLTelin Al,
LLiBeiuapis;
KoHTposb AKocTi 3a
BUHATKOM
BU3HAYEHHS
MiKpOGionoriyHoi
YUCTOTU:
dapmaHanituka CA,
LLiBeiiuapis

LLiBeiiapis

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu Micud
NpoBaPKEHHS AiSIbHOCTI BUPOOHUKaA
(BK/HO4AKOUM, 32 HEOBXIAHOCTI, MicLe
npoBefeHHS KOHTPOJII0 SKOCTI), abo BnacHvKa
macTep-gpaiina Ha A®l, abo noctavasibHuKa
Adl/BuxigHoro matepiasy/peareHTy/npoMixXHOro
NPOAYKTY, WO 3aCTOCOBYOTHCA Yy BUPOOHULITBI
A®| (K0 3a3HAYEHO Y [JOCLE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTuddikaTa BifnoBiAHOCTI
€Bponelicbkiil hapmakonei y 3aTBepakeHoMy
nocbe, abo BUPOOHUKA HOBOI LOMOMIXHOT
PEYOBUHM (SIKLLIO 3a3HAYEHO Y A0CbE). 3MiHa
Ha3BW BUPOGHMKA, BiANOBIAAIbHOMO 38 KOHTPO b
sakocTi A®| Novartis Integrated Services Limited
— International Service Laboratory Ha SGS
International Service Laboratory (ISL) Limited,
TakoxX A0 afpecy BUpobHMKa 415 BiblU TOYHOT
ineHTudbikauii 4ofaHo NOWTOBUIA iHAEKC. 3MiH Y
npoteci BUPO6HMLTBA, KOHTPONi SKOCTi abo
HLLIMX 3MiH L0 MOXYTb NOBM/IMBATU HA SAKICTb
A®I He Bigbynock. [itoya pegakuis: Current
manufacturing sites 5002176_SM_A_S21_968
(version 1.0) Sites/ Address/ DUNS Novartis
Integrated Services Limited — International

3a
peyenmom

UA/13456/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Service Laboratory, Ringaskiddy Co. Cork
Ireland MponoHoBaHa pepakuis: Proposed
manufacturing sites 5002176_SM_A_S21 968
(version 2.0) Sites/ Address/ DUNS SGS

International Service Laboratory (ISL) Limited,

Ringaskiddy Cork, P43 FR63 Ireland
985785798. BBeeHHSI 3MiH NPOTArom 6-Tu
MicsILiB nicns 3aTBepKeHHs. 3MiHu | Tuny -
3MiHn 3 sKocTi. A®l. BUpobHMLTBO. 3MiHa
BMPO6GHMKA BUXIAHOr0/MPOMIKHOTO
npoAayKTy/peareHTy, Lo BUKOPUCTOBYIOTLCSA Y
BMPOGHMYOMY npouieci A®I, abo 3miHa
BMPOGHVKa (BK/MOUaKoUn, fe HeobxigHo, Micue
npoBeAeHHA KOHTPOSo AKkocTi) APl (3a
BIACYTHOCTI cepTudikara BifgnoBigHOCTI
€Bponelicbkii hapmakonei y 3aTBepakeHoMy
[0CbE)(3MiHM 10 3aX0/iB, NOB'A3aHNX 3
KoHTponem A®l, abo gogasaHHA AiNbHULI, fe
NpOBOANTLCS KOHTPO/b/BUNPOBYBaHHS cepii).
[JoaasaHHA AinbHULI Ae NPOBOANTLCA KOHTPO/b
akocTi APl [logaBaHHA BUPobHMKa Ampac Fine
Chemicals, El Dorado Hills, CA, USA sk
AiNbHWLI0 ANA NpoBeAeHHs KOHTPOIO AKOCTI
A®l, a came gna DS (nuLle peHTreHiscbka
Avdppakuis). BBeAeHHS 3MiH NpoTArom 6-Tu
MicsILiB nicns 3aTBepKeHHs. 3MiHu | Tuny -
3MiHn 3 sKocTi. A®l. BUpobHMLTBO. 3MiHa
BMPO6GHMKA BUXIAHOr0/MPOMIKHOTO
npoAayKTy/peareHTy, L0 BUKOPUCTOBYIOTHLCSA Y
BMPOGHMYOMY npoLieci A®I, abo 3miHa

npoBeAeHHA KOHTPOSo AKkocCTi) APl (3a
BIACYTHOCTI cepTudikara BifgnoBigHOCTI

BMPOGHVKa (BK/MOUaKoUn, fe HeobxigHo, Micue

€Bponelicbkiin hapmakonei y 3aTBepakKeHoMy
[0CbE)(3MiHM 10 3aX0/iB, NOB'A3aHNX 3

KoHTponem A®l, abo gogasaHHA AiNbHULI, fe
NpOBOANTLCS KOHTPO/b/BUNPOBYBaHHS cepii).
[JoaasaHHA AinbHULI Ae NPOBOANTLCA KOHTPO/b
akocTi A®l, a came Intertek Pharmaceutical
Services, 291 Route 22 E Whitehouse, New
Jersey 08888, USA 15 BU3HAYEHHS BMICTY
nanagis Ta hocdatis B NPOMKHOMY NPOAYKTI
Al2. BBefieHHs1 3MiH NpOTArom 6-Tn MicauiB
nicns 3aTBepkeHHs. 3MiHu | Tuny - 3MiHn 3
akocTi. A®l. Bupo6bHMLTBO. 3MiHM B NpoLeci
BMpO6HMLTBA AD| (HEe3HaYHA 3MiHa Y MpoLeci

BMpOGHMLTBA ADI). HesHauHa 3MmiHa y npoueci

BMpo6bHULTBA API. 3MiHa TeMNepaTypu Mix




81
Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
npouecamu MBR i S22 Bif «15-25°C» g0 «<
20°C» nif yac BUpOGHMLTBA CNOYyKN AB.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS. 3MiHW | TUNY - 3MiHW 3 AKOCTI.
A®I. BUpo6bHMLTBO. 3MiHW B npoLieci

BMpO6HMLTBA AP| (HE3HAYHA 3MiHA Y NpoLEeCi
BMPOGHMLUTBA ADI). HesHauHa 3miHa y npoueci
BMPOGHMLTBA AD|, OHOB/IEHHS Lii/IbOBOrO

Buxogy cnonyku A3 (3B/3C) i3 «LlinboBuii Buxia:
npu6n. 95% TeopeTUYHO Ha OCHOBI KiSTIbKOCTI
BUKOpUCTaHoi cnonyku Al» ao «LlinboBuii Buxia;
80-100% TeopeTMYHO Ha OCHOBI Ki/TbKOCTi

cnonyku Al». BBeAeHHS 3MiH NpoTArom 6-Tu
MicsLiB nicns 3aTBepmKeHHs. 3MiHun | Tuny -
3MiHu 3 aKocTi. A®l. BUpo6HULTBO. 3MiHV B
npoueci BupobHuuTea A®| (HesHayHa 3MiHa Y

npoueci BupobHuutea Adl).

HesHauHa 3miHa y npoueci BupobHuuTea Adl,
OHOBJ/IEHHS L{i/IbOBOTO BUXOAY CMOsykn A6
(3B/3C) i3 «LlinboBuii Buxig;: 218 kr, npn6:1.80-
85% Bif, TEOPETMYHOIO Ha OCHOBI KifIbKOCTI
BMKOpPMCTaHOI cnonyku Al» o «LinboBuid BuXig;:
218 «r, npn6n. 75-90 % Bif TEOPETUYHOrO HA

OCHOBI KifIbKOCTi cnosnyku Al». BBefeHHS 3MiH
NPOTAroM 6-T1 MiCALIB MiC/IA 3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK 3 aKocTi. AdI.
Brpo6HMLUTBO. 3MiHM B Npoueci BUpobHMLTBa
A®| (He3HauHa 3MiHa y npoueci BUpobHULTBa

A®Il). He3HayHa 3miHa y npoueci BUpobHuUTBa
ADI|, OHOB/IEHHS LiNbOBOro BUXOAY Crnosiykm A9
(3C) i3 «LlinboBuii Buxig: npubn. 45-49%
BiIHOBNEHHSA cnosnykn A9» fio «LlinboBuii Buxia:
npnén. 45-52% BifgHOBAEHHA cnosykn A9».
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBepMKEHHS. 3MiHN | TUMy - 3MiHW 3 SKOCTI.
A®|. BupobHuLTBO. 3MiHK B NpoLeci
BMpO6HMLTBA AD| (HEe3HaYHA 3MiHa Y MpoLeci
BMPOGHULTBA ADI).

HesHauHa 3miHa y npoueci BupobHuutea Adl,
OHOBJIEHHS1 MOJ/ILHOTO Aiana3oHa ans BF3sEt20
npu oTpumaHHi cnonyku A1l i3 «112 kr (789
Monb) (552-2520 monb) Tpudbtopug, 6opy
nietunetepatHoro kommnnekcy (BF3Et20)» o

6opy aieTunetepaTtHoro komnnaekcy (BF3Et20)»
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns

«93 Kr (658Mmorb) (439-877 Monb) TpudTOpPUL,

3aTBEepMKEHHS. 3MiHN | TUMY - 3MiHW 3 SKOCTI.
A®|. BupobHuLTBO. 3MiHK B Npoueci
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

BMpO6HMLTBA AD| (HEe3HaYHA 3MiHa Y MpoLeci
BMpOGHMLTBA ADI). HesHauHa 3MmiHa y npoueci
BMPOGHMLTBA AD|, OHOB/IEHHS Li/IbOBOrO
Buxogy cnonykn A3 (3B/3C) i3 «LlinboBuii Buxiz:
npu6n. 95% TeopeTUYHO Ha OCHOBI KisIbKOCTi
BMKOPUCTaHOI cnonykn Al» o «LiinboBuii Buxig;:
80-100% TeopeTMYHO Ha OCHOBI Ki/IbKOCTI
cnonykn Alx». BBeeHHS 3MiH NPOTAroM 6-Tu
MiCALIB MicNA 3aTBEPKEHHSA. 3MiHu | TNy -
3MmiHu 3 sKocTi. A®l. BUpo6HMLTBO. 3MiHN B
npoueci BupobHuuTBa APl (He3HayHa 3miHa y
npoteci BupobHuuTea Ad®l). HesHauHa 3miHa y
npoueci BupobHuuTea A®Il, a came Kopekuis
LifIbOBOro BMxoAdy A5 cnonykn Al2 i3 «Ha
ocHoBi Al1» Ha «Ha O0CHOBI A9» Ta Kopekuii
Bi4MNOBIAHOrO AianasoHa Baru 3 «LlinboBuit
BUXif: npm6. 50—100 Kr 3a/1eXHO Bif, KiNIbKOCTi
BUKopucTaHoi cnonyku A1l. LinboBuii % Brxog,
cTaHoBUTb 80-95%>» Ha «LlinboBuii BUXia:
npu6n. 50-125 Kr 3a/1exHO Bif, Ki/IbKOCTi
BUKopucTaHoi cnonyku A9 LiinboBuid % Buxog, —
80-95%>. BBeeHHS 3MiH NpoTArom 6-Tu Micauis
nicnsa 3aTBepmXeHHs. 3MiHu |l Tuny - 3MiHK 3
akocTi. A®l. BupobH1UTBO. 3MiHa BUPOGHUKA
BVXifHOrO/MPOMDKHOro NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTCS Y BUPOOHNYOMY MPOLLECi
Adl, ab0 3miHa BUpo6HMKa (BKIOUatouu, ae
HeobXxigHO, MicLe NPOBEAEHHS KOHTPOJIH0 AKOCTI)
A®I (3a BigcyTHOCTI cepTudcbikata BianoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaXeHOMY
[0Cbe)(BBEAEHHS HOBOTO BMPO6HUMKa API, Konm
He NnofaeTbes MacTep-thaiin Ha APl Ta o
BMMAarae 3Ha4yHoi 3MiHU [0 BignoBigHOro po3giny
[ocbe Ha ADl).

[opaBaHHsa BUpo6HUMKa Ampac Fine Chemicals,
LLC., USA ans etanis Bupo6HuLTBa AdI
«OCTaTo4YHa NepekpucTasizaLis MPOMiIXXHOro
HEeOoUMLLLEHOro PYKCONITUHIO chocchaTy» Ta
«MpOCiloBaHHA», SKi 3apa3 BUKOHYIOTbCA A5
npouecy 3B/3C BupobHukamu Novartis
Ringaskiddy Ltd., IpnaHais Ta Novartis Pharma

Stein AG, LLBeiiuapis, BignosigHo. Lleii
BMPOGHWYMIA NpoLieC, B SKOMY MOBHWIA LK/
BMPOGHULITBA 3MilicHIOE BUPOGHMK Ampac Fine
Chemicals, LLC., USA, npefactasneHo sk
npouec 4, SKuii MOXHa BBaXkaTh PO3LMPEHNM
npouecom 3B/3C. BunyyeHHs BUpo6HuKa
Novartis Pharma AG, Switzerland 3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
nponoHoBaHoi pegakuis MKA N3, ockinbku
(haKTUYHO He BUKOHYE (DYHKLIi BUPOGHMLTBA
abo sunycky cepii A®I, BKOYEHHS A0
nonepeaHbOI Bepcii 6ya10 NOMWIKOBUM, i 1i0ro
BiICYTHICTb Y NPONOHOBaHI pefakLii €
peAakUiiHUM YTOYHEHHSIM. BBEiEHHS 3MiH
NpPOTSArom 6-TM MicsALiB NiC/1A 3aTBEPAKEHHS.
97. | OXXAKABI Tabnetku no 20 mr; HosapTic LLiBeiiLapis Bupo6bHuuTBO, LLiBeiiapis BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/13456/01/03
no 14 tabnetok y dapma Al KOHTPO/b AKOCTI, 3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom

6nicTepi; no 4
6nictepu y Kopobui
i3 KAPTOHY
nakyBaslbHOrO

nepBuHHe Ta
BTOPUHHE
nakyBaHHs1, BUNYCK
cepii:
Hosaprtic ®apma
LLTelin Al,
LLiBeiuapis;
KoHTposb AKocTi 3a
BUHATKOM
BU3HAYEHHSA
MiKpO6ionoriyHoi
YUCTOTU:
dapmaHanituka CA,
LLiBeiiuapis

HalilmeHyBaHHs Ta/abo agpecu Micud
NpoOBaPKEHHS AiSIbHOCTI BUPOOHUKA
(BK/THOYAKOUM, 32 HEOOXIAHOCTI, MicLe
npoBefeHHS KOHTPOJII0 SKOCTI), abo BnacHuKa
macTep-paiina Ha A®l, abo noctavasibHuKa
Adl/BuxigHoro matepiasy/peareHTy/MpoMixxHOro
NPOAYKTY, L0 3aCTOCOBYOTHCA Yy BUPOOHULITBI
A®| (K0 3a3HAYEHO Y LOCLE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTuddikaTa BifnoBiAHOCTI
€Bponelicbkii hapmakonei y 3aTBepaKeHoMy
nocbe, abo BUPOOHUKA HOBOI LOMOMIXHOT
PEYOBUHM (SIKLLIO 3a3HAYEHO Y A0CbE). 3MiHa
Ha3BV BUPOGHMKA, BiANOBIAAILHOMO 3a KOHTPO/b
sAkocTi A®| Novartis Integrated Services Limited
— International Service Laboratory Ha SGS
International Service Laboratory (ISL) Limited,
TakoxX A0 afpecy BUPo6HMKa 415 BifblU TOYHOT
ineHTudbikauii 4oAaHo NOWTOBUIA iHAEKC. 3MiH Y
npoteci BAPO6HMLTBA, KOHTPONi SKOCTi 260
HLLIMX 3MiH L0 MOXYTb NOBMN/IMBATU HA SAKICTb
A®I He Bigbynock. [itoya pegakuis: Current
manufacturing sites 5002176_SM_A_S21_968
(version 1.0) Sites/ Address/ DUNS Novartis
Integrated Services Limited — International
Service Laboratory, Ringaskiddy Co. Cork
Ireland MponoHoBaHa pepakuis: Proposed
manufacturing sites 5002176_SM_A_S21 968
(version 2.0) Sites/ Address/ DUNS SGS
International Service Laboratory (ISL) Limited,
Ringaskiddy Cork, P43 FR63 Ireland
985785798. BBefeHHS 3MiH NPOTArom 6-Tu
MicsILiB nicns 3aTBepKeHHs. 3MiHu | Tuny -
3MiHn 3 sKocTi. APl. BupobHuLTBO. 3MiHa
BMPOGHMKA BUXIAHOr0/MPOMIXKHOTO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCSA Y
BMPO6HMYOMY npouieci A®I, abo 3miHa
BMPOGHVMKa (BKMOUaKoUn, ge HeobxigHo, Micue
npoBefeHHsA KOHTPOso AkocTi) AP (3a
BiICYTHOCTI cepTudikara BifgnoBigHOCTi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
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3acoby yrnakoska) nocsioYyeHHs1

€Bponelicbkiin hapmakonei y 3aTBepakKeHoMy
[0CbE)(3MiHM 10 3aX0/iB, NOB'A3aHNX 3
KOHTponem A®l, abo gogasaHHA AiNbHULI, fe
NpOBOANTLCS KOHTPO/b/BMNPOBYBaHHS cepii).
[JofasaHHA AinbHULI Ae NPOBOANTLCA KOHTPO/Ib
akocTi APl [logaBaHHA BUPobHKKa Ampac Fine
Chemicals, El Dorado Hills, CA, USA sk
AiNbHWLI0 ANA NpoBefeHHs KOHTPOIO AKOCTI
A®l, a came gna DS (nuLle peHTreHiscbka
Avdppakuis). BBeAeHHS 3MiH NpoTArom 6-Tu
MicsILiB nicns 3aTBepKeHHs. 3MiHu | Tuny -
3MiHn 3 sKocTi. A®l. BUpobHMLTBO. 3MiHa
BMPO6GHMKA BUXIAHOr0/MPOMIKHOTO
npoAayKTy/peareHTy, Lo BUKOPUCTOBYIOTLCSA Y
BMPOGHMYOMY npoLieci A®I, abo 3MiHa
BMPOGHVKa (BK/OUaKoUn, fe HeobxigHo, Micue
npoBeAeHHA KOHTPOo AKkocTi) AP (3a
BIICYTHOCTI cepTudikara BifgnoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepakKeHoMy
[0CbE)(3MiHM 10 3aX0/iB, NOB'A3aHNX 3
KOHTponem A®l, abo gogasaHHA AiNbHULI, fe
NpOBOANTLCS KOHTPO/b/BUNPOBYBaHHS cepii).
[JofasaHHA AinbHULI Ae NPOBOANTLCA KOHTPO/Ib
akocTi A®l, a came Intertek Pharmaceutical
Services, 291 Route 22 E Whitehouse, New
Jersey 08888, USA 15 BU3HAYEHHS BMICTY
nanagis Ta chocdatis B NPOMKHOMY MPOAYKTI
Al2. BBefieHHs1 3MiH NpOTArom 6-Tn MicauiB
nicns 3aTBepkeHHs. 3MiHu | Tuny - 3MiHn 3
akocTi. A®l. Bupo6bHMLTBO. 3MiHM B NpoLeci
BMpO6HMLTBA AD| (HEe3HaYHA 3MiHa Y MpoLeci
BMPOGHMLTBA ADI). HesHauHa 3MmiHa y npoueci
BMPOOHULTBA API. 3MiHa TeMnepaTypu Mix
npouecamu MBR i S22 Bif «15-25°C» g0 «<
20°C» nif yac BUpOGHMLTBA CNOYKN AB.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS. 3MiHW | TUNy - 3MiHW 3 AKOCTI.
A®I. BUpo6bHMLTBO. 3MiHW B npoLeci
BMpO6HMLTBA AP| (HE3HAYHA 3MiHA Y NpoLEeCi
BMPOGHMLUTBA ADI). HesHauHa 3miHa y npoueci
BMPOGHMLTBA AD|, OHOB/IEHHS Lii/IbOBOr0

Buxogy cnonyku A3 (3B/3C) i3 «LlinboBuii Buxia:

npu6n. 95% TeopeTUyHO Ha OCHOBI KiSTIbKOCTI

BUKOPUCTAHOT cnonykn Alx» ao «Llinbosuii Buxig;:

80-100% TeopeTMYHO Ha OCHOBI Ki/TbKOCTi
cnonykn Al». BBeeHHS 3MiH NpoTArom 6-Tu
MicsLiB nicns 3aTBepmKeHHs. 3MiHun | Tuny -
3MiHu 3 siKocTi. A®l. BUpo6HMLTBO. 3MiHW B
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3acoby yrnakoska) nocsioYyeHHs1
npoueci BupobHuuTea A®| (HesHayHa 3MiHa Y
npoueci BupobHuuTea Adl).
HesHauHa 3miHa y npoueci BupobHuuTea Adl,
OHOBJ/IEHHS L{i/IbOBOTO BUXOAY CMOsykn A6

(3B/3C) i3 «LlinboBuii Buxig;: 218 kr, npn6:1.80-
85% Bif, TEOPETUYHOIO Ha OCHOBI KifIbKOCTI
BMKOpMCTaHOI cnonyku Al» o «LlinboBuid BUXig;:
218 «r, npn6n. 75-90 % Bif TEOPETUYHOrO HA
OCHOBI KifIbKOCTi cnosnyku Al». BBefeHHS 3MiH
NPOTArom 6-T1 MiCALIB MiC/IA 3aTBEPAKEHHS.
3MiHu | TUnY - 3MiHK 3 aKocTi. AdI.
Brpo6HMLUTBO. 3MiHM B Npoueci BUpobHMLTBa
A®| (He3HauHa 3MiHa y npoueci BUpobHULTBa
A®Il). He3HayHa 3miHa y npoueci BUpobHuUTBa
A®DI|, OHOB/IEHHS LiNbOBOro BUXOAY Crnosiyku A9
(3C) i3 «LlinboBuii Buxig: npubn. 45-49%
BiIHOBNEHHSA cnosnykn A9» fio «LlinboBuii Buxia:
npnén. 45-52% BifgHOBAEHHSA cnosykn A9».
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEepMKEHHS. 3MiHN | TUMY - 3MiHW 3 SKOCTI.
A®|. BupobHuLTBO. 3MiHK B NpoLeci
BMpO6HMLTBA AD| (HEe3HaYHa 3MiHa Y MpoLeci
BMPOGHULTBA ADI).
HesHauHa 3miHa y npoueci BupobHuuTea Adl,
OHOBJIEHHS1 MOJ/ILHOTO Aiana3oHa ans BF3sEt20
npu oTpumaHHi cnonyku A1l i3 «112 kr (789
Monb) (552-2520 monb) Tpudbtopug, 6opy
nietunetepatHoro kommnnekcy (BF3Et20)» o
«93 Kr (658Mmor1b) (439-877 Monb) TpudTOpPUL,

BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBepMKEHHS. 3MiHN | TUMYy - 3MiHW 3 SKOCTI.
A®|. BupobHuLTBO. 3MiHK B NpoLeci

6opy aietunetepaTtHoro komnnekcy (BF3Et20)».

BMpO6HMLTBA AD| (HEe3HaYHA 3MiHa Y MpoLeci
BMpOGHMLTBA ADI). HesHauHa 3MmiHa y npoueci
BMPOGHMLTBA AD|, OHOB/IEHHS Li/IbOBOrO
Buxogy cnonykn A3 (3B/3C) i3 «LlinboBuii Brxiz:
npu6n. 95% TeopeTUYHO Ha OCHOBI KisIbKOCTi
BMKOPUCTaHOI cnonykn Al» o «LiinboBuii Buxig;:
80-100% TeopeTNYHO Ha OCHOBI Ki/IbKOCTI
cnonykn Alx». BBeeHHs 3MiH NPOTAroM 6-Tu
MiCALIB MicNA 3aTBEPKEHHSA. 3MiHu | TNy -
3miHu 3 aKocTi. A®l. BUpo6HMLTBO. 3MiHN B
npoueci BupobHuuTBa APl (He3Ha4YHa 3miHa y
npoteci BupobHuuTea A®l). HesHauHa 3miHa y
npoueci BupobHuuTea AP, a came Kopekuis

LifIbOBOro BMxoAdy A5 cnonykn Al2 i3 «Ha

ocHoBi Al1l» Ha «Ha OCHOBi A9» Ta Kopekuii
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Bi4MNOBIAHOrO AdianasoHa Baru 3 «LlinboBuii
BUXig: npm6. 50—100 Kr 3a/1eXHO Bif, KiNIbKOCTi
BUKopucTaHoi cnonyku A1l. LiinboBuii % Brxog,

cTaHoBUTb 80-95%>» Ha «LlinboBuii BUXia:

npu6n. 50-125 Kr 3a/1exHO Bif, Ki/IbKOCTi
BUKopucTaHoi cnonyku A9 LinboBuid % Buxog, —
80-95%>. BBeeHHS 3MiH NpoTArom 6-Tu Micauis
nicnsa 3aTBepmAXeHHs. 3MiHu |l Tuny - 3MiHu 3
akocTi. A®l. BupobHMLUTBO. 3MiHa BUPOGHUKaA
BVXifHOro/MpOMDKHOro NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTCS Y BUPOOHNYOMY NPOLLECi
Adl, ab0 3miHa BUpo6HMKa (BKIOUatoum, ae
HeobXxigHO, MicLe NPOBEAEHHS KOHTPOJIH0 SKOCTI)
Al (3a BigcyTHOCTI cepTudcbikata BianoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepAKeHOMY
[0Cbe)(BBEAEHHS HOBOTO BMPO6HUMKa API, Konm
He NnofaeTbes MacTep-thaiin Ha APl Ta o
BMMArae 3Ha4yHoi 3MiHU [0 BignoBigHOro po3giny
[ocbe Ha ADl).

[opaBaHHsa BUpobHUKa Ampac Fine Chemicals,
LLC., USA ans etanis Bupo6HuLTBa ADI
«OCTaTo4YHa nepekpucTastiauis MPOMiIXXHOro
HEeOoUMLLLEHOro PYKCONITUHIO chocchaTy» Ta
«MpOCiloBaHHA», SKi 3apa3 BUKOHYIOTbCA A5
npouecy 3B/3C BupobHukamu Novartis
Ringaskiddy Ltd., IpnaHgis Ta Novartis Pharma
Stein AG, LLBeiiuapis, BignosigHo. Llei
BMPOGHMWYMIA NpoLieC, B SKOMY MOBHWIA LK/
BMPOGHULITBA 3MilicHI0E BUPOGHMK Ampac Fine
Chemicals, LLC., USA, npeactasneHo sk
npouec 4, SKuii MOXHa BBaXkaTh PO3LMPEHNM
npotecom 3B/3C. BunyyeHHs BUpoGHMKa
Novartis Pharma AG, Switzerland 3
nponoHoBaHoi pegakuis MKA N3, ockinbku
(haKTUYHO He BUKOHYE (DYHKLIi BUPOGHMLTBA
abo sunycky cepii A®I, BKOYEHHS A0
nonepeaHbOI Bepcii 6ya10 NOMWIKOBUM, i 1i0ro
BiICYTHICTb Y NPONOHOBaHI pefakLii €
peAakUiiHUM YTOYHEHHSIM. BBEiEHHS 3MiH
NpPOTSArom 6-TM MicsALiB NiC/1A 3aTBEPAKEHHS.

98.

ANKNODEHA
K HATPIIO

PO34UH A5 iH'EKLLA
2,5%, no 3 mn B
amnyni; no 5 amnyn
y 6nictepi; no 1, 2,
3,4 abo 20
6nicTepiB y nayui 3
KapTOHY;

no 3 ma B amny/ii;

AT
"y6Hnhap
M

YkpaiHa

AT "ly6Hnchapm"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsgy
(iHWi 3MiHW)

OHOBNEHO TEKCT MapKyBaHHA NEePBUHHOI Ta
BTOPWHHOT YNakoBKW NiKapcbKoro 3acoby;
BU/yYEHO iHChopMaLLito, 3a3HaYEHY POCICHKO
MOBOW. TepMiH BBEA|EHHS 3MiH - NPOTSArom 6

3a
peyenmom

He
nionsieae

UA/5713/01/01




87
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no 5 a6o 10 amnyny MiCALIB MiC/1A 3aTBEpMKEHHS. 3MiHu | Tuny -
naJui 3 KapToHy 3 3MiHM 3 siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
KapTOHHVUMM CucTeMa KoHTelHep/3akynoproBasibHUiA 3aci6.
neperopogkamm 3MiHa po3Mmipy ynakoBKW rOTOBOIO NiKapCbKOro
3aco0by (3MiHa KinbKocTi oauHULG (Hanpukiag,
TabneTok, amnys TOLO) B yNakosLi:) - 3miHa y
[ianasoHi 3aTBEPAXXEHNX PO3MIPIB YMakoBKM -
[JlofgaBaHHA [,00aTKOBOrO BUAY YNakoBkn — 5
amnyn y 6nictepi 3 nniBku, No 3 abo 4 6nictepu
B Nayuj 3 KapTOHY: 3MiHW BHECEHI B iHCTPYKLIitO
AN MeAMYHOro 3acToCyBaHHA NMiKapCbKoro
3acoby B po3gin "YnakoBka" y 3B'3ky 3
BBEJEHHAM [,0[aTKOBOro PO3Mipy YnakoBKku Ta
AK HACNIAOK 3aTBEPMKEHHS TEKCTY MapKyBaHHS
[04aTKOBOT YNakoBKU MiKapcbKoro 3acooby.
TepmiH BBEAEHHS 3MiH - TPOTAroM 6 micauis
nicns 3aTBepKeHHs.
99. | AMMETUHAE | nopoLuok AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiHuX maTepianis: - UA/13518/01/01
HY MANEAT (cybcTaHuis) y "®apmak” 3miHu | TUny - 3MiHK 3 akocTi. CepTudikar
6aHkax BignosigHocTi/IE-cepTudikar BignosigHoCTI
nonieTuneHosnx abo €sponelicbkiin hapmakonei/moHorpadii. 3miHu,
Y MilKax noAgiiHmx NoB'A3aHi 3 HEOOXIAHICTIO MPMBEAEHHS Y
nosnieTuIeHoBMX BiANOBIAHICTb A0 MOHOrpadii AdY abo
Ans BUpobHMLTBA €sponelicbkoi hapmakonei, abo iHwoi
HeCTepWIbHUX HaujioHa/IbHOI thapmakonei Aepxasu EC (iHwWi
nikapcbknx oopm 3MiHK). 3MiHK [0 cneungikaLii Ta meToais
KoHTponto APl 3a nokasHukamm «CynpoBsigHi
JOMiLKM» Ta «[TMTOMe ONTUYHe 06epTaHHS» Yy
3B'513Ky 3 NPUBELEHHSIM 0 BUMOT EBPONENCLKOi
thapmakonei.
100. | ANCONb pO34uH N8 iHQY3ild; MpuBatHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/11875/01/01
no 400 mny akuioHepHe akuioHepHe 3MiHu | TUny - 3MiHKM 3 akocTi. CepTudikaT peuenmom
nAsLwKax TOBapUCTBO TOBapuCTBO BignosigHocTi/lE-cepTudikat BignoBigHOCTI
"IHdoy3ia" "IHdpy3ia” €Bponelicbkiin hapmakonei/MmoHorpadii.

MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BU/TyUYEHHS cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®l; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[0NOMDKHOT peyoBrHU (cepTudpikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNeHWi cepTUdikaT Bif, yXe 3aTBEpAXEHOro
BMpo6HUKa - MofgaHHA OHOB/IEHOro cepTuddikara
BiAnoBigHOCTI €Bponelickbkin hapmakonei R1-
CEP 2008-105-Rev 02 (3aTBepaxeHo: R1-CEP
2008-105-Rev 01) gns Aitoyoi peyoBrHU Hatpito
X/10pUA Bif, 3aTBEpPAKEHOr0 BUpobHMKa DANSK
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SALT A/S, Denmark. 3miHa Big6ynachb, y 3B'3ky
3i 3miHoO BnacHuka (Name of Holder) CEP 3
Dansk Salt A/S Ha Mariager Salt Specialties A/S,
BMPOGHMWYA AiNbHULSA, afpeca Ta yCi BUPOGHUUi
onepavuii 3a/mwatTbcs He3aMiHHUMUY. [jtoya
pepakuis: CEP Ne R1-CEP 2008-105-Rev 01
MKSA N3 CKNAL HaTtpito xnopug,

(Dansk Salt A/S, faHis) NMponoHoBaHa pejakuis:
CEP Ne R1-CEP 2008-105-Rev 02 MKA N3
CKNAJ Hatpito xnopug (Dansk Salt A/S, faHis*)
* BiANOBIfAIbHUIA 32 NaKyBaHHA Ta BUNYyCK cepil
- Mariager Salt Specialties A/S, faHis

101.

AIA®OPMIH®

TabneTku, BKpUTI
NnNiBKOBOK
060/10HKOt0, No 1000
mr; no 10 TabneTok
y 6nictepi; no 3 abo
6 6nicTepiB y navui 3
KapToHY

AT
"®apmak”

Ykpaina

AT "dapmak"
(nakyBaHHS i3
dopmm «in bulk»
ipMmn-BUPOGHYMKa
HOCB Mpaiisit
Nimitea, 1Hain)

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKiil XxapakTepucTuLji Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
MEeAMYHOro 3aCTOCYBaHHSA Ha MiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acToCyBaHHS NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 JOC/iMKEHb, MPOBEAEHNX
BIANOBIAHO A0 MiaHy neiaTpUYHNX AOCAILKEHD
(PIP) (3mMiHy y3rofxeHo 3 KOMMEeTEeHTHUM
YNOBHOB&XXEHUM OpraHoM) 3MiHW BHECEHO [0
IHCTPYKUIT AN MEAMNYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao posginy "OcobnnBocTi
3acTocyBaHHA" Bi4NOBIAHO [0 OHOB/IEHOT
iHhopmauii Lwoao 6e3nekn 3acTocyBaHHS Aitoyoi
peyoBVHN. TepMiH BBeAEHHS 3MiH NpoTsArom 6
MicALIB Nicna 3aTBepAKEHHSA

3a
peyenmom

He
nionsieae

UA/11857/02/01

102.

LIEMOHO®

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKOI0, 2 MT; N0
28 TabneTok y
6nicTepi; no 1 abo
no 3, abo no 6
6nicTepiB y nauui

TOB «MIBE
YKPAIHA»

Ykpaina

mi6e MmeX
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis:
3MmiHu | TYny - 3MiHKW 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBa/ibHUIA 3aci6. 3miHa y
NepBWHHIl yNaKoBLji rOTOBOrO JlikapCbKOro
3aco0y (sIKiCHWIA Ta KinbkicHUiA cknag) - Teepai
nikapcbki hopmu - OHOBNEHHSA p. 3.2.P.7.
CucTema KoHTeliHep/ 3aKynoptoBasibHuiA 3aci6, a
came 3asBHUK JOAA€E NOCUIAaHHA Ha Te, Lo
XOAEH 3 maTepiasnis, ki BUKOPUCTOBYOTbCA A5
NepPBUHHOTO MakKyBaHHS, He MICTUTb
nitrocellulose, ockinbkun B geskmx 3actapinux
3asBax NocTavyasIbHUKIB 3a3Ha4YeHo, Lo
nitrocellulose BMKOPUCTOBYETLCA AK I'PYHT AN
apykapcbkoi hapbu. AntomiHieBa ponbra 3
HITPOLLE/TI01I03010 BXE [aBHO He

3a
peyerimom

UA/18286/01/01




89

n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BUKOPWCTOBYETLCA. Kpim TOro, 6yno Buny4eHo
MOX/IMBICTb BUKOPUCTOBYBATU a/ltOMiHIEBY
donbry, HagpykoBaHy 3 060X GOKIB.
3anuwnnncs TiNbkun antoMiHieBi ObIn,
HaZpyKOBaHi Ha 30BHiLLHili CTOPOHI. B pamkax
LiX 3MiH OHOBJIEHI OKPEMi YaCTUHM
dhopmysoBaHb Ta chopmaTt BCbOro po3giny
3.2.P.7., BHeceHi pefakuiiiHi 3MiHU.
MpeacTaBneHHs cneumdikauiii AntomiHieBoT
chonbrv nepesefeHo B TabnimuHy chopmy, ane
3anumwmnocs 6e3 3miH. 3miHu | Tuny - 3miHu 3
AKocTi. FoToBUIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHKi 3aci6. 3MiHa
nocravasibHVKa nakyBasibHUX MaTepianis abo
KOMM/IEKTYIOUMX (SIKLLO 3a3HAYEHO B [OCHE)
(BMNyyYeHHs nocTavyasibHUKa) - OHOBJIEHHS P.
3.2.P.7. Cuctema KoHTeliHep/ 3aKynoproBasibHUIA
3aci6, a came BUyYEHO BCi MOCUIaHHA Ha
Ha3BW Pi3HMX BUPOOHMKIB NEPBUHHOT YMaKoBKM,
3a BUHATKOM Ha3B, 3a3HauveHux y exemplary
technical documentation.

103.

AIMETPIO

TabneTku, BKpUTI
nNiBKOBOIO
0060/10HKOH, N0 2 Mr;
no 14 tabnetok B
6nictepi, no 2
6nictepy B
KapTOHHIA Kopoo6Li

AT "Apaves
Papma”

Monbwa

BMPOGHMLTBO "in
bulk", nakyBaHHsA Ta
KOHTPOb cepii:
XaynT ®apma
MioHcTep T'm6X,
HimeuunHa;
BMPOGHUK,
BiAnoBiganbHUIA 3a
BWMNYCK Cepil:
AT "Apavep
Papma”, MonbLua

HimeuunHa/
MonbLua

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TMNY - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHariagy
(iHWi 3MiHW). 3MiHVM BHECEHO B TEKCT
MapKyBaHHS1 BTOPMHHOT YNakoBKM MiKapCbKoro
3aco0by y NyHKT 12.

3a
peyenmom

UA/18266/01/01

104.

TIIOKOP 160

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, No 160
mr/12,5 wmr; no 10
Tabnetok B 6nicTepi;
no 1, no 3, no 4 aéo
no 9 6nictepis y
naJui 3 KapToHy

TOB
"ACIHO
YKPAIHA"

Ykpaina

TOB "®apma Crapt"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis:
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsay.
3MiHa y KOpOTKiil XxapakTepucTuLj NikapCbkoro
3aco6y, TEKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHA Ha niacTasi
perynsipHoO OHOBJ/IHOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviliHnii nepiog, abo sk pesynbtat
OL|iHKM 3BIiTY 3 JOC/iIKEHb, MPOBEAEHNX
BiANOBIAHO A0 NNaHy neiatpuyHNX AOCNIAXKEHb
(PIP) (3MiHy y3rofXeHo 3 KOMMeTEeHTHUM
YNOBHOB&XXEHVNM OPraHom)
3MiHV BHECEHO [0 iHCTPYKLIT 4151 MeANYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis

3a
peyerimom

He
nionsieae

UA/8318/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
"Oco6nmBoCTi 3acTocyBaHHs", "Mo6iuHI peakwyii"
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku
Aito4oT peyvoBuHN (BasicapTaHy) 3rigHo 3
pekomeHgauismm PRAC (eCTD Bepcisi 0005).
105. | AIOKOP 80 TabneTtku, BKPUTI TOB YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a He UA/8318/01/02
nNiBKOBOIO "ACIHO 3MiHu | TMNy - 3MiHK Woao peyernmom nionsieae
obonoHkoto, no 80 YKPAIHA" 6e3nekn/echeKTUBHOCTI Ta hapmMakoHarnsgy.
mr/12,5 wr; no 10 3MiHa Y KOpOTKiil XxapakTepucTuLj NikapCcbKoro
Tabnetok B 6nicTepi; 3ac06y, TEKCTIi MapKyBaHHSA Ta iIHCTPYKLiT Ans
no 1, no 3, no 4 aéo MeJMYHOro 3aCTOCYBaHHS Ha nigcrasi
no 9 6nictepis y perynsipHo OHOBJ/IKOBAHOTO 3BIiTY 3 6e3nekn
nadui 3 KapTOHY nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbTar
OLLiHKM 3BIiTYy 3 AOCAIKEHb, MPOBEAEHNX
BiANOBIAHO A0 MiaHy neiaTpUYHNX AOCHILKEHb
(PIP) (3MiHY y3rokeHo 3 KOMNEeTEeHTHUM
YMNOBHOB&XEHVNM OpraHom)
3MiHU BHECEHO [0 IHCTPYKUIiT AN MeANYHOro
3acToCyBaHHA NiKapcbKoro 3acoby [0 po3ainis
"Oco6nvmBocTi 3acTocyBaHHs", "Mo6iuHI peakwyii"
BiANOBIAHO [0 OHOBEHOT iHGhopMaL,i 3 6e3nekn
Lito4oi pevoBuHY (BancapTaHy) 3rifgHo 3
pekomeHgauismv PRAC (eCTD Bepcis 0005).
106. | AONYTEIrPA TabneTku, BKpUTI NoniH IHAisA JIFOMNIH NIMITEL, IHAjiA BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a He UA/19003/01/01
BIP, nNiBKOBOIO Nimiten 3MiHu | TMNy - 3MiHKW 3 AKOCTi. FOTOBMIA peuyenmom | nidssizae
NAMIBY AVH 060n0HKot0 no 50 nikapcbkuii 3aci6. CtabinbHICTb. 3MiHa Yy
TA Mmr/300 mr/300 mr; no TepMiHax npuaaTHocTi abo yMoBax 36epiraHHs
TEHO®OBIP 30 abo 60 TabneTok roTOBOrO Nikapcbkoro 3acoby (36iNbLUeHHS
AN30MNPOKC | y nnactukoBomy TEepPMiHy NpUAATHOCTI FOTOBOrO NiKapCbKoro
nn KOHTeliHepi 3 ABOMa 3acoby) - 15 ToproBoi ynakoBKu
DYMAPAT nakeTnkamm (niaTBEPOKYETHCA AAHUMY PEASILHOIO Yacy) -
TABNIETKN BOJIOronoravHava; 36i/IbLUEHHST TEPMiIHY NPUAATHOCTI FOTOBOrO
50 MI/300 no 90 TabneTok y NiKapcbKoro 3acoby Ha OCHOBI faHuX
MI/300 Ml naacTMKoOBOMY cTabinbHOCTI: 3aTBepoKeHo: TepMiH

KOHTelHepi 3
TpbOMa nakeTKamm
BO/IOrONorMHava

npuaaTHOCTI 2 poku. 3anponoHoBaHo: TepMiH
nNpuAaTHOCTI 3 POKK. 3MiHN BHECEHO B pO34iNn
"TepMiH NpUAATHOCTI" B IHCTPYKLitO AN
MeJMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEpMKEHHS. 3MiHN | TUNy - 3MiHW 3 SKOCTI.
[oToBUIA nikapcbkumii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHuiA 3aci6. 3MiHa
PO3Mipy ynakoBKv roTOBOro NikapcbKoro 3acoby
(BUAYYEHHS yNnakoBK1 NEBHOrO PO3Mipy) -
BW/yYeHHS ynakoBku no 180 TabneTtok y
NNacTUKOBOMY KOHTelHepi. 3MiHW BHECEHO B
po3ain "Ynakoska' B iHCTPYKLIiO A1 MEeANYHOro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
3aCTOCYBaHHSA Y 3B'A3KY 3 BUJTyYEHHAM NEeBHOro
PO3Mipy YNakoBKW, K HACNiAOK - BUTyYEHHS
TEeKCTy MapKyBaHHs BiANOBIAHOI YNaKOBKM.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPAKEHHS
107. | AOHA® PO3UNH ANS iH'EKLIN; Biatpic HimeuunHa Bionorivi ITanis ITanisa BHECEHHS 3MiH [0 peecTpavliiHuX maTepianis: 3a He UA/4178/01/01
no 2 mn B amnyni A Xenckea Na6opatopis C.p.J1. 3miHa 3asBHuKa /13 (MIBM) (BnacHuka peyenmom | mniossi2ae
B KOMM/EKTi 3 1 Mn M6X

PO34MHHMKA
(oieTaHonamiH, Boga
Ans iH'ekuiii) B
amnyni B; no 6
amnyn A ta 6 amnyn
By chytnspi; no 1
doyTNspy B KOpobui 3
KapTOHY

peecTpaLiiHoro nNocBig4eHHs1) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). BBefeHHs 3MiH
npoTArom 12-Tu MicsALiB Nicns 3aTBEPAXKEHHS.
3MiHu | TMNY - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsagy.
BeefieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy dhapmakoHarnsgy (BBefeHHs
y3arasibHeHX AaHunx Npo cuctemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBiAANbHOI 3a 34ilicCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
thapmakoHarnagy 3asBHuKa ans 34iicCHeHHSA
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHA Bif, YyNOBHOB&XeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iicCHEHH:A hapmakoHarnsagy
(BK/TIOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-goaiisia cuctemm
hapmakoHarnsgy).
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0cobun
3asBHVIKa, BiANoBiAaNbHOI 3a hapmakoHarnsg,
3miHa MicLe3HaxomKeHHs MacTep-taiina
cuctemu chapmakoHarniagy. 3miHa micus
3[iiCHEHHSI OCHOBHOT Aisi/IbHOCTI 3
thapmakoHarnagy. 3minu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa Ha3Bu APl abo
[O0MOMDKHOT peyoBuHW. MNMprBeaeHHA Ha3su Ad|
Yy BifMNOBiAHICTb [0 OAHOMMEHHOI MoHorpadii
€Bponelicbkoi ®apmakonei. [iloya pefakuis:
KpucTaniynnii riokosamiHy cynbdart.
MponoHoBaHa pepakuis: Moko3amiHy cynbdar
HaTpito xnopug
3MiHN BHECEHO B IHCTPYKL,iIO 415 MeANYHOro
3acToCyBaHHS NiKapcbKoro 3acoby y po3ain
«Cknag» (gitoya pevyoBunHa) 3 BignoBigHUMMN
3MiHaMu B TEKCTi MapKyBaHHS NiKapCbKOro
3acoby. BBegeHHs 3MiH npoTsarom 12-tu micauis
nicnsa 3aTBepmXeHHs. 3MiHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micus NPOBaKEHHS AiSNbHOCTI
BMpOo6HUKa/iMnopTepa roToBoro /ikapcbkoro
3aco6y, BKIKYAKYM AiNbHULL BUNYCKY cepii abo
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

MicLle MPOBEAEHHSA KOHTPOJIIO AKOCTI.
(misnbHICTb, 3a Ky Bignosigae
BUPOGHMK/iIMNOPTEP, BK/IOYAKOUN BUMYCK CEPIld).
MpuBefeHHA agpecn BUPO6HKKa roTOBOro
nNiKapcbkoro 3acoby, BKIYaouy AiflbHULI0
BMNYCKy cepil, y BIANOBIAHICTb [0 agpecu
BMPOGHMKA, BKa3aHoi y YMHHOMY cepTudikarti
GMP. 3MiHM BHECEHO B iIHCTPYKLil0 4N
MeAMYHOro 3acCTOCyBaHHSA NikapCbKoro 3acoby y
po3gain «Micue3HaxomKeHHs BUpOGHMKa Ta
afpeca Micus NPoBaKeHHs 1oro AisnbHOCTI» 3
BIANOBIAHUMY 3MiHAMW Y TEKCTI MapKyBaHHS
yMakoBKM MikapcbKoro 3acoby. BBeAeHHs 3MiH
NPOTArom 12-Tn MicALUiB Nic/a 3aTBEPAKEHHS.
3MiHn | TURY - 3MiHK WoAao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy
(iHWi 3MiHW). 3MiHVM BHECEHO B IHCTPYKLi0 A5
Me[MYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
Ta 'y TEKCT MapKyBaHHS YNakoBKW NiKapCbKoro
3acoby WoA0 AoAaBaHHA HaliMeHyBaHHA Ta
MiCLLe3HaXOMKEHHS 3asBHMKA. TakoX BHECEHO
3MiHU B TEKCT MapKyBaHHSA BTOPUHHOI YNakoBK/
niKkapcbKoro 3acoby y nNyHKT 16.
BBefieHHs1 3MiH NpoTArom 12-Tu micsyis nicns
3aTBEPAKEHHS.

108.

JIOHA®

NOPOLLOK AN1s
OpasIbHOTO PO3UUHY;
no 20 a6o 30 caule 3
NOPOLLKOM B
KapTOHHI Kopobui

Biatpic
Xenckea
6X

HimeuunHa

PotTadapm /114.

Ipnangis

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3miHa 3asBHuka /13 (MIBMM) (BnacHuka
peecTpauiiHoro nNocBig4eHHs) (3rigHo Hakasy
MO3 Big, 23.07.2015 Ne 460): BBefeHHSA 3MiH
npoTArom 12-Tu micALiB NicNs 3aTBEPAXKEHHS.
3MiHu | TURY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsay.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX Npo cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAA/IbHOT 3@ 34iICHEHHS
dhapmakoHarnsgy; KoOHTakTHoi ocobu 3
hapmakoHarnisgy 3asaBHUKa 415 34iNCHEHH:
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHA Bif, YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A ddapmakoHarnsagy
(BKIIOYAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHu y
pO3MiLLEHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy)
3MiHa KOHTaKTHMX AaHUX YNOBHOBaXKEHOT 0CO6U
3asBHVIKa, BignoBiganbHOI 3a chapmakoHarnsag.
3MiHa MicLe3HaxoMKeHHs macTep-ghaiina

3a
peyenmom

He
nionsieae

UA/0878/01/01




93

n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

cuctemu dhapmakoHarnsgy. 3miHa micus
3[iACHEHHSI OCHOBHOT Aisi/IbHOCTI 3
thapmakoHarnagy. 3minu | Tuny -
AfMiHicTpaTMBHI 3MiHKN. 3MmiHa Ha3Bu Ad| abo
[0MNOMDKHOT peyoBuHM - 3MiHa Ha3su APl y
BiAgnoBigHOCTI A0 MoHorpadii €®. 3MiHK
BHECEHO B iHCTPYKL,tO A1 MELUYHOIO
3acTocyBaHHS NikapcbKoro 3acoby y po3gin
«Cknagy» (gitoya peyoBrHa) 3 BigNOBIAHNMMYN
3MiHaMu B TEKCTi MapKyBaHHS /ikapCbKOro
3acoby. BBefieHHs 3MiH npoTArom 12-1u micauis
nicns 3aTBepgkKeHHs. 3MiHn | Tuny - 3MiHN LWoAo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW) 3MiHM BHECEHO B IHCTPYKLitO 4715
Me[MYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
Ta 'y TEKCT MapKyBaHHS YNakoBKW NiKapCbKoro
3acoby WoA0 AoAaBaHHA HaliMeHyBaHHA Ta
MiCLLe3HaXOMKEHHS 3asBHMKA. TakoX BHECEHO
3MiHU B TEKCT MapKyBaHHSA BTOPUHHOI YNakoBKW
nNiKapcbkoro 3acoby y nyHkTu 3, 16. BBeAeHHs
3MiH NpoTArom 12-Tv MicsALiB nicns
3aTBEPMKEHHS.

109.

APOCMNIPEM
® 20

TabneTtku, BKPUTI
NiBKOBOO
o6onoHkoto, no 0,02
Mmr/3 mr; no 28
Tabnetok y 6nictepi
(24 akTVBHI
TabneTkn poXeBoro
Konoopy + 4
TabneTtku nnauebo
6inoro konbopy); no
1, abo no 3, a6o no
6 6nicTepis B
KapTOHHIiA ynakoBL,i

TOB «MIBE
YKPAIHA»

YkpaiHa

Mi6e MmeX
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3miHu | TUny - 3miHn 3 AkocTi. APl. KoHTposb
A®I (iHWi 3MiHK) - BHECEHHS 3MiH A0
cneumaikaLii BXigHOro koHTposnto Adl
ethinylestradiol 3a nokasHnkom «Po3mip
4yacToK», a caMe KoHconigauis Kputepiis
NPUAHATHOCTI AN BHYTPILUHLOrO MeToay
nasepHoi audpaxuii. Aitoya pegakuis Particle
size (Laser diffraction, in house method) - 99% <
20 pum - additional for supplier Bayer AG -
Particle size (Laser diffraction according to CEP)
Specification: - 100 % < 15 pm - 99 % < 12.5 ym
-95% <100 um -50% <3.0um -<40%<1.3
um lMponoHosaHa pegakuis Particle size (Laser
diffraction, in house) - 99% < 12.5 pm - 95% <
10.0 pm - 50% < 3.0 ym - < 25% < 1.3 pm
3miHu | TNy - 3miHn 3 AkocTi. APl KoHTponb
A®I. 3miHa y MeToaax BunpobyBaHHA APl abo
BUXIAHOrO Matepiasy/npoMixxHoro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoteci BUpo6HuuTBa AdI (iHWi 3MiHK y
MeToAax BUNPo6yBaHHA (BK/IOYAOUMN 3aMiHy
abo gonosHeHHs) Ad®| abo
BVXifHOro/NpOMKHOr0 NpoAyKTy) - BHeCeHHs
3MiH 40 MeTOAMKN BUNPOBYBaHHA BXiAHOMO
KOHTpoNt AdI, a came 3aMiHa YMHHOT

3a
peyenmom

UA/15867/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

npoueaypu na3epHoro AudpakLiiiHoro aHanisy
(BHYTpILWHIO METOAUKY BUNPOBYBaHb Ha npunagi
Mastersizer 2000 Ta MeTOAVKY BUNPOGYBaHb
3rigHo 3 CEP) Ha HOBY BHYTpILLHIO Mpoueaypy
nasepHoro AndpakuiinHoro aHasnisy Ha npunagi
Mastersizer 3000 gito4oi peyoBuHM
ethinylestradiol ans Bu3HaueHHs particle size
distribution. Kpim Toro, pefaxuiliHi 3MiHn
BHOCATbCA A0 NyHKTIB 3.2.5.4.1. Ta 3.2.5.4.2,
Lo o6rpyHToBaHo European Medicines Agency
post-authorisation procedural advice for users of
the centralised procedure (EMEA-H-19984/03) B
po3gaini 7.4.1. MoBHa cneyudikauis, Wo
Bumaraetbcsa Ph.Eur. monograph, Takox
BK/IIOYEHA B [,0CbE, Ae 1T He BUcTavano s
rapmoHisauii po3giny 3.2.S.4.1. Y posginax
3.2.5.4.1 Ta 3.2.S.4.2 Ha3BYy BUPOGHUKa
roToBOro nikapcbkoro 3acoby (mibe) BunyueHo i3
3arosioBKiB po3ginis. 3miHu | Tuny - 3miHn 3
AKOCTi. A®I. KoHTponb A®I. 3miHa y meTogax
BuNpobysaHHA APl abo BuxigHOro
marepiany/npomiKHOro NPoAyKTy/peareHTy, Lo
BVKOPWCTOBYETbLCS Y NPOLIECi BUPOGHMLTBA ADI
(BUNYYeHHS MeToAy BUNPOOYBaHHA A1
Adl/peareHTy/npomMiXHOro NPOAYKTY, SKLLO
anbTepHaTUBHUI METO[, BXe 3aTBepIKeHWiA) -
BunyueHHs npouenypu MiKpOCKOMIYHOTO
[OCNimpKEeHH:A A58 NoKa3HuKa SKocTi «Po3mip
4yacTok» gjtoyoi pevoBuHu ethinylestradiol
BMPO6HMLITBA KOMNaHii Bayer AG.

110.

APOCNIPEM
® 30

TabneTku, BKpUTI
N/1iBKOBOIO
060s10HKo0, Mo 0,03
mr/3 mr; no 21
Tabnetuiy énictepi;
no 1, a6o no 3, a6o
no 6 6nicTtepiB y
KapTOHHIiA ynakoBL,i

TOB «MIBE
YKPAIHA>»

Ykpaina

mibe Mm6X
ApuHalimiTTens

HimeuunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TUNYy - 3MiHK 3 AKocTi. A®IL. KOHTpOb
A®I (iHWi 3MiHW) - BHECEHHS 3MiH A0
cneumdikauii BXigHOro KoHTposno Ad|
ethinylestradiol 3a noka3Hukom «Po3mip
4acTok», a caMe KoHconigauisa Kputepiis
NPUAHSATHOCTI 4719 BHYTPILLHBOrO MEeToAY
nasepHoi audppaxuii. Aitoya pegakuisa Particle
size (Laser diffraction, in house method) - 99% <
20 pm - additional for supplier Bayer AG -
Particle size (Laser diffraction according to CEP)
Specification: - 100 % < 15 um - 99 % < 12.5 ym
- 95 9% <10.0 pm - 50 % < 3.0 pm
- <40 % < 1.3 um NMponoHoBaHa pefakuis
Particle size (Laser diffraction, in house) - 99% <
12.5 um - 95% < 10.0 pm - 50% < 3.0 ym
- < 25% < 1.3 pm. 3MiHu | TMny - 3MiHK 3 AKOCTI.
A®I. KoHTposib A®I. 3miHa y meTogax

3a
peyenmom

UA/15868/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BMNpo6yBaHHsA A®I abo BUXIgHOTO
mMartepiany/npomiKHOro nNpoAayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HMLTBa AD|

(iHWi 3MiHW y MeToAax BUNPOByBaHHS
(BKNtOYaOuM 3aMiHy abo AONOBHEHHS) ADI abo
BWXifHOro/NpOMKHOro NpoAyKTy) - BHECEHHs
3MiH 4O METOAUKN BUNPOBYBaHHS BXigHOIO
KOHTpoNto Adl, a came 3aMiHa YNHHOT
npoueaypu nasepHoro AudpakLiiHoro aHanisy
(BHYTpILWIHIO METOAMKY BUMPOOYBaHb Ha Npunagi
Mastersizer 2000 Ta MeTOAVKY BUNPOGYBaHb
3rigHo 3 CEP) Ha HOBY BHYTPILLHIO npoueaypy
nasepHoro AndopakuinHoro aHastisy Ha npunagi

Mastersizer 3000 fit04oi pe4oBUHU

ethinylestradiol ans BusHaueHHs particle size
distribution. Kpim Toro, pegaxuiiiHi 3MiHn
BHOCSITbCSA [0 NyHKTIB 3.2.5.4.1. Ta 3.2.5.4.2,
Lo o6rpyHToBaHo European Medicines Agency
post-authorisation procedural advice for users of
the centralised procedure (EMEA-H-19984/03) B
posgaini 7.4.1. MosHa cneyudikauis, LWo
Bumaraetbcs Ph.Eur. monograph, Takox
BK/IlOYEHA B [OCLE, Ae 1T He BUCTavano ans
rapmoHisauii po3giny 3.2.S.4.1. Y posginax
3.2.5.4.1 Ta 3.2.S.4.2 Ha3By BUPOOHWMKa
roToBOro nikapcbkoro 3acoby (mibe) BunyueHo i3
3arof10BKiB po34inis. 3miHu | TUNY - 3MiHK 3
akocTi. A®l. KoHTponb A®I. 3miHa y meTogax

BMNpo6yBaHHA A®I| abo BuxigHOro
marepiany/npomiKHOro NPoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLeci BUpobHMLTBa ADI

(BNyYEHHSI MeToAy BUNPOBYBaHHS ANns
Adl/peareHTy/npoMiKHOro NPOAYKTY, AKLLO
anbTepHaTUBHWI METO[, BXE 3aTBEPLKEHNIA) -
BunyyeHHs npoLieaypy MiKpOCKONiYHOTO
OOCNIMKEHHS A1 NOKa3HUKa SKOCTi «Po3Mip
yacTok» Aito4oi pevoBuHu ethinylestradiol

BMpo6HULTBa KOMnNaHii Bayer AG.

111.

AYDACTOH®

TabneTkn, BKPUTI
N1iBKOBOIO
060/10HKO10, M0 10
mr, no 14 a6o 20,
abo 28 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHIA Kopoo6Li

A660TT
Xenckea
Mpopaxtc
B.B.

HigepnaHgm

AGGOTT
Bionogxikans b6.B.

HigepnaHgn

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MiHu | TURY - 3MiHK Woao
6e3nekun/edhekTVBHOCTI Ta hapMakoHarnagy
(iHWi 3miHM). 3MiHM BHECEHO A0 IHCTPYKUii ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby
00 posginis "MpotunokasaHHa", "Oco6/IMBOCTI
3acTocyBaHHA" LWOAO BHECEHHS iHdhopmMaLlii
CTOCOBHO 6e3Meku Aitoyoi pevoBrHN. BBeaeHHS
3MiH NPOTArom 6 MicALiB Nicnsa 3aTBepAKeHHs

3a
peyerimom

He
nionsieae

UA/3074/01/01

112.

E3O/IOHI'®

NOPOLLIOK ANs

OPrAHOCWM

OAE

BMPOGHMLITBO 3a

MopTyranis

BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis:

3a

UA/17087/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
PO34nHYy A5 iH ek H NOBHUM LMK/TOM: 3MiHu | TURY - 3MiHK Woao peyenmom
abo iHdysiii no 40 NAN®CAEH Codhapimekc — 6e3nekun/ethekTUBHOCTI Ta hapMakoHarniagy
mr; 1 a6o 10 CUA3 (Ed IHgycTpia Kimika e (iHLWi 3MiHM) 3MiHWM BHECEHO Y TEKCT MapKyBaHHSA
h/1aKoHIB 3 3ET 1) dapmachbHoTika, nepBUHHOI (N. 6) Ta BTOpMHHOT (M. 3, 17)
NMOPOLLKOM Y nayui C.A., MopTtyranis yNakoBOK NiKapcbKoro 3acoby. TepMiH BBEAEHHS
3MiH NpoTArom 6 MicsLiB NiCNsA 3aTBEPKEHHS.
113. | EKCOPOPX H | Tabnetku, BKpUTi HoBaprTic LLiBefiuapis Brpo6HMLTBO 3a ITanis/ BHECEHHS 3MiH 0 peecTpavljiiiHiX MmaTepianis: 3a UA/12679/01/01
nNiBKOBOIO dapma Al NOBHUM LMK/IOM: Icnanis/ 3MiHu | TUnYy - 3MiHKM 3 akocTi. CepTudikaT peuenmom
060/10HKO0 N0 5 HosaprTic ®apma LLiseiuapis BignosigHocTi/lE-cepTudikar BignoBigHOCTI
Mr/160 mr/25 mr; no C.n.A, Itanis; €Bponelicbkiin hapmakonei/moHorpadii.
14 TabneTok y Bupo6bHuuTBO, MopaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
6nicTepi; no 1 abo 2 KOHTPO/b AKOCTI, BiANOBIAHOCTI ab0 BUyYEHH: cepTudikata
6nictepu B nepBuHHE BiANOBIAHOCTI E€Bponeiickbkili hapmakonei: ans
KapTOHHIlA KOpooLi nakyBaHHs, A®l; onsa BuxigHoro
BTOPVHHE marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
nakyBaHHs: 3irdpia BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
Bap6epa, C.J1., [0NOMDKHOT pevyoBrHU (cepTudpikat
Icnanisn; KoHTponb BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
SAKOCTi: OHOBNEeHW cepTUdikaT Bif, y)Xe 3aTBEepAXEHOro
dapmaHaniTuka CA, BMPOOHUKA - NOJaHHA OHOBJIEHOro cepTudikara
LLiseiuapis BiAnNoBigHOCTI €Bponeiicbkili hapmakonei Ne
CEP 2008-122-Rev 02 (3aTBepgkeHo: R1-CEP
2008-122-Rev 01) gnsa A®l AmnoguniHy
6ecunaty BmpobHuka Novartis Pharmaceutical
Manufacturing LLC
114. | EKC®OPX H | Tabnetku, BKpUTI Hosapric LLiBeiiuapis Bupo6bHMLTBO 32 ITania/ BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 3a UA/12679/01/02
NiBKOBOO dapma Al NOBHUM LMK/TOM: LLiBeiuapis 3MmiHu | TUnYy - 3MiHK 3 aKkocTi. CepTudikar peyenmom
o60noHkoto no 10 Hosaprtic ®apma BignosigHocTi/I E-cepTudikar BignosigHoCTI
Mr/160 mr/25 mr; no C.n.A., ITanisi; €Bponelicbkiit hapmakonei/MmoHorpadii.
14 TabneTok y BupobHunuyTBO, MopaHHA HOBOro abo OHOBIEHOTO cepTudikaTa
6nicTepi; no 1 abo 2 KOHTPO/b SKOCTI, BiANOBIAHOCTI ab0 BUYyYEHHNA cepTudikaTa
6nictepu B nepBuHHE BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
KapTOHHI KopoobLi nakyBaHHs, A®I; onsa BuxigHOro
BTOPVHHE marepiany/peareHTy/nPoMiKHOIo NPOAYKTY, WO
nakyBaHHs: 3ircppiz BMKOPUCTOBYHOTbCA Y BUPO6HMLTBI API; ans
Bap6epa, C.11., [OMOMDKHOT peyoBMHY (cepTudikat
IcnaHis; KoHTponb BiANOBIAHOCTI EBponeiickkili hapmakonei) -
SAKOCTI: OHOBNEHWi cepTUikaT Bif, y)xe 3aTBEPAXEHOr0
dapmananituka CA, BMPOGHMKA - MOJaHHSA OHOB/IEHOIO cepTudikata
LLiBeiiuapis BiANoBigHOCTI EBponeiickkili hapmakonei Ne
CEP 2008-122-Rev 02 (3aTBEepaxeHo: R1-CEP
2008-122-Rev 01) ana A®l Amnoguniny
6ecunary BupobHuka Novartis Pharmaceutical
Manufacturing LLC
115. | EKCDOPX H | Tabnetku, BKpUTI HoBapTic LLIseliyapis Bupo6HMLTBO 3a ITanis/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/12679/01/03
NNiBKOBOO dapma Al NOBHUM LMK/IOM: LLiBeiuapis 3MiHu | TUny - 3MiHKM 3 AkocTi. CepTudikar peuyenmom

060/10HKOI0 10 5
Mr/160 mr/12,5 wr;

HosapTic ®apma
C.n.A., ITanisi;

BignosigHocTi/IE-cepTudikat BignosigHOCTI
€Bponelicbkili dhapmakonei/moHorpadii.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
no 14 tabnetok y Brpo6HMUTBO, MoaaHHA HOBOro abo OHOBMIEHOroO cepTudikaTa
6nicTepi; no 1 abo 2 KOHTPO/b AKOCTI, BiANOBIAHOCTI ab0 BU/TyYEHHSA cepTudikata
6nictepu B nepsuHHe BifNoBigHOCTI €Bponelickkili hapmakonei: ans
KapTOHHI/ KopoobLi nakyBaHHs1, A®I; onsa BuXigHOro
BTOPVHHE matepiany/peareHTy/nPoOMbKHOIo NPOAYKTY, WO
nakyBaHHs: 3irdpig BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
Bap6epa, C.J1., [OMOMDKHOT peyoBMHY (cepTudiikat
IcnaHis; KoHTponb BiANOBIAHOCTI EBponeiickkili hapmakonei) -
SAKOCTI: OHOB/EHWI cepTUikaT Bif, y)Xe 3aTBEPAKEHOr0
dapmaHanituka CA, BMPO6GHMKA - MOJaHHSA OHOBJ/IEHOTO cepTudikata
LLiBeiiuapis BiANoBigHOCTI EBponeiickkili hapmakonei Ne
CEP 2008-122-Rev 02 (3aTBepmkeHo: R1-CEP
2008-122-Rev 01) ana A®l Amnoguniny
6ecunary BupobHuka Novartis Pharmaceutical
Manufacturing LLC
116. | EKC®POPX H | Tabnetku, BKpUTi HoBaprTic LLiBefiuapis Brpo6HMLTBO 3a ITanis/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/12679/01/04
NNiBKOBOIO dapma Al NOBHUM LMK/IOM: LLiBeiiuapis 3MiHu | TUnYy - 3MiHKM 3 akocTi. CepTudikaT peuenmom
060n0HkKot0 no 10 HosapTic ®apma BignosigHocTi/lE-cepTudikar BignoBigHOCTI
mr/160 mr/12,5 wr; C.n.A, Itanis; €Bponelicbkiin hapmakonei/moHorpadii.
no 14 tabneTtok y Bupo6bHuuTBO, MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
6nicTepi; no 1 abo 2 KOHTPO/b AKOCTI, BiANOBIAHOCTI ab0 BUyYEHH: cepTudikata
6nictepy B nepBuHHE BiANOBIAHOCTI E€Bponeiickkili hapmakonei: gns
KapTOHHIlA KOpooLi nakyBaHHs, A®I; onsa BuxigHoro
BTOPVHHE marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
nakyBaHHs: 3irdpia BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
Bap6epa, C.J1., [,0NOMDKHOT pevyoBrHU (cepTudpikat
Icnanisn; KoHTponb BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
SAKOCTi: OHOBNeHWi cepTUdikaT Bif, yxe 3aTBEepAXEHOro
dapmaHaniTuka CA, BMPOOHUKA - NOJaHHA OHOBJIEHOro cepTudikara
LLiseiuapis BiAnNoBigHOCTI €Bponeiicbkili hapmakonei Ne
CEP 2008-122-Rev 02 (3aTBepgkeHo: R1-CEP
2008-122-Rev 01) gnsa A®l AmnoguniHy
6ecunaty BmpobHuka Novartis Pharmaceutical
Manufacturing LLC
117. | EHANANPUN | TabneTtkv no 5 wr; TOB «TeBa YkpaiHa TOB TeBa Monbua BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 3a UA/16349/01/02
-TEBA no 10 TabneTtok y YkpaiHa» OnepeiiwH3 MonaHg 3MiHu | TMNy - 3MiHK Woao peyenmom
6nicTepi; no 3 abo 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy
no 6, abo no 9 (iHWi 3mMiHM). OHOBEHHSA TEKCTY MapKyBaHHS
6nicTepiB y NMepBUHHOT Ta BTOPVMHHOI YNakoBOK /1ikapCbKOro
KapTOHHIlA KopoobLi 3aco6y. TepMmiH BBELIEHHS 3MiH - NPOTArom 6
MicALIB Nicna 3aTBepAKEHHSA
118. | EHANANPUN | Tabnetky no 10 wr; TOB «TeBa YKpaina TOB TeBa Monbwa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/16349/01/03
-TEBA no 10 Tabnetok y YKpaiHa» OnepeiiwH3 MNonaHg, 3MiHu | TMNY - 3MiHK Woao peyenmom

6nictepi; no 3 abo
no 6, abo no 9
6nicTepiB y
KapTOHHi KOpO6L

6e3nekn/edekTBHOCTI Ta hapmakoHarnsagy
(iHWi 3mMiHM). OHOB/EHHS TEKCTY MapKyBaHHS
NepBUHHOT Ta BTOPUHHOI YNaKOBOK J1iKapCbKOro
3acoby. TepmiH BBELEHHS 3MiH - NPOTArom 6
MiCALIB Mic/1A 3aTBepAKEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
119. | EHANANPUN | Tabnetkn no 20 wmr; TOB «TeBa YkpaiHa TOB TeBa Monbwa BHECEHHS 3MiH [0 peecTpaLjiiiHiX MmaTepianis: 3a UA/16349/01/04
-TEBA no 10 TabneTtok y YKpaiHa» OnepeiiwH3 MonaHg, 3MiHu | TUNY - 3MiHK Woao peyenmom
6nictepi; no 3 abo 6e3nekn/edhekTUBHOCTI Ta hapMakoHariagy
no 6, abo no 9 (iHwWi 3miHM). OHOBNEHHA TEKCTY MapKyBaHHs
6nictepiB y NepBUHHOT Ta BTOPUHHOI YNaKOBOK J1iKapCbKOro
KapTOHHIli KopooLi 3acoby. TepMmiH BBELEHHS 3MiH - IPOTAroM 6
MiCALB Mic/1A 3aTBepAKEHHS
120. | EHANANPUN | Tabnetkn no 2,5 wmr; TOB «TeBa YkpaiHa TOB TeBa Monbua BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/16349/01/01
-TEBA no 10 TabneTtok y YkpaiHa» OnepeiiwH3 MonaHg 3MiHu | TMNYy - 3MiHK Woao peyernmom
6nicTepi; no 3 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
6nictepu y (iHWi 3mMiHM). OHOB/IEHHSA TEKCTY MapKyBaHHS
KapTOHHI KOpoobLyi NepBMHHOT Ta BTOPMHHOI YNaKOBOK JT1iKapCbKOro
3aco6y. TepmiH BBEEHHS 3MiH - NPOTArom 6
MicALB Nicna 3aTBepAKEHHS
121. | EH)XXEHNA PO34nH N8 iH'eKLjin Mdpaiizep CLIA BMPOGHMLTBO, Benbris/ BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3a UA/20559/01/02
no 60 mr/1,2 mn; 1 Eiiy.Ci.Mi. nepBuHHE Ipnangis 3MiHu | TMNY - 3MiHK Woa0 peyenmom
nonepegHsL0 KopnopeiiL nakyBaHHs 6e3nekun/edhekTVBHOCTI Ta hapMakoHarnagy
HanoBHeHa pyuka, H (kapTpuax), (iHwWi 3miHW) - NogaBaHHS iHchopMmauii Npo
L0 MICTUTb TeCTyBaHHS pPO34nHYy 6e3neuyHi ronku BD AutoShield™ Duo 30G x 5
KapTpuox, y niKapcbKoro 3acoby mm and NovoFine® Autocover® 30G x 8 mm,
KapTOHHI KopoobLi (eHAOTOKCKHMY, LLIO MOXYTb BYTV BUKOPUCTaHi 3 nonepegHbL0
CTepPUIIbHICTb, M- HamnoBHEHOIO py4koo EHxeHNa Ta ki He
Kpe3on) (KapTpuax); BXOAATb [0 KOMMEKTY NakKyBaHHS NikapCbKoro
CKnafaHHs, 3ac06y. 3MiHN BHOCATbCS B PO34iN
MapKyBaHHS, peecTpadiiiHoro gocke 3.2.P.2 dapmaveBTnyHa
TeCTyBaHHS Ta po3pobka, a came o po3ainis 3.2.P.2.6
BTOPVHHE CymicHicTb Ta 3.2.P.2.4 Cuctema
nakyBaHHs KOHTeliHep/3aKynoptoBasibHuiA 3aci6
nonepeaHLo
HanoBHEHOI PyYKM,;
BMNYCK cepil:
Mcpaiizep
MeHtochekuypuHr
Benbria HB,
Benbris; TecTyBaHHA
PO3UMHY NiKapCbKOro
3acoby: MNdaiizep
IpnaHgais
dapmacbtoTikans,
IpnaHais
122. | EH)XXEHNA PO34MH ANA iH'EKLi Mdcpaiizep CLA BMPOGHULITBO, Benbria/ BHECEHHS 3MiH [0 peecTpayjiiiHux maTepianis: 3a UA/20559/01/01
no 24 mr/1,2 mn; 1 Eny.Ci.Mi. nepBuHHE Ipnangis 3MiHu | TMNYy - 3MiHK Woa0 peyenmom
nonepegHLo Kopnopeiiwu nakyBaHHs 6e3nekn/ehekTMBHOCTI Ta hapMakoHarnagy
HanoBHeHa pyuka, H (kapTpuax), (iHwWi 3miHW) - JoaaBaHHs iHchopmauii Npo
O MiCTUTb TEeCTyBaHHS PO3UMHY 6e3neyHi rosikn BD AutoShield™ Duo 30G x 5
KapTpuox, y nikapcbKoro 3acoby mm and NovoFine® Autocover® 30G x 8 mm,

KapTOHHi KOpO6L

(EHAOTOKCUHMY,
CTEPWILHICTb, M-

L0 MOXYTb 6yTY BUKOPUCTaHI 3 NonepeaHbo
HarNoBHEHOI0 PyyKOK EHXeHa Ta siki He
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Kpe3on) (KapTpuax); BXOATb [0 KOMMNEKTY NaKyBaHHS NikapCbKoro
CKNnafaHHs, 3aco06y. 3MiHVM BHOCATLCS B pO34iN
MapKyBaHHA, peecTpadiiiHoro gocbe 3.2.P.2 ®apmaLleBTUiHa
TecTyBaHHA Ta po3pobka, a came Ao po3ginis 3.2.P.2.6
BTOPVHHE CymicHicTtb Ta 3.2.P.2.4 Cuctema
nakyBaHHsi KOHTelHep/3aKkynoptoBasibHUi 3aci6
nonepegHL0
HamnoBHEHOT PYYKM,;
BUMYCK Cepil:
Mdpaiizep
MeHtodhekuypuHr
Benbrist HB,
Benbria; TecTyBaHHA
PO34MHY NikapcbKoro
3acoby: Mdalizep
IpnaHgis
dapmacbioTikans,
Ipnangis
123. | ETAUV3VH TabneTku, BKpUTI AT «Ondpa» Natsis AT «Ondha» Natsis BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis: 3a He UA/3771/01/01
060/10HKO10, M0 50 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peuyenmom | nidssizae

mr;
no 10 Tabnetok y
6nictepi; no 5
6nicTepis y nayui 3
KapTOHY

HallMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BNnacHvka peecTpauiiHoro noceigyeHHs). 3miHa
Ha3BW Ta agpecu 3asiBHUKa. BBeAeHHA 3MiH
NPOTAroM 6-T1 MIiCALIB MiC/A 3aTBEPKEHHS.
3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NpOBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO /1iKapCbKOro 3acoby, BKIoUaoun
OinbHUL BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPOSIO SIKOCTI. (QiS/IbHICTb, 3a 5Ky BignoBigae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKUM BUMYCK CEpIlt).
3MmiHa Ha3Bu Ta agpecu BupobHuka MN3. 3MiHu
BHECEHO B po3ainv "BupobHuk" Ta
"Micue3HaxokeHHs1 BUpo6HMKa Ta ioro agpeca
MiCLA MPOBAaMKEHHS AiANbHOCTI" B IHCTPYKLitO
ANs MeAnyHOro 3aCTOCyBaHHSA Ta K Hacigok - y
TEKCT MapKyBaHHS YNakoBKW NikapCbKoro
3aco6y. BBefieHHs 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3arBepgkKeHHs. 3MiHn | Tuny - 3MiHN LWoAo
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHux npo cuctemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobw,
BiANOBIA&NbHOI 3a 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmMakoHarnsgy 3asBHuKa A5 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

BiIMiHHA BiJ, YNOBHOB&XeHOI 0cobu,
BiANOBIAaA/IbHOI 3a 34ilicCHEHHSA hapMmakoHarnsgy
(BKNHOYAKOUN KOHTaKTHI faHi) Ta/abo 3miHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy). 3MiHa KOHTaKTHUX AaHux
YNOBHOBaXEHOT 0CO6YM 3asBHMKa,
BiANOBIAA/IbHOT 32 34iCHEHHS
thapmMakoHarnagy. 3miHa Micue3HaxoKeHHs
macTep-chaiina cuctemmn thapmakoHarnsgy (y
3B'A3KY i3 aAMIHICTPaATMBHOI 3MiHOW). 3MiHU |
TMny - AGMIHICTpPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo afpecy micus
NPOBaKEHHS OiS/IbHOCTI BUPO6HUKA
(BkNtOYarOUK, 3a HEOOXiAHOCTI, MicLe
nNpoBeAeHHs KOHTPOJII0 AKOCTI), abo BNacHuka
macTep-haiina Ha A®l, abo noctavanbHuKa
Adl/BuxigHoro matepiany/peareHTy/npomixKHOro
NPOAYKTY, L0 3aCTOCOBYHOTLCA Y BUPOGHULITBI
A®| (KO 3a3HAYEHO Y [JOCBE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTudikaTa BiAnNoBiLHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaXeHOMY
[ocbe, abo BUPOBHMKA HOBOT AOMOMDKHOT
PEYOBUHM (SKLLO 3a3HAYEHO Y A0CbE). 3MiHa
Ha3BW Ta agpecy BUpobHuka API. flitoua
pepakuis: MKA N13: AT «OnaitHcapm», /laTsis
3.2.S.2.1 Manufacturer(s): JSC “Olainfarm” 5
Rupnicu str., Olaine, LV-2114, Latvia.
MponoHoBaHa pegakuis: MKA N13: AT «Ondpa»,
Nareis 3.2.S.2.1 Manufacturer(s): Olpha AS
Rupnicu iela 5, Olaine, Olaines novads, LV-
2114, Latvia
3MiHu | TMNY - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta hapMakoHariagy
(iHLWi 3MiHW). 3MiHW BHECEHO Y TEKCT
MapKyBaHHs NepBMHHOI (M. 6) Ta BTOPUHHOT (N.
12, 13, 17) ynakoBku fikapcbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns

3aTBEPAKEHHS.
124. | E®EPANTAH | cynoswuTopii YMNCA CAC ®paHuis YNCA CAC PpaHuis BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 6e3 UA/5237/03/01
pekTasnbHi no 80 wmr; 3miHu | TUny - 3MiHK 3 akocTi. CepTudikar peyenma
no 5 cynosutopiis y BignosigHocTi/IE-cepTudikar BignosigHoCTI
6nicTepi; no 2 €sponelicbkiin dhapmakonei/moHorpadii.
6nictepu B MoaaHHA HOBOro abo OHOBMEHOro cepTudikata
KapTOHHIlA KOpooLi BiANOBIAHOCTI ab0 BU/TyYEHHS cepTudikata

BiANOBIAHOCTI E€Bponeiichbkili hapmakonei: ans
A®l; ans BuxigHoro
matepiany/peareHTy/NPOMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUPObHUUTBI ADI; Ans
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

[OMOMDKHOT peyoBMHY (cepTudiikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOBNEHWIA cepTUdikar Bif yxe 3aTBepaKeHoro
BMPO6HMKa - MNogaHHs OHOBIEHOTO cepTuddikata
BiANoBigHOCTI EBponeiickkili hapmakonei CEP
2000-124-Rev 11 (3atBepmxeHo: R1-CEP 2000-
124-Rev 10) ansa [ilo4oi peyoBuHM
MapaueTamon Big, 3aTBEPAXKEHOIO BUPOOHMKA
ANQIU LU'AN PHARMACEUTICAL CO., LTD.

125.

E®EPA/TTAH

cynosuTopii
pekTasibHi no 150
Mr; Mo 5
Cyno3unTopiiB y
6nictepi; no 2
6nictepy B
KapTOHHIA Kopoo6Li

YMNCA CAC

®paHuis

YMNCA CAC

®paHuis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TUnYy - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkiin dhapmakonei/moHorpadii.
MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
BiANOBIAHOCTI €Bponeiickkili hapmakonei: gns
A®l; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[,0NOMDKHOT pevyoBrHU (cepTudpikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNeHW cepTUdikaT Bif, y)Xe 3aTBEepAXEeHOro
BMpo6HUKa - MofgaHHA OHOB/IEHOro cepTuddikara
BiANoOBIAHOCTI E€Bponeiickkili hapmakonei CEP
2000-124-Rev 11 (3atBepmxeHo: R1-CEP 2000-
124-Rev 10) ana Oito4oi pevoBuHU
MapaueTamon Bif, 3aTBEPIAXEHOr0 BUPOOHUKA
ANQIU LU'AN PHARMACEUTICAL CO., LTD.

6e3
peyenma

UA/5237/03/02

126.

E®EPA/TTAH

cynosuTopii
pekTanbHi no 300
Mr; o 5
cynosuTopiiB y
6nictepi; no 2
6nictepy B
KapTOHHIlA KopooLi

YICA CAC

PpaHuis

YINCA CAC

PpaHuin

BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis:
3MmiHu | TUnYy - 3MiHn 3 aKkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiii hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBIEHOTO cepTudikaTa
BiANOBIAHOCTI ab60 BUyYEHHA cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BuxigHOro
marepiany/peareHTy/nPoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTLCA Y BUPOOHMLTBI APIl; Ans
[OMOMDKHOT peyoBMHY (cepTudiikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOBNEHWit cepTUdikaT Bif, y)xe 3aTBEPAXEHOr0
BMPO6HMKa - MNogaHHs OHOBEHOTo cepTuddikata
BiANoBigHOCTI EBponeiickkili hapmakonei CEP
2000-124-Rev 11 (3atBepmxeHo: R1-CEP 2000-
124-Rev 10) ansa [ito4oi peyoBnHM
MapaueTamon Big, 3aTBEPAKEHOIO BUPOOHMKA
ANQIU LU'AN PHARMACEUTICAL CO., LTD.

6e3
peuyenma

UA/5237/03/03

127.

SIHHAT®

TabNeTkn, BKPUTI

TOB

YkpaiHa

nakco OnepentHc

Benvka

BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis:

3a

UA/5509/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
o060n0oHkoto, o 125 "CaHpo3 tOK Nimiteq BputaHis BUMpPaB/IEHHS TEXHIYHUX noMunok B MKA N3, peyenmom
Mmr; no 10 TabneTok YKpaiHa" [OnyLLeHnX npu nepexknazi opuriHasbHUX
y 6nicTepi; no 1 marepianis BUPO6HMKA 38 NOKa3HUKOM «Yac
6nicTepy B kopobu, 3 po3puBy 06010HKM» B Cneyudikauii (npn
KapToHy BUNYCKY Ta HanpuKiHLi TepMiHy npuaaTHOCTI) Ta
MeTogax KoHTpono MKA /13, a came yTOUYHEHHSA
B hOpMy/ItoBaHHi BUMOT, 6€3 3MiH KpUTEPIto
NPUAHATHOCTI. 3a3HaueHi BUNpaBieHHs
BiANOBIAAIOTL MaTepianam peecTpaLiiiHoro
[ocbe, SKi npeacTasneHi B apxisi (p. 3.2.P.5.1.
Creundpikauis; 3.2.P.5.2. AHaniTuyHi MeToauku).
128. | 3IHHAT® TabneTkn, BKPUTI TOB YkpaiHa nakco OnepenLHc Benvka BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/5509/02/02
o60n0oHkoto, no 250 "CaHpo3 tOK Nimiteq BputaHis BUMpaB/IEHHS TEXHIYHUX noMuiok B MKA N3, peyenmom
Mmr; no 10 TabneTok YKpaiHa" [OnNyLLeHNX Npu nepexknazi opuriHasbHNX
y 6nicTepi; no 1 marepianis BUPO6HMKA 38 NOKa3HMKOM «Yac
6nicTepy B kopobu, 3 po3puBy 06010HKM» B Cnevudikauii (npu
KapToHy BMNYCKY Ta HanpuKiHLi TepMiHy npuaaTHOCTI) Ta
MeTogax KoHTpono MKA 13, a came yTOUYHEHHSA
B hopMy/ItoBaHHi BUMOT, 6€3 3MiH KpUTEPIto
NPUAHATHOCTI. 3a3HaueHi BUNpaBieHHs
BiANOBiAaIOTb MaTepianam peecTpauinHoro
[ocbe, SKi npeacTasneHi B apxisi (p. 3.2.P.5.1.
Creundpikauis; 3.2.P.5.2. AHaniTuyHi MeToanku).
129. | 3IHHAT® TabneTkn, BKPUTI TOB Ykpaina nakco OnepenLHc Benvka BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/5509/02/03
o060n0Hkoto, no 500 "CaHgo3 tOK NimiTep, BpuTaHis BUNPAaB/IEHHS TEXHIYHMUX NOMUIOK B MKA N13, peyenmom
Mmr; no 10 TabneTok YkpaiHa" LOnyLLEeHNX Npyu nepexknazi opuriHasbHNX
y 6nicTepi; no 1 marepianis BUPO6HMKA 3a NOKa3HMKOM «Yac
6nicTepy B kopobu,j 3 po3puBy 06010HKM» B Cnevudikauii (npu
KapToHy BUNYCKY Ta HanpuKiHLi TepMiHy NpuaaTHOCTI) Ta
MeTogax KoHTpono MKA 13, a came yTOUYHEHHSA
B hopMy/toBaHHi BUMOT, 6€3 3MiH KpUTEPItD
NPUAHATHOCTI. 3a3HayeHi BUNpPaBieHHs
BiANOBiAaOTb MaTepianam peecTpauiiHoro
[ocCbe, SKi npeAcTaBneHi B apxisi (p. 3.2.P.5.1.
Creundikauis; 3.2.P.5.2. AHaniTyHi MeToanku).
130. | IBYNPOM TabneTkn, BKPUTI KOHina6, NN CLWA Bupo6HMK, Monbwa/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 nidnsieae UA/1361/01/01
MAKC o060n0Hkoto, no 400 BiANOBiAabHNIA 3a Benvka 3MiHu | TUNYy - 3MiHK Woao peyenma
Mr, Mo 6 TabneTok y YNakoBKY, KOHTPOJ1b BpuTaHia 6e3nekun/edhekTUBHOCTI Ta hapMakoHarnagy

6nictepi; no 1
6nictepy B
KapTOHHIlA KOpO6L;
no 12 TabneTtok y
6nicTepi; no 1 abo 2
6nictepu B
KapTOHHI KOpoo6L;
no 24 tTabnetku y
thnakoHi; no 1
doNakoHy B

Ta BMNycK cepii
rOTOBOrO NPOAYKTY:
TOB HOC dapmaldlis,
Monbwa; BUpO6HKK,
BiANOBiAabHNIA 3a

BMPOGHULITBO,
KOHTPO/b Ta BUMYCK

npogykty in bulk:
LLlyechapm Cepsices
J114, Benvka

(iHWi 3MiHW) - 3MiHX BHECEHO [0 IHCTPYKLii ANs
Me[MYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
00 po3gainy "Mepefo3syBaHHS" BIANOBIAHO A0
OHOBJEHOT iH(hopMaLii 3 6e3nekun gitouoi
peyoBuHM (iBynpocheHy) 3rigHo 3
pekomeHpauiamu PRAC. BBefeHHs 3MiH
NpoTSArom 6 MicsiLiB Micns 3aTBEPAKEHHSI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KapPTOHHI KOpooOLii BpvTaHis
131. | IBYNPOM Kancynu m'ski no lOHina6, Nn CWA Brpo6HuK HigepnaHnamn BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: Ges niosnsieae UA/6045/02/01
CNPUHT 200 wmr; no 6 abo no BiANOBIAA/IbHWIA 32 / Nonbwa 3MiHu | TMNy - 3MiHK Woao peyenma
KAMC 10, a6o no 12 BMPOGHMLTBO, 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
Kancyn y énictepi; KOHTPONb Ta BUMYCK (iHWi 3MiHW) - 3MiHX BHECEHO [0 IHCTPYKUiT AN
no 1 6nictepy B npoaykTy in bulk: MeLMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
KapTOHHI kopo6Lyj; MateoH CodhTaxenc 0o posgainy "lMNepefosyBaHHs" BigNoBigHO 40
no 12 kancyny B.B., HigepnaHgu; OHOB/EHOI iHGhopMaLii 3 6e3nekun ajto4yol
6nicTepi; no 2 Brpo6HMK peyoBuHM (iGynpodheHy) 3rigHo 3
6nictepu B BiANOBiAA/IbHWIA 32 pekomeHpauiamu PRAC. BBegeHHs 3MiH
KapTOHHI Kopo6Lyj; yNaKoBKY, KOHTPO/b NPOTArom 6-Tv MicAILiB NMiCNs 3aTBEPYKEHHS
no 10 kancyny Ta BuUnyck cepii
6nicTepi; no 3 rOTOBOrO NPOAYKTY:
6nictepu B TOB HOC dapmauis,
KapTOHHI/ Kopobui Monbwa
132. | IBOPPA cnpeii HasaslbHUIA, Na6opaTtopii ®paHuin CothapTekc PpaHuis BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a UA/2830/01/01
po34uH, 8000 Bylwapa 3MiHu | TNy - 3MiHKW 3 AKOCTi. FOTOBMIA peyernmom
MO/mn; no 15 mny Pekopgaari nikapcbkuii 3aci6. KOHTponb roToBOro
donakoHi 3 nikapcbKoro 3aco6y (iHLWi 3MiHN) - BHECEHHS
po3nuatBayem; no He3HauyHMX 3MiH o po3ainis MKA N3
1 dhnakoHy B «OCMONAPHICTb» (3MiHa Ha3BW NOKa3HWMKa Ha
KapTOHHI KopoobLi «OCMONSAMbLHICTL» 6€3 3MiHM MeToAy),
«lgeHTudikauis dpamineTnHy cynbgarty»,
«KinbkicHe BU3HaueHHs hpamileTuHy
cynbar», «lgeHTudikauis Ta KinbkicHe
BW3HAYEHHA MeTuInaparigpokcnbeH3oaty», a
came jofaBaHHs BiAMNOBIAHMX XpomaTorpam,
BUNPAaBNEHHS TEXHIYHNX Ta opdhorpaddiyHnx
NMOMW/IOK, BHECEHHSI YTOYHEHb 1A NPYBEAEHHSA
[0 MaTepianis BUPOGHMKA. A TakoXX OHOB/IEHHS
BXe 3aTBepAKeHNX METO/iB KOHTPO/IO AKOCTI
['N13, a came BUKNafeHHA TEKCTY AepXaBHO
MOBOH0 3lifJHO Cy4acHUX BUMOT.
133. | IMI®OPC NopoLUoK AN AHaHTa Benuka «BeHnyc Pemegic IHais BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3a He UA/17305/01/01
po3uuHy ans Megikeap BpuTtaHis Nimiteg» 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom | niosisg2ae
iHdpysiiA, 500 mr/500 nra. HaliMeHyBaHHs Ta/abo agpecu micus

Mr;
no 1 donakoHy 3
MOPOLLUKOM Y KOpooL,i

NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO /liKapCbKoro 3acoby, BKYaum
OiNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs
KOHTPOJIO SIKOCTI. (Ais/IbHICTb, 3a SKy Bignosigae
BUPOGHMK/iIMNOPTEP, BK/IOYAKOUN BUMYCK CEPild).
3MmiHa agpecu BUPOGHUKA, Lo 3a3HaveHa y
peecTpauiiHnx MaTepianax: BiAKOpUroBaHo
BiANOBIAHO [0 3a3HaYeHOl agpecu B
OHOB/IEHOMY eBponelicbkomy GMP cepTudikaTi
Ta ceptucpikati GMP, BugaHoro
Lepxnikcnyx60t0 YkpaiHu. 3MiHW BHECEHO B
po3gin "Micue3HaxomKeHH BUPOGHMKa Ta
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0YeHHs

agpeca MicLs NPOBaKEHHS Oro Ais/IbHOCTI" B
HCTPYKLi0 415 MeANYHOTO 3aCTOCYBaHHSA Ta K
HacnifoK - y TEKCT MapKyBaHHS yNakoBKU
nikapcbKoro 3acoby BeefeHHs 3MiH npoTarom 3-
X MicsUiB Nicns 3aTBepXKeHHS

134.

IHBYTON®

PO3YNH A5 iH'EKLIN,
100 mr/mn; no 10 mn
a6o 20 mn y
dhnakoHax

TOB "tOpis-
dapm”

YkpaiHa

TOB "tOpis-®Papm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavliiHuX maTepianis:
YTOUYHEHHS1 HanMcaHHA peecTpaiiiHoro
HOoMepa B Hakasi Ne 787 Big, 08.05.2025 B

npoueci BHeCEHHA 3MiH (3MiHu | Tuny - 3MiHK

Loao 6e3nekn/edyeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3aCTOCYBaHHA Ha MicTaBi perynspHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neKn NiKapcbkoro
3acoby, abo gocnimxeHb 3 6esneku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviiiHnii nepiog, abo Sk pesynbtat
OLLiHKVM 3BIiTYy 3 AOCiAKEeHb, NPOBEAEHNX
BiANOBIAHO A0 NnaHy nejiatpudHNX AOCNiXKeHb
(PIP) (3MiHy y3rofXeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHoM) -3MiHV BHECEHO B
IHCTPYKL,i0 415 MeANYHOr0 3aCTOCYBaHHA [0
po3giniB "Ocob6mBOCTi 3acTocyBaHHs", "Mo6IYHI
peakuji" Ta KOPOTKY XapakTepuCTUKy NikapCbKoro
3acoby Ao po3ainis "Ocob/mBi 3aCTEPEXEHHS Ta
3ano06iXHi 3axo4mn nNpu 3acTocyBaHHi", "Mo6iyHi
peakujii" BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i
00 6e3neKky 3aCTOCYyBaHHS Ailo4oi PeHOBUHM
3rigHo 3 pekoMeHgauieto PRAC. TepmiH
BBEAEHHSA 3MiH MPOTAroM 6 MicauiB nicns
3aTBepKeHHs). Pefakuis B Hakasi -
UA/A798/02/01. BipHa pepakuis -
UA/4798/01/01.

3a
peyenmom

UA/4798/01/01

135.

IPUHOCUH[,
AH

KOHLleHTparT Ans
NPUroTyBaHHs
pO34nHy Ans
iHcpy3iiA, 20 mr/mn;
no 2 mn, abo 5 mn,
a6o 15 mn, abo 25
MYy chnakoHi; no 1
donakoHy B nauuj
KapTOHHIiA

TOB «TeBa
YkpaiHa»

YkpaiHa

CiHgaH ®apma CP/1,
PymyHis; AkTasic
ITania C.n.A., ITanisa

PymyHis/
ITanisa

BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis:
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3mMiHM) OHOB/IEHO TEKCT MapKyBaHHS
NepPBUHHOT Ta BTOPVMHHOI YNaKoBKY NiKapCbKOro
3aco0y, a came BW/Ty4EHO TUTY/IbHY CTOPIHKY [0
TEeKCTY MapKyBaHHS, BHECEHO 3MiHM y n. 2, 11,
12, 17 TeKCTy MapKyBaHHA BTOPMHHOT YMaKoBKM,
Tay n. 2, 6 NepBMHHOI yNakoBkX Ta 3p061eHo
He3HauHi peAakLiliHi NpaBKy B IHWNX NyHKTaX
TEeKCTY MapKyBaHHS. TepMiH BBEAEHHS 3MiH -
npoTarom 6 MicauiB nicns 3aTBEPAKEHHS.

3a
peyenmom

UA/6528/01/01

136.

IPUHOTEKAH
AMAKCA

KOHLeHTparT ans
pO34MHy Asisi

Amakca Jtg,

Benuka
BpuTaHis

KOHTPOb cepii Ta
BMNyck cepii: AkBiga

HimeyunHa

BHECEHHS 3MiH 0 peecTpayjiiiHux maTepianis:
3MiHu | TMny - 3MiHK 3 akocTi. CepTrdiikaT

3a
peyenmom

UA/14902/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

iHcpy3iiA, 20 mr/m;
no 2 mn, 5 mn aéo
15 mn y donakoHi; no
1 donakoHy B
KapTOHHI KopobLyj;
no 2 mn, 5 mn abo
15 mn y driakoHi; no
1 chnakoHy B
KapTOHHilA KOpO6L

'M6X, HimeuunHa;
BMPOBHULTBO in
bulk, nepsuHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTpONb cepii:
AkBiga 'm6X,
HimeuyunHa

BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkiii hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onqa BuxigHOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[OMOMDKHOT peyoBMHY (cepTuddikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNEHWi cepTUdikaT Bif, y)Xe 3aTBEPAXEHOro
BMpo6HUKa. OHoBNeHHss CEP ansa Bxe
3aTBEPKEHOr0 BUPOGHUKA Ail04O0T PeyOBUHN
Naypyc Na6ce Nimiteq (Laurus Labs Limited).
3arBepakeHo:

RO-CEP 2019-292-Rev 01. 3anponoHoBaHo:
CEP 2019-292-Rev 02. 3MiHu | Tuny - 3miHn 3
AKocTi. A®l. CTabinbHicTb. 3MiHa nepiogy
NOBTOPHMX BMNpo6yBaHb/nepioay 36epiraHHs
ab60 ymoB 36epiraHHs A®I (3a BigcyTHOCTI y
3aTBEpPAKEHOMY [O0CbE cepTudiikara
BiANOBIAHOCTI EBponelichbki hapmakonei, wo
BK/1IOYAE Nepios, MOBTOPHOTO BUNPOGYBaHHS)
(nepiog, NOBTOPHOrO BUNPOBYBaHHA/Mepioa
36epiraHHs) - 36iNbLUEHHS ab0 BBEAEHHSA
nepiofly NOBTOpPHOro BMNpobyBaHHsA/nepioay
36epiraHHa Ha OCHOBI pe3y/bTaTiB JOCAIAKEHD Y
peanbHOMY Yaci. BcTaHOBNEHHA TEPMiHY
NOBTOPHOrO TeCTyBaHHA 60 MicALiB 3a yMOB
36epiraHHA npu Temnepatypi 25 °C +2 °C ta
BiIHOCHIn BonorocTi 60% * 5% ans ipHoTekaHy
rippoxnopuay TpurigpaTy, BUPo61eHoro
KoMnaHieto Laurus Labs Ltd., wo nigrsepgxeHo
AaHUMKN peasibHOro yacy.

137.

noa-HoPMin

Tabnetku no 200
MKr; no 10 TabneTtok
y 6nicTepi; no 5
6nictepiB y nauui

AT
"KNIBCbKW
"
BITAMIHHI
" 3ABOA"

YkpaiHa

AT "KUIBCBKUN
BITAMIHHN
3ABOA"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
(iHWi 3miHW). 3MiHM BHeceHo y n. 17. IHWE
TEKCTY MapKyBaHHSA BTOPUHHOI YMNaKkoBKU
nikapcbkoro 3acoby. BBeeHHs 3MiH MPOTAroM
6-TU MicALIB Nic/1a 3aTBEPKEHHS.

6e3
peyenma

UA/6383/01/02

138.

nopa-HoPmin

Tabnetkv no 100
Mkr; no 10 TabneTtok
y 6nictepi; no 5
6nicTepiB y nauui

AT
"KNIBCbKW
"
BITAMIHHM
 3ABOA"

Ykpaina

AT "KI/ITBCbKI\/JI/I
BITAMIHH1IN
3ABO"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis:
3MiHu | TMNY - 3MiHK Woa0
6e3nekun/edhekTVBHOCTI Ta hapMakoHarnagy
(iHLWi 3MiHW). 3MiHM BHeceHo y n. 17. IHWE
TEKCTY MapKyBaHHS BTOPUHHOI YNakoBKy
nikapcbkoro 3acoby. BBefeHHs 3MiH NPOTAroM
6-TV MicsLIB MiC/1SA 3aTBEPLKEHHS.

6e3
peyenma

UA/6383/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
139. | KANbLUIO po3unH ons iH'ekuii, | TOBAPUCT YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHiX MmaTepianis: 3a UA/A726/01/01
FTNMHOKOHAT- 100 mr/mn; no 5 mn BO 3 06MeXeHo 3MiHu | TUNY - 3MiHK Woao peuyenmom
340POB'A B amnyni; no 10 OBMEXEH BiANOBIA&NLHICTIO 6e3nekn/edekTBHOCTI Ta thapmakoHarnsagy
(CTABINI3OB | amnyn y KapTOHHii (e]}0) "®apmaueBTUYHa (iHwWi 3mMiHM) OHOB/EHHS TEKCTY MapKyBaHHS
AHWNIA) Kopo6Li; no 5 mn B BIAMOBIOA KoMnaHisa "3gopos'a” NepBUHHOT Ta BTOPUHHOI YNaKOBOK J1iKapCbKOro
amnyni; no 5 amnyn NBHICTHO 3acoby, a came:
y 6nicTepi; no 2 «KOPTTOPA - BWTy4eHo iHdhopMaLito, 3a3HauyeHy pocCilicbKoo
6nictepu y LA MOBOIO;
KapTOHHIlA KOpo6L; «300POB’'A - NepeHeceHo MKHaPOAHI NO3HAYEHHS OAUHULbB
no 10 mn B amnyri; » BMMIPIOBaHHS;
no 10 amnyny - YTOYHEHO iHhopMaLito LWoAo noroTuny
KapTOHHilA KOpO6L 3asBHMKa Ta TEXHIYHOT iHdhopmaLi;
- YHi(hikOBaHO TEKCT MapKyBaHHS NEPBUHHOI
yNaKkoBKU (419 aMnynn Ta eTUKETKM Ha amnyni);
- BHECEHO He3HauHi pefakLiliHi NpaBkn B TEKCT
MapKyBaHHS YNakoBOK /likapCbKOro 3acoby.
TepMiH BBEEHHS 3MiH - MPOTAroM 6 micAauis
nicns 3aTBeppkKeHHs.
140. | KAMETOH aepo3osb AT "Ctoma" YkpaiHa AT "CTtoma" YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis: 6e3 UA/4658/01/01
no 30 r y 6anoHi 3MiHu | TUNY - 3MiHK Woao peuyenma
aepo30/IbHOMY 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy
anoMiHieBomy; no 1 (iHLWi 3MiHK).
6asnoHy 3 OHOB/IEHO TEKCT MapKyBaHHS NEPBUHHOI Ta
posnustoBayem B BTOPVHHOI YNaKOBKM JliKapCbKOro 3acoby,
nauuj 30Kpema BU/Ty4eHO iHhopMalLiito, 3a3HaveHy
POCIiCbKO0 MOBOIO, Ta BUAANEHO
POCIiCbKOMOBHY BEPCit0 iHCTPYKL,i 415
MeAMYHOro 3acTOCyBaHHA NiKkapCbKoro 3acoby.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHSA
141. | KAHAUBIOTW | kpanni ByLWHi; no 5 neHmapk IHais "neHmapk IHais BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/8208/01/01
K MYy chnakoHi; no 1 ®apmacbioT PapmacboTrKan3 YTOUHEHHS peecTpauiiiHol npoueaypuy B peyernmom
onakoHy pasom 3 vkans Jita. nTa. Hakasi MO3 YkpaiHu Ne 226 Big 10.02.2025 -

nineTKoK-KOBMa4ykoM
BK/1afiEHOMY Y
noslieTUIEeHOBUN
nakeTuK Yy KapTOHHIiA
Kopobui

3MiHu | TUNY - AgMiHICTPAaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus
NPOBa)KEHHS AiS/IbHOCTI BUPO6HUKA
(BkNtOYaKOUM, 3a HEOOXiAHOCTI, Micue
npoBeAEeHHSA KOHTPOII0 AKOCTI), a60 BNacHuka
macTep-haiina Ha A®l, abo noctavasibHuka
Adl/BnxigHoro matepiany/peareHTy/npomixkKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCS Y BUPOOHULITBI
A®| (SKWO 3a3HAYEHO Y [OCLE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTudpikaTa BifgnoBiAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepakeHoMy
[ocbe, abo BMPOOHMKA HOBOI AOMOMIKHOT
PEeYOBUHM (AKLLO 3a3HAYEHO Y A0CbE) - 3MiHA
Ha3Bu BUPo6HMKa A®Il. BUpobHMYa AinbHuLSA,
MiCLie3HaxXOMKEHHS Ta yCi BUPO6HUYI onepavii
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3a/IMLalTbCs HE3MIHHMMK. [liloya pefakuis:
Amoli Organics Pvt. Ltd. MNponoHoBaHa
pepakuis: Amoli Organics ( A division of
Umedica Laboratories Pvt. Ltd.).

142.

KAHAIA

MOPOLLIOK
HaLukipHui, 10 mr/r;
no 30 r y dpriakoHi;
no 1 cpnakoHy B
KapTOHHI Kopoobui

neHmapk
PapmacbioT
vikan3s Jita,.

IHais

neHmapk
PapmacboTrKan3
nra.

IHais

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
YTOUHEHHS peecTpauiiiHol npoueaypu B
Hakasi MO3 YkpaiHu Ne 226 Big 10.02.2025 -
3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micud
NPOBaKEHHS AiS/TbHOCTI BUPO6HUKA
(BKIHOYAlOUK, 3a HEOBXIAHOCTI, MicLe
nNpoBeAEeHHSA KOHTPO/I0 SKOCTI), abo BNacHuKa
macTep-haiina Ha A®l, abo noctavanbHuKa
Adl/BuxigHoOro matepiany/peareHTy/npoMixKHOro
NPOAYKTY, L0 3aCTOCOBYHTLCA Y BUPOOGHULTBI
A®| (KO 3a3HaYEHO Y OCLE Ha NiKapCbKuii
3aci6) 3a BiACYTHOCTI cepTudikaTa Bi4NoBILHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHoOMy
[ocbe, abo BUPOBHMKA HOBOT AOMOMDKHOT
PEYOBUHM (SKLLO 3a3HAYEHO Y A0CLE) - 3MiHA
Ha3Bu BUPo6HMKa A®I. BupobHuua ginbHuus,
MiCLLe3HaxX0MKEHHS Ta yCi BUPO6bHUYI onepauv,i
3a1MLalnTbeA He3MiHHMMK. [itoya pefakuis:
Amoli Organics Pvt. Ltd. NponoHoBaHa
pepakuis: Amoli Organics ( A division of
Umedica Laboratories Pvt. Ltd.).

6e3
peyenma

UA/9754/03/01

143.

KAHZIA-B

kpem no 15 r y Ty6i;
no 1 Ty6i B
KapTOHHIA ynakoBL,i

neHmapk
dapmacbioT
vkans Jita.

IHgis

neHmapk
dapmacboTrKan3
nTa.

IHais

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis:
YTOUYHEHHA peecTpaLiiiHol npoueaypu B
Hakasi MO3 YkpaiHu Ne 226 Big 10.02.2025 -
3MiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micud
NPOBaPKEHHSA AiSNbHOCTI BUPOOHUKA
(BK/THOYAKOUM, 32 HEOBXIAHOCTI, MicLe
NpoBeAeHHS KOHTPOJH0 SIKOCTI), ab0o BracHuKa
macTep-paiina Ha A®l, abo noctavasibHUKa
Adl/BuxigHoro matepiasy/peareHTy/MpoMixXHOro
NPOAYKTY, L0 3aCTOCOBYOTHCA Y BUPOOHWLTBI
A®| (KO0 3a3HAYEHO Y [JOCLE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTudpikaTa BifnoBiAHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaKeHoMy
nocbe, abo BUPOOHUKA HOBOI AONOMIXHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) - 3MiHa
Ha3Bu BUPOOHMKa ADI. BupobHuya AinbHuus,
MiCLle3HaxoM|KeHHS Ta yci BUpoOHUYI onepavii
3a/MLIalTbCs HE3MIHHMMK. [litova pefakuis:
Amoli Organics Pvt. Ltd. MNponoHoBaHa
pegakuis: Amoli Organics ( A division of
Umedica Laboratories Pvt. Ltd.)

3a
peyerimom

UA/8210/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
144. | KANEUUTABI | TtabneTtku, BKpUTI Akkopg, Icnanis Brpo6HMUTBO IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHiX MmaTepianis: 3a He UA/14799/01/02
H AKKOPJ, nNiBKOBOIO Xerckea roToBOro /Benuka 3MiHu | TUNY - 3MiHK Woao peyenmom | niosnsizae

060n0HkKot0, No 500 C.Y. nikapcbKoro 3acoby, BpuTtaHis/ 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsagy.

Mr; no 10 TabneTok nepBuHHE ITanis/ 3MiHa y KOpOTKiil XxapakTepucTuLi NikapCbKoro

y 6nictepi; no 3, 6 nakyBaHHs, Icnanis/ 3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLi Ans

abo 12 6nictepiB y BTOPVHHE Himeuunna/ Me[MYHOro 3aCTOCYBaHHS Ha nigcrasi

KapTOHHI Kopoo6Li naxyBaHHs, ManbTa/ perynsipHoO OHOB/THOBAHOIO 3BiTYy 3 6e3neku

KOHTPO/Ib AKOCTI Monbua nikapcbKkoro 3acoby, abo AocnimKeHb 3 6e3nekn
cepii: IHTac 3aCTOCyBaHHS Nikapcbkoro 3acoby B

dapmacbloTikans
NimiTep, HAis;
Brpo6HuuTBO
roToBOro
nikapcbKoro 3acoby,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI
cepii
(anbTepHaTUBHWIA
BMPOGHUK): IHTaC
dapmacbloTikans
NimiTep, HAis;
lMepBuHHE Ta
BTOPUHHE
nakyBaHHS: AKKOpA
Xenckea Jlimitesq,
Benuka BpuTaHis;
BTopuHHe
nakysaHHsa: A4/
Canni Yelin, ITanis
CIMA, Itanis;
KOHTPO/Ib AKOCTI
cepii: labopatopi
dyHaacio JAY,
Icnanis; BTOpUHHE
nakysaHHs: CK
dapma JIoaxmMCTIKC
'MBX, HimeuunHa,
KOHTPO/Tb AKOCTI
cepii: ®apmagokc
Xenckea N14,,
ManbTa; BTOPUHHE
nakyBaHHs:
CuHonTtus
IHpacTpian Cn. 3
0.0., MNMonbLua;
BifJNOBIAabHMIA 32

nicnsapeecTpauiiinii nepiog, abo Ak pesynbTar
OL|iHKM 3BITY 3 JOC/iMKeHb, MPOBEAEHNX
BIANOBIAHO A0 NnaHy nefiaTpUYHNX JOCAiLKEHb
(PIP) (3MiHy y3rofxeHo 3 KOMMeTEHTHUM
YNOBHOB&XXEHUM OpraHoMm) - 3MiHW BHECEHO [0
IHCTPYKUIT AN MEeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao posainy "OcobnnBocTi
3acTocyBaHHA" WOA0 6e3nekn 3acTocyBaHHA
Aito4oi pevoBrHN KaneuuTabiH BiANOBIAHO [0
pekomeHpauii PRAC
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BMNyCK cepii: AKkopg,
Xenckea Moncka
Cn. 3 0.0. Cknapg,
IMnopTepa, MNosnbua
145. | KANEUUTABI | TabneTku, BKpUTI Akkopg, IcnaHis Bupo6bHMuTBO IHais/ BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a He UA/14799/01/01
H AKKOP/, nNiBKOBOIO Xerckea roToBOr0 Benuka 3MiHu | TMNy - 3MiHK Woao peyernmom nionsieae
o060n0Hkoto, no 150 C..Y. nikapcbKoro 3acoby, BpuTtaHis/ 6e3nekn/echeKTUBHOCTI Ta hapmMakoHarnsgy.
Mmr; no 10 TabneTok nepBuHHE ITania/ 3MiHa Y KOpOTKiil XxapakTepucTuLj NikapCcbKoro
y 6nicTepi; no 3, 6 nakyBaHHs, Monbwa/ 3ac06y, TEKCTIi MapKyBaHHSA Ta iIHCTPYKLiT Ans
abo 12 6nictepiB y BTOpPUHHE Manbta MeJMYHOro 3aCTOCYBaHHS Ha nigcrasi
KapTOHHIlA KOpooLi nakyBaHHs, perynsipHo OHOBJ/IKOBAHOTO 3BIiTY 3 6e3nekn
KOHTPO/Ib SAKOCTi nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
cepii: 3aCcTOCyBaHHS Nikapcbkoro 3acoby B
IHTac nicnsipeecTpauiiHnii nepiog, abo sk pesynbTar

dapmacbioTikans
Nimiteq, IHAisa

Brpo6HMUTBO
roToBOro
nikapcbKoro 3acoby,
nepBUHHE Ta
BTOPUHHE
naxyBaHHs,
KOHTPO/Ib SKOCTI
cepii
(anbTepHaTUBHWIA
BMPOGHUK):
IHTac
dapmacbioTikans
Nimvitea, IHaja
MepBuHHE Ta
BTOPUHHE
naxkyBaHHs:
AKKopfa Xesnckea
NimiTen, Benvka
BputaHis
BTOPUHHE
naxkyBaHHs:
[4n Canni Yelin,
ITania CMNA, ITanisa
CK ®apma
Nopxuctikc Mm6X,
HimeuunHa
CuHonTtus
IHpacTpian Cn. 3
0.0., Monbuwa
KOHTPO/Ib AKOCTI
cepii:

OLLiHKM 3BIiTYy 3 AOCAIKEHb, MPOBEAEHNX
BiANOBIAHO A0 MiaHy neiaTpUYHNX AOCHILKEHb
(PIP) (3MiHY y3rokeHo 3 KOMNEeTEeHTHUM
YMNOBHOB&XEHVNM OpraHom)
3MiHM BHECEHO A0 IHCTPYKLii 415 MeanyHoro
3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"Oco611BOCTI 3acTOCyBaHHS" WOA0 6e3nekn
3acToCyBaHHS Aito40i peyoBMHN KaneunTabiH
BiANOBIAHO A0 pekomeHaauin PRAC.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
NabopaTtopi
dyHaacio JAY,
Icnanis
$apmagokc
Xenckea N14,,
Manbta
BiANOBIAA/IbHWIA 32
BMNYCK cepil:
AKKoppa, Xersickea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
MNonblua
146. | KAPBOMJIAT | KOHUeHTpaT ans Akkopp, Monbwa Brpo6HMUTBO IHgis/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/13716/01/01
NH AKKOP/A pO34uHy ons Xerckea roToBOro Benvka 3MiHu | TUnYy - 3MiHK 3 akocTi. CepTudikaT peuenmom
iHcpy3iiA, 10 mr/mn, Moncka Cn. nikapcbKoro 3acooby, BpuTtaHis/ BignosigHocTi/lE-cepTudikar BignoBigHOCTI
no 5 mn, abo no 15 3.0.0. nepBUHHe Ta Manbta €Bponelicbkiin hapmakonei/moHorpadii.
M1, abo no 45 mn, BTOPVHHE /YropwmHa/ MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
abo no 60 mny nakyBaHHs, MonbLa BiANOBIAHOCTI ab0 BUyYEHH: cepTudikata
thnakoHi; no 1 KOHTPO/Ib SKOCTI BiANOBIAHOCTI E€Bponeiickkili hapmakonei: ans
donakoHy B cepii: IHTac A®I; onsa BuxigHoro
KapTOHHI Kopobui dapmacbioTikans marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
Nimiteq, HAjsa BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
BTopvHHe [,0NOMDKHOT pevyoBrHU (cepTudpikat

nakyBaHHs: AKKOpA,
Xenckea JlimiTenq,
Benvika bpuTaHis;
Brpo6HMuUTBO
roToBOro
nikapcbKoro 3acoby,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPO/b SKOCTI
cepii
(anbTepHaTUBHWIA
BMPOGHUK): IHTac
dapmacbloTikans
Nimitep, IHAis;
KoHTponb skocTi
cepii:
dapmagokc
Xenckea N1p4,,
ManbTa,;
dapmasanig Nta,.
Mikpob6ionoriyHa
naboparopis,
YropuuHa;
BignosiganbHuii 3a

BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNeHW cepTUdikaT Bif, y)Xe 3aTBEepAXEeHOro
BMpPOBHUKA - NOaHHA OHOBJIEHOro cepTudikaty

BiANOBIAHOCTI E€Bponeiichbkili hapmakonei, ans
A®| kap6onnaTvHy, fo Bepcii CEP 2002-091-
Rev 08 (3aTBepmxeHo R1-CEP 2002-091-Rev
07), 3i 3mMiHOI0 Ha3Bu BNpo6HKKa 3 HERAEUS
DEUTSCHLAND GMBH & CO. KG., GERMANY
Ha HERAEUS PRECIOUS METALS GMBH &
CO. KG, Germany. 3minu | Tvny - 3miHu 3
akocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NogaHHs HoBOro abo

OHOBJ/IEHOrO cepTudikaTa BignosigHOCTi abo

BWIyYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkili thapmakonei: gnsa A®l; ona

BVXifHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, O BUKOPUCTOBYHOTLCS Y BUPOOHULTBI

A®I; ona AONOMIXKHOI pevoBuHU (cepTudikar

BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOB/EHWI cepTUdikaT Bif, y)Xe 3aTBEPAXEHOr0
BMPOOHMKA - NOJaHHSA OHOB/IEHOrO cepTudikary
BiANOBIAHOCTI €Bponeiickkili hapmakonei, ans

A®I kapbonnatuHy, o sepcii CEP 2003-155-
Rev 03 (3aTBepmkeHo R1-CEP 2003-155-Rev
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BWMYCK Cepil: 02), Bupo6bHnytBa SUN PHARMACEUTICAL
Akkoppg, Xesnckea INDUSTRIES LIMITED, India
NimiTen, Benvka
Bputanis;
BignosiganbHuii 3a
BUNYCK cepii: AKkopp,
Xenckea NMoncka
Cn. 3 0.0. Cknap,
IMnoptepa, MonbLua
147. | KAPBOMJIAT | KOHUeHTpaT Ans TOB «TeBa YkpaiHa BMPOGHMLTBO XopBartis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/14502/01/01
WNH-TEBA pO34uHy aons YkpaiHa» Hepo3chacoBaHOro 3MiHu | TMNY - 3MiHK Woao peyenmom | niosisi2ae
iHcpy3ii, 10 mr/mn; NPOAYKTY, NEPBUHHE 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsagy.
no 5 mn, 15 mn, 45 Ta BTOpPVHHE 3MiHa y KOpOTKiil XxapakTepucTuLi NikapcbKoro
M1 abo 60 mny nakyBaHHs, 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ana
thnakoHi; no 1 KOHTpOb cepii, Me[MYHOro 3aCTOCYBaHHSA Ha nigcrasi
ch1akoHy B KOPOOL [03BIiNT Ha BUMYCK perynsipHoO OHOB/THOBAHOIO 3BiTYy 3 6e3neku
cepi: nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
dapmaxewmi B.B., 3aCTOCYBaHHS Nikapcbkoro 3acoby B
HigepnaHgu nicnspeecTpauiiinii nepiog, abo Ak pesynbTar
KOHTPO/b Ccepil: OL|iHKM 3BITY 3 JOC/iMKEHb, MPOBEAEHNX
MNIBA XpBaTcka BIANOBIAHO A0 NMnaHy nefiaTpUyHNX AOCAILKEHb
[.0.0., XopBarTisl (PIP) (iHWwi 3MiHM) 3MiHM BHECEHO [0 IHCTPYKUIT
[N MeAMYHOro 3acToCyBaHHA NikapCbKoro
3aco6y y po3ain "3acTocyBaHHS y nepiog,
BariTHOCTi abo rogyBaHHs rpyaar” BignoBigHO
[0 OHOB/EHOI iHGhopMaLii 3 6e3nekun ajto4or
peyoBuHW. BBEAEHHSA 3MiH MPOTAroM 6-Tn
MicALB Mic/1a 3aTBepAKEHHS
148. | KAPAIOAPTI PO34UH A1s1 iH'EKLLIA TOBAPUCT YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 6e3 UA/11187/01/01
HIH- no 5 mn B amnyi; BO 3 06MeXeHo 3MiHu | TMNYy - 3MiHK Woao peyenma
340POB'A no 5 a6o 10 amnyny | OBMEXEH BiANOBIA&/IbHICTIO 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy
Kopobui; no 5 mn B (e]}6} "®apMaueBTUYHA (iHWi 3MiHW). Y 3B’A3KY 3 HOBUMW BUMOrammu
amnyni; no 5 amnyn BIANOBIAA KOMMaHis 111040 0DOPMIIEHHS TEKCTY MapKyBaHHS
y 6nicTepi; no 1 abo NbHICTIO "3p0poB’s" NiKapcbKux 3aco6iB, BHOCATLCA 3MiHU A0
2 6nictepu B «KOPIMNOPA 3aTBEPXEHOrO TEKCTY MapKyBaHHA NepBUHHOT
Kopobui LA Ta BTOPVHHOT YNaKoBOK NiKapCbKOro 3acoby
«30POB’A BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
» 3aTBEPKEHHS.
149. | KETOAEKCA rpaHynun ans TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3a He UA/16020/02/01
OPa/ILHOIO PO3UNHY «[pencrasH «ACTPAGAPM» 3MiHa 3aaBHuKa /13 (MIBM) (BnacHuka peyenmom | niosisg2ae
no 25 mr; caiwle no NUTBO peecTpaL,iniHOro Noceig4eHHs) (3rigHo Hakasy
2,51; no 10, no 20, BEAYM MO3 Bif 23.07.2015 Ne 460): TepMmiH BBEAEHHSA
no 30 a6o no 40 PAPM 3MiH - MPOTAroM 6 MiCALIB MiCNA 3aTBEPMAKEHHS.
calue y kopobu,i 3 TMBX>» 3MiHu | TMNYy - 3MiHK Woa0

KapToHy

6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsay.
BeefieHHs1 a60 3MiHK [0 y3araslbHEHUX AaHuX
npo cucTemy dpapmakoHarnsgy (BBefjeHHs
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

y3arasibHeHUX JaHux npo cuctemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI 0cobu,
BiZJNOBIAAbHOI 3@ 3AiICHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dhapmakoHarnsgy 3asaBHUKa AN 34iCHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiIMiHHA BiJ, YNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapMmakoHarnsgy
(BKNHOYAIOUN KOHTaKTHI faHi) Ta/abo 3miHn y
pO3MilLEeHHI MacTep-gaiina cuctemm
hapmakoHarnsgy). 3miHa ynoBHOBaXKeHoi 0co6u
3asBHUKA, BIANOBIAA/ILHOI 3a thapmakoHarnsg,
[itoua pepakuis: LLoBkoBa IpuHa BaneHTuHiBHA.
MponoHoBaHa pepakuis: Bucoupka Onbra
[puropisHa. 3MiHa KOHTaKTHUX AaHWX
YMOBHOB&XEHOT 0CO6Y 3asBHMKa,
BignoBigasnbHOI 3a hapmakoHarnsag. 3miHa
MicLLe3HaxoKeHHs1 macTep-gaiina cuctemu
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHSI OCHOBHOT Aisi/IbHOCTI 3
thapmakoHarnagy. 3minu | Tuny - 3MiHn Wozao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW). 3MiHN BHECEHO B TeKCT
MapKyBaHHS NepPBUHHOT Ta BTOPUHHOI YNakoBOK
NiKapcbKoro 3acoby L0A0 YyTOYHEHHS /IOrOTUMNY
3asBHUKA. TepMiH BBEAEHHSA 3MiH - NPOTAromM 6
MicsLIB MiCNsA 3aTBEPKEHHS.

150.

KETOPO/AK-
MIKPOXIM

PO34MH A1 iH EKLi,
30 mr/mn; no 1 mn B
amnyni; no 5 amnyn
y kaceri; no 2
KaceTu B nauyui 3
KapToHy

TOB HB®
"MIKPOXIM"

Ykpaina

BiANOBiAA/IbHWIA 32
BMPOBHULTBO Ta
KOHTPONb/BMNPOGYB
aHHs cepii, He
BK/THOHAI0UM BUNYCK
cepii: MpusatHe
akujioHepHe
TOBapUCTBO
«Jlekxim-XapkiB»,
YkpaiHa,
BiAnoBiganbHUIA 3a
BMPOGHMLITBO Ta
KOHTPO/b/BMNPOGYB
aHHsA cepii,
BK/THOHAI0UM BUNYCK
cepii: TOB HB®
«MIKPOXIM>»,
YKpaiHa,;
BiANOBiAA/IbHWIA 32
BUNYCK cepil, He
BK/THOHAI04M

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cuctemy dhapmakoHarnsgy (BBefeHHs
y3arasibHeHX AaHunx Npo cuctemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAANbHOI 3a 34ilicCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
thapmakoHarnagy 3asBHuUKa ans 34iiCHeHHA
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHA Bif, YNTOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iicCHEHH:A hapmakoHarnsagy
(BK/TIOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-ghaiisia cuctemm
hapmakoHarnsgy) - 3miHa ynoBHOBaXeHOT|
0co6u 3asBHMKA, BignoBigabHOI 3a
hapmakoHarnag. [ivoya pegakuis: €sctparosa
IpuHa IropisHa. MNponoHoBaHa peaakuis: Montox
HaTanist €BreHiBHa. 3MiHa KOHTAKTHUX JaHUX
YNOBHOB&XEHOT 0CO6V 3asBHMKa,

3a
peyenmom

UA/17057/01/01
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hakoHy y nauui

3aKynoproBasibHWiA 3acib, a came BUTy4YEHO
BMPOGHMKa NEPBUHHOIO NakyBaslbHOTo
marepiany «loninponineH y rpaHynax» gipmm
INEOS Olefins & Polymers Europe, Germany.
3arBepmxeHo: LyondellBasell Industries, Italy;
INEOS Olefins & Polymers Europe, Germany.
3anponoHoBaHo: LyondellBasell Industries, Italy.
3MiHu | TUnNy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHKiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AonycTUMMX
MeX NEePBVHHOI YNaKkoBKN rOTOBOrO NiKapCbKOro
3aco06y (iHwi 3MiHK). OHOBNeHHSA p. 3.2.P.7.
CuncTema KoHTelHep/ 3aKynoptoBasibHuiA 3aci6, a
came BHeCeHi pefjakuiiiHi 3MiHV Ta YTOYHEHHS [0
cneuudikaLii NepBMHHOrO NakyBasibHOro
matepiany «MoninponineH y rpaHynax» Ao .
«30BHILWHI BArNAA», «laeHTudikalis»,
«[lpo30opicTb po3yKHY», «KONbOPOBICTb
PO34UMHYy», «KUCNOTHICTb 260 NYXHICTb»,
«OnTnYHa rycTmHa», «BigHOBMOBa/IbHI
PEUOBUHM», «AJTIOMIHI, XpOM, TUTaH, BaHagil,
LIMHK, LLIO eKCTparyloTbes», «Baxkki meTanu, Wwo
ekcTparylTbea» Ta «CynbaTHa 30na»;
nokasHuK «LLIB1akKicTb Teuii po3nnasy»
nepeHeceHo A0 po3ainy «3aranbHi
BN1AaCTMBOCTI» BiANOBIAHO A0 MaTepianis
BMPOGHUKa (6€3 3MiHM AKICHOTO i KiTbKiCHOTO
cknafy nakyBasibHOro marepiasy).3miHu | Tuny -
3MiHM 3 KoCTi. F0TOBWMIA NiKapCbKuii 3acib.
CurcTeMa KoHTelHep/3aKynoproBasibHUIA 3aci6.
3MiHa napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX NEPBUHHOI YNaKOBK/ rOTOBOIO
NiKapcbKoro 3acoby (BUyYEHHS HE3HAYHOrO
nokasHuka (Hanpuknag 3actapinoro
NOKas3HuKa)).
BunyueHHs 3 po3giny 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBasibHKi 3aci6 NokasHuKa

«PeyoBMHW, PO3YMHHI Y rekcaHi» y 3B'A3Ky 3

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KOHTPO/b/BMNPOGYB BiANOBIAaUIbHOI 3a hapMakoHariag
aHHsA cepii: TOB
HB® «MIKPOXIM>,
YKpaiHa
151. | KUC/IOTA PO34UH ANs iHQY3il, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/13836/01/01
AMIHOKANP 50 mr/mn; no 100 mn | "®apmauesT "®apmMaueBTNYHa 3MmiHu | Tvny - 3MiHKn 3 AKocTi. FoToBUIA peyenmom
OHOBA- y donakoHax; no 100 n4yHa chipma thipma "AapHuua” nikapcbknii 3aci6. Cuctema
AAPHUUSA M1y pnakoHi; no 1 "OapHnus" KOHTeliHep/3aKkynopoBasibHWI 3aci6 (iHWi 3MiHK).
OHoBneHHs p. 3.2.P.7. Cuctema koHTelHep/
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BW/TyYEHHAM AaHOro nokasHuka i3 MoHorpadii
Loy/Eed, 3.1.6. «[MoninponineH ans
KOHTeMHepIB i 3aKynoptoBasibHUX 3acobiB A1s
napeHTepasibHNX npenaparis i O4HUX
npenaparis».
152. | KNATIHON® TabneTkun, BKpUTI OPrAHOCWU OAE EsepTogxeH Maiid IHAis BHECEHHS 3MiH [0 peecTpavliiHuX maTepianis: 3a He UA/5974/01/01
o6onoHkoto, no 500 H CaeHcus Jlimiteq 3miHu | TYny - 3MiHKW 3 AKOCTi. FoTOBUIA peyenmom | mniossi2ae
Mr + TabneTku, NAN®CAEH nikapcbkuii 3aci6. KOHTPOb roTOBOro
BKPWTI 060/TI0HKOIO, Cn3 (Ed NiKapcbKoro 3acoby. 3miHa y meTogax
no 250 mr + kancynm 3ET 1) BMNPOGYBaHHSA roTOBOrO /liKapcbKoro 3acoby

no 30 wr,
KOMOIHOBaHUiA Habip
AN nepopasibHOro
3acTocyBaHHs Ne
42 : 2 Tabnetkn
XXOBTOrO KOMbOpPY
Kpyrnoi goopmMun
(TvHigasony) + 2
TabneTKN XKOBTOTO
KONbOpY A0BracTtof
chopmm
(knapuTpoMmiLUuHy) +
2 Karncynu
(naHconpasony) -y
CTpwni; no 7 cTpunis
Y KapTOHHIi naui;
KOMOIHOBaHUiA Habip
AN nepopasibHOro

3acTtocyBaHHA Ne 42:

2 TabneTku XoBTOro
KONbOpY Kpyrnoi
dhopmu (TUHIga3ony)
+ 2 Tabnetkn
XOBTOrO KOJ1bOpY
posractoi hopmu
(knapuTpomiuuHy) +
2 Kancynm
(naHconpasony) -y
6nictepi; no 7
6nicTtepiB y
KapTOHHI nauui

(iHWi 3miHW y MeTofax BUNPo6yBaHb
(BKNHOYAKOUM 3aMiHy ab0 [OMOBHEHHS)) -
CynyTHS 3miHa
- 3MiHU 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo JonyCcTUMUX
MeX rOTOBOro NiKapCbKoro 3acoby (iHLi 3MiHK) -
3MiHa y MeTodax KOHTPOS0 AKOCTi AN
TvHiga30y nokasHuka SKocCTi «laeHTudikauis.
TapTpasuH» Ta sIK HacNigoK 3MiHa B
cneumdikauii A gaHoro nokasHvka. 3Miim |
TMny - 3MiHK 3 SKOCTI. [O0TOBWIA NikapCbKnii
3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby.
3MiHa y meTogax BMNPO6yBaHHS roTOBOro
nikapcbKoro 3acoby (iHWi 3MiHM y MeToaax
BMNPO6YBaHb (BK/IKOYAOUYM 3aMiHy abo
[0MNOBHEHHS)) - CynyTHS 3MiHa - 3MiHN 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTpob roToBOrO
nikapcbKoro 3acoby. 3miHa napameTpis
cneundikauii Ta/abo AONYCTUMKX MEX FOTOBOr0
nikapcbkoro 3acoby (iHLWi 3MiHN) -
3MiHa y MeTogax KOHTPOsto SKOCTi AN
KnaputpomiuuHy nokasHuka skocTi
«laeHTudikauis. XiHoNiHOBWI XOBTU» Ta AK
Hacnigok 3miHa B cneumdikauii ons gaHoro
nokasHuka. 3MiHu | Tuny - 3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTpob roToBOrO
nikapcbKoro 3acoby. 3miHa napameTpis
cneundikauii Ta/abo AONYCTUMKX MEX FOTOBOTO
nikapcbKoro 3acoby (iHwWi 3MiHK) - BunyyeHHs
3a3HauyeHHs, Lo BiAnNoBigae po3mipy Kancyniu 3
NokKasHUKa SIKOCTi «Onuc» roToBOro Nikapcbkoro
3acoby KnatiHon®, kancynu naHconpasosy no
30 Mr. 3MiHM BHECEHO B iHCTPYKLjO 4N
MeAMYHOro 3aCTOCyBaHHS NikapCbKOoro 3acoby y
po3ain "OcHOBHI i3nKo-XiMi4Hi BNacTneocCTi"
00 OMUCY Kancyn naHconpasony. 3mi |
TMNy - 3MiHK 3 SKOCTi. [0TOBWIA Nikapcbkui
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3aci6. KOHTposib rOTOBOTO NiKapCbKoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX FOTOBOTO J1iKapCbKOro 3acoby
(BHECEHHSA 3MiH Y [JOCbE 415 NPUBEAEHHS Y
BiANOBIAHICTb A0 3aranbHoi cTatTi 2.9.40
«OfHOPIAHICTb 4030BAHNX OAMHNLb»
[dY/EBponelicbkoi hapmakonei 3amicTb
3aTBEPXEHUX 3ara/ibHuX cTaTen 2.9.5
«OAHOopigHICTb Macu» Ta/abo 2.9.6
«OHOPIAHICTb 803K») - BUnyyeHHs nokasHuka
«OHOPIgHICTb MacK» 3 METO/IB KOHTPOJIO
AKOCTI FOTOBOrO NiKapCbKOro 3acoby,0CKifIbkn B
MeTo/ax KOHTPOJII0 SKOCTI € 3aTBEPKEHNI
nokasHWK «OAHOPIAHICTb [030BaHNX OANHULIbY.

153.

KONICTUH-
BICTA

NOPOLLIOK A/1A
pO34nHYy A5 iH'EKUINA
abo iHransujn no
1000000 MO no 10
ch1akoHiB y
KapTOHHIlA KOpooLi

MicTtpan
Kenitan
MeHexmeH
T Nlimiteq,

AHrnin

BVMPOGHMLTBO
rOTOBOI NiKapCbKOi
dhopmMK, NepBUHHA

Ta BTOpPVHHA

ynakoBKa, KOHTPO/Ib
Ta BUNYCK cepil:
ANbPACITMA

C.N.A,, Itanis;

Bupo6bHMuTBO
roTOBOI NiKApCbKOi
chopmu, NepBrMHHA

Ta BTOPUHHA

ynakoBKa, KOHTPO/b,
BK/IHOHAK0UN aHani3
ifeHTuikayii (Tect
A), cnopigHeHux
peyoBUH i Npodointo
cknagy nonimiKCuHiB
Ta BUNycCK cepil:
ANTAH
SAPMACBIOTIKAN
3, C.A., IcnaHia

ITania/
IcnaHis

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3miHu | TUny - 3MiHK 3 akocTi. CepTudikar
BignosigHocTi/IE-cepTudikar BignosigHoCTI
€sponelicbkiin dhapmakonei/moHorpadii.
MoaaHHA HOBOro abo OHOBMEHOro cepTudikata
BiANOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
BiANOBIAHOCTI E€Bponeiichbkili hapmakonei: ans
AQ®l; ans BuxigHoro
matepiany/peareHTy/NPoMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCA Y BUPOOHULTBI ADl; ans
[OMOMDKHOT peyoBMHY (cepTudiikat
BiANOBIgHOCTI EBponeiickkili hapmakonei) -
HoBuit cepTucpikat Ha HecTepunbHuii A®I, sakui
6yfe BYKOPUCTOBYBATUCS A/19 BUPOBHMLTBA
CTepuIbHOrO Nikapcbkoro 3acoby, AKLL0 BoAa
BVIKOPVCTOBYETLCS HA OCTaHHIX eTanax CuHTe3y
Ta mMaTepiasn He BifbHWIA Bif 6akTepiasibHNX
€HOO0TOKCUHIB - NOAaHHSA HOBOrO cepTudikaTa
BiANOBIAHOCTI E€Bponeiicbkiin thapmakonei Ne R1-
CEP 2015-189-Rev 00 ana A®l konictumeTtat
HaTpilo Bif, HOBOTO aflbTEPHATUBHOIO BUPOGHMKA
Lianyungang Runzhong Pharmaceutical Co.,
Ltd., China.
3MiHu | TUnYy - 3MiHK 3 aKoCTi. AdI.
CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpobyBaHb/nepioay 36epiraHHs abo yMoB
36epiraHHa A®I (3a BigcyTHOCTI y
3aTBEPKEHOMY [OCbE cepTudikara
BiANoBigHOCTI EBponelickbkil hapmakonei, wo
BK/1IOYAE Nepios, MOBTOPHOTO BUNPOGYBaHHS)
(nepiog, NOBTOPHOro BUNPObyBaHHA/Nepios
36epiraHHs) - 36iNbLIEHHA ab0 BBEAEHHSA
nepiogy NoBTOpPHOro BuUnpobysaHHsA/nepiogy
36epiraHHa Ha OCHOBI pe3y/bTaTiB AOCAIAKEHD Y

3a
peyerimom

UA/18734/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

154.

peanbHOMY Yaci - BBejeHHS 36-MiCAYHOro
nepiogy NOBTOPHOro BUNPoBYyBaHHSA Ha OCHOBI
pesynbTaTiB AOC/iAKEeHb CTabiNIbHOCTI Y
peasibHOMY Yaci /11 HOBOTO BUPOGHMKa ADI
Lianyungang Runzhong Pharmaceutical Co.,
Ltd., China.

KONICTUH-
BICTA

NOPOLLIOK A/1A
PO34UHY ON15 iH'EKUIA
abo iHransujn no
2000000 MO no 10
hNakoHIiB y
KapTOHHI Kopoobui

Mictpan
Kenitan
MeHemxmeH
T NimiTen,

AHrnisA

Brpo6HMUTBO
roTOBOI /liKapCbKOT
hopmu, neperMHHA

Ta BTOPVHHA

ynakoBKa, KOHTPO/b,
BK/IIOHAK0UN aHai3
ineHTndpikauii (tect
A), cnopigHeHnx
peyoBuH i Npodinto
cknagy nosiMikCUHIB
Ta BUNYCK cepil:
ANTAH
SAPMACBIOTIKAN
3, C.A., IcnaHis

IcnaHis

BHECEHHS 3MiH 0 peecTpavljiiiHiX MmaTepianis:
3MiHu | TUnYy - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MopaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BU/TyUYEHHS cepTudikata
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei: ans
A®l; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[0NOMDKHOT pevyoBrHU (cepTudpikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
HoBwii cepTudpikat Ha HecTepunbHUin A®I, akuii
6yfe BYKOPUCTOBYBATUCS A/19 BUPOGHMLTBA
CTEPU/IBHOTO NiKapCbKOro 3acoby, AKLWo Boja
BMKOPWCTOBYETHCA HA OCTAHHIX eTanax CUHTe3y
Ta mMaTepian He BiflbHUIA Bif 6GakTepiasibHNX
€HJI0TOKCUHIB - MOAAaHHA HOBOro cepTudikaTa
BiAgNoBigHOCTI EBponeiicbkiin hapmakonei Ne R1-
CEP 2015-189-Rev 00 ana A®l konictumeTtat
HaTpIlo Bifj HOBOTO a/IbTEPHATUBHOIO BUPOOHUKA
Lianyungang Runzhong Pharmaceutical Co.,
Ltd., China.
3MiHn | TURY - 3MiHK 3 SKocTi. API.
CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BUNpo6yBaHb/nepiogy 36epiraHHA abo ymoB
36epiraHHa A®I (3a BigcyTHOCTI y
3aTBepAXEHOMY [0Cbe cepTudikaTa
BiAnoBiaHOCTI EBponeiickbkil hapmakonei, Lo
BK/1HOYA€E Nepios MOBTOPHOTO BUNPOGYBaHHS)
(nepiog, NoBTOPHOrO BUNPObyBaHHsA/Mepios
36epiraHHs) - 36inblUeHHA abo BBeAEHHS
nepiogy NOBTOPHOro BUNpobyBaHHsA/nepiogy
36epiraHHa Ha OCHOBI pe3ynbTaTiB AOC/IXEHDb Y
peanbHOMY Yaci - BBeA,eHHS 36-MiCAYHOro
nepiogy NOBTOPHOro BUNPOOYBaHHSA Ha OCHOBI
pe3ynbTaTiB AOC/igKeHb CTabiNbHOCTI y
peanibHOMY 4aci Ai/11 HOBOro BUpo6HMKa AdI
Lianyungang Runzhong Pharmaceutical Co.,
Ltd., China.

3a
peyenmom

UA/18734/01/02

155.

KOMBILUUTP

OH

NOPOLLOK ANs
0pa/IbHOTO PO3YMHY,

AT
"®apmak”

YkpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis:
3MiHu | TMny - 3MiHK 3 AKocTi. FoToBUIA

be3s
peyenma

UA/19918/01/01




117

n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

no 13,60 r B cawe;
no 10 cawe y nayui

nikapcbkuii 3aci6. KOHTPOIb AOMOMIXKHMX
peyoBUH. 3MiHa NnapameTpiB cneuudikaiii
Ta/abo fonNyCTUMUX MeX A1 AOMNOMIKHOT
PEeYOBUHM (iHLWi 3MiHK) - CynyTHSA 3MiHa - 3MiHU 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6. KoHTponb
OOMNOMDKHMX peqyoBUH. 3MiHa y MeTofAax
BMMPOGYBaHHS AOMOMIKHOI Pe4OBUHM (iHLUi
3MiHM Y MeToAax BUNpobyBaHHSA (BKNOUYa0Un
3amiHy abo fogasaHHs)) - 3MiHa NepiognyHOCTI
KOHTPO/I0 B cneuudikauii Ta meTogax
BMNPOBYBaHHS AONOMiXHOT PEUOBMHM — LlyKpO3a
(uykop nogpibHeHwiA (Nyapa)) 3a nokasHukamu:
«[lMpo30opicTb po3urHY», «KOMbOPOBICTb
PO34MHY», «HacumnHa rycTvHa BinbHa», «Po3mip
yacTok», «Mikpob6ionoriyHa YicToTa» -
MPOMNOHYETHCA KOHTPO/1b NPOBOANUTH NPY 3MiHi
napTii CUPOBUHW O04HOPA30BO. /191 NOKa3HUKa
«Onune», NepiognyHICTb KOHTPOIO 3a/TULLNTK
6e3 3MiH, a came - 415 KOXHOI cepii Ta npu
36epiraHHi NpoaykTy Ginblie 72 roguH (nicns
NOBTOPHOIO NOAPIGHEHHS)

156.

KOMBOINI3A
XR

TabneTku, BKpUTI
nNiBKOBOIO
060/10HKOI0, N0 5
mr/500 wmr; no 7
Tabnetok y 6nictepi;
no 4 6nictepn y
KapTOHHIA Kopoo6Li

AcTpa3eHek
a Ab

LLIBeuis

AcTpa3eHeka

dapmacboTrKanc

an

CLIA

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu Il TUnNY - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
BMAAui peecTpauiiHoro nocBigYeHHs,
BK/IOYatouM MnaH ynpasniHHA pusnkamm
(3acTocyBaHHs 3MiH(1), Ski(a) BUMararoTb(€)
noAasbLLIoro 06rpyHTyBaHHS HOBUMU
[04aTKOBUM AaHMK, L0 MatoTb HagaBaTucs
KOMMNETEHTHUM OpraHoM, OCKi/IbK BUMaraeTbCs
CyTTEBA OL{iHKA KOMMNETEHTHUM OpPraHoMm).
3as8BHUKOM HafaHO OHOBMEHW MnaH
ynpas/iHHA pusmkamu Bepcis 20.0. 3miHn
BHECEHO A0 4YacTuH: Il "Cneyudikauis 3
6e3nekn”, Il "Mnan 3 hapmakorarnagy”, V"
3axoam 3 MiHimizauii pusmkis”, VI "Peslome
nnaHy ynpasniHHA pusmkamun”, VI "dogatkn” Ha
OCHOBI OHOB/1EHOI iHGhopMaLii 3 6e3nekn gitouoi
peyoBnHW. Pe3tome MnaHy ynpasniHHS
pusmkamu Bepcisa 20.0 fogaeTbes.

3a
peyenmom

UA/12952/01/02

157.

KOMBOINI3A
XR

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, N0 5
mMr/1000 mr; no 7
Tabnetok y 6nictepi;
no 4 6nictepu 'y
KapTOHHI/ Kopobui

AcTpa3eHek
a Ab

Lsewis

AcTpa3eHeka

dapmacbloTHKanc

an

CLIA

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis:
3MiHu Il TUNY - 3MiHK Woao0
6e3nekn/edpekTMBHOCTI Ta thapMakoHarnsay.
BHeceHHs abo 3miHa(1) A0 3060B'si3aHb Ta YMOB
BMAAui peecTpauiiHoro nocBigYeHHs,
BK/IOYalouM MnaH ynpasniHHA pusnkamu
(3acTocyBaHHs 3MiH(1), ski(a) BUMaraoTb(€)

3a
peyerimom

UA/12952/01/03
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

noAasIbLLIOro 06I'pPyHTYBaHHS HOBUMU
[04AaTKOBUM JaHUMW, L0 MatoTb HagasaTucs
KOMMETEHTHVM OpraHoM, OCKiflbK BUMaraeTbCs
CyTTEBA OL{iHKA KOMMNETEHTHUM OpPraHoMm).
3asBHUKOM HaJlaHO OHOB/EHWI MnaH
ynpasniHHA pusnkamu Bepcis 20.0. 3miHu
BHECeHO A0 yacTuH: Il "Cneundikauis 3
6e3nekun”, Il "MnaH 3 hapmakoHarnagy”, V"
3axoau 3 MiHimizauii pusukis”, VI "Pesiome
nnaHy ynpasniHHA pusnkamun”, VIl "JogaTtkn” Ha
OCHOBI OHOBJ1EHOI iHChopMaLii 3 6e3nekn Aitouoil
peuoBuHun. Pestome lMnaHy ynpaBniHHA
pusmkamm Bepcia 20.0 gogaeTbes.

158.

KOMBOI/IISA
XR

TabneTku, BKPUTI
nNiBKOBOIO
o060n0Hkoto, no 2,5
Mr/1000 mr, no 7
TabneTtok y 6nictepi;
no 4 6nictepu y
KapTOHHIlA KOpooLi

AcTpa3eHek
a Ab

Lseuis

AcTpa3eHeka
PapmacboTHKanc
nn

CWA

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHun Il TMnY - 3MiHK WoAa0
6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsgy.
BHeceHHs abo 3miHa(v) Ao 3060B'A3aHb Ta yMOB
BMAAYi peecTpauiiHoro nocBigYeHHs,
BK/IOYaoum MnaH ynpasniHHA pusnkamu
(3acTocyBaHHsA 3MiH(K), siKi(a) BUMaratoTb(€)
NoAasIbLIOro 06r'pyHTYBaHHSA HOBMMMU
[04aTKOBUM A@aHMK, Lo MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKI/IbK BUMaraeTbCs
CyTTEBA OLiHKa KOMNETEHTHVUM OpraHom).
3asaBHMKOM HaflaHO OHOBIeHWIA MnaH
ynpas/iHHA pu3mkammn Bepcis 20.0. 3MiHu
BHECEHO A0 YacTuH: Il "Cneyudpikauis 3
6e3nekun”, Il "MnaH 3 hapmakoHarnsgy”, V"
3axoau 3 MiHimizauii pusukis", VI "Pestome
nnaHy ynpasniHHA pusnkamun”, VII "fogaTkn" Ha
OCHOBI OHOB/1EHOT iHhopMaLii 3 6e3nekn gitouoi
peyoBuHW. Pe3tome MnaHy ynpasniHHS
pu3snkamu Bepcia 20.0 gogaeTbes.

3a
peyenmom

UA/12952/01/01

159.

KOMAKCOH
40

PO34UH A5 iH'EKLLN,
40 mr/mn; no 1 mn
pO3uunHYy B
nonepegHL0
HanoBHEHOMY
wnpuui; no 1
wnpuy B 6nicTepi;
no 12 wnpuuis B
KapTOHHI KopoobLi

TOB «TeBa
YKpaiHa»

YkpaiHa

Brpo6HMLTBO 3a
NMOBHUM LK/IOM:
TeBa
dapmaveBTikan
IHpacTpi3 NT4.,
13pains;
Brpo6HMLTBO 3a
NMOBHUM LK/IOM:
HopToH Xenckea
Nimitep T/A
ABEKC
PapmacboTrKan3
IOK, Benvka
BpuTaHis; KoHTponb
cepii (Tinbkn

I13pains/
Benuka
BpuTtaHis/
Higepnanamn
/ YropwmHa

BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis:
3MiHu | TMNY - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHariagy
(iHWi 3mMiHM) OHOB/IEHO TEKCT MapKyBaHHS
NepBUHHOT Ta BTOPUHHOI YNaKoBKY JliKapCbKOro
3acoby, a came BWTy4eHO TUTY/bHY CTOPIHKY 40
TEKCTY MapKyBaHHS, 3a3Ha4eHo iHhopmaL,ito
010 3asBHUKa y N. 11 Ta Bka3aHO HoMep
peecTpauiiHoro noceig4eHHs y n. 12 Tekcty
MapKyBaHHS BTOPMHHOT yNakoBKKW, YTOUHEHO
IOTOTUN Ta BHECEHO HE3HAYHI peAakLiliHi
npaBKM B iHLWI NYHKTW TEKCTY MapKyBaHHS.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS

3a
peyenmom

UA/6307/01/02
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Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
6ionoriuHe
TEeCTyBaHHs):
AGIK NT4., 13pains;
KoHTponb cepii
(noBHe TecTyBaHHS,
BK/TIOHAI0UN HA
CTepUbHICTb Ta
6akTepiasibHi
€HA0TOKCUHY, ane
OKpiM 6iosorivyHoro
TEeCTyBaHHS):
dapmaxewmi b.B.,
HigepnaHvgu;
KoHTposb cepii
(Tinbkv GionoriuHe
TecTyBaHHs): AT
dapmayleBTUYHNI
3aBof Tesa,
YropwuHa;
KoHTposb cepii
(aHaniTnyHe
TecTyBaHHA Ta
BUBYEHHS
cTabinbHoCTI): A3sis
Kemikan IHgacTpi3
Jita., 13pains
160. | KOPAEPIA Tabnetkun no 4 wmr, AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/20546/01/01
MOHO no 10 Tabnetok y "®apmak” 3MmiHu | TYny - 3MiHKW 3 AKOCTi. FoTOBUIA peyenmom
6nictepi, no 3 nikapcbkuii 3aci6. Cuctema
6nicTepn y nauuj 3 KOHTelHep/3aKkynoptoBasbHWii 3aci6. 3MiHa y
KapToHY NepBWHHIl yNakoBLji rOTOBOrO JlikapCbKoro
3aco0y (sKiCHWIA Ta KinbkicHUiA cknag) - Teepai
nikapcbki hopMu - BHECEHHSA 3MiHN [0 p.
3.2.P.7. Cuctema KoHTeliHep/ 3aKynoproBasibHUIA
3aci6, a came 3aMiHa matepiany 6icTepHol
ynakoBKu: naiBky noisiHinxnopugHy (PVC) Ha
chonbry namiHosaHy MBX Ta noniamigom
(PVC/AIU/PA). 3 TabneTkamy KOHTaKTye Liap
(PVC). 3atBepmxeHo: PVC - Alu
3anponoHoBaHo: PVC/Alu/PA- Alu
161. | KOPAEPIA TabneTtku no 8 mr, AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 3a UA/20546/01/02
MOHO no 10 Tabnetok y "®papmak” 3MiHu | TMny - 3MiHKW 3 AKoCTi. FoTOBUIA peyenmom

6nicTepi, no 3
6nictepy y nauui 3
KapToHy

nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHKiA 3aci6. 3MiHa y
NepBWHHI yNakoBLji rOTOBOrO /likapCbKOro
3aco0y (SKiCHWIA Ta KinbkicHUiA cknag) - Teepai
nikapcbki hopMu - BHECEHHS 3MiHW [0 p.
3.2.P.7. Cuctema KoHTeliHep/ 3aKynoproBasibHUIA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
3acib, a came 3amiHa Matepiany 6nicTepHoi
ynakoBku: niBky nonisiHinxnopugHy (PVC) Ha
honbry namiHoBaHy MNBX Ta noniamigom
(PVC/AIU/PA). 3 TabneTkamm KOHTaKTYye Luap
(PVC). 3atBeppxeHo: PVC - Alu
3anponoHoBaHo: PVC/Alu/PA- Alu
162. | KOPAUMIH TabneTtkn 3 KPKA, a.4a., CnoBeHis BMPOGHMLTBO ManbTta/ BHECEHHS 3MiH 0 peecTpavljiiiHiX MmaTepianis: 3a He UA/1105/02/02
XL MoAandiKkoBaHUM HoBo mecTo TabneTtok 3 CnoseHis 3MiHu | TUNYy - 3MiHK 3 siKocTi. FoTOBMIA peuyenmom | nidsisizae
BMBI/TbHEHHAM M0 40 MoguMiKoBaHUM nikapcbkuii 3aci6. CtabinbHICTb. 3MmiHa Yy
mr; no 10 TabneTok BUBI/TbHEHHAM: TepMiHax npuaaTHocTi abo yMoBax 36epiraHHs
y 6nicTepi; no 2 Circppig ManbTta roTOBOIO JIiKAPCbKOro 3acoby (3MEHLLEHHS
6nictepy B Nth, ManbTa; TEePMiHy NMPUAATHOCTI FOTOBOTO J1iKapCbKOro
KapTOHHIA Kopoo6Li nepBUHHe Ta 3aco6y) - [ TOproBoi ynakoBKN. 3MEHLLEHHS
BTOPVHHE TepMmiHy npugartHocTi /13 Ha OCHOBI
nakyBaHHs, LOCAIoKEHHST CTabiNbHOCTI Yepes npobnemu 3
KOHTPO/b Ta BUMYCK AkicTio N13.
cepi: [Litova pegakuin: TepMiH npugatHocTi 60 micAauis
KPKA, a.4., Hoso (5 poki). NMponoHoBaHa pegakuisi: TepmiH
mecTo, CroBeHis; npugatHocTi 36 MicsAuiB (3 pokw)
nepBuHHe Ta 3MiHM BHECEHO B iHCTPYKLiO AN MeANYHOro
BTOPVIHHE 3aCcTOCyBaHHSA Mikapcbkoro 3acoby y po3gin
nakyBaHHs: "TepMiH npuaaTHocTi".
KPKA, a.4a., Hoso
mecTo, C/ioBeHis
163. | KYNPEHIN® TabneTtku, BKPUTI TOB «TeBa YkpaiHa Bupo6bHMLTBO 32 Monbua BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 3a UA/8546/01/01
NAiBKOBOIO YKpaiHa» NOBHUM LIMK/IOM: 3MiHu | TMNYy - 3MiHK Woao peyernmom
o060n0Hkoto, No 250 TOB TeBa 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy
Mr; no 100 TabneTok OnepeiiwH3 MonaHg, (iHWi 3mMiHM). OHOBEHHSA TEKCTY MapKyBaHHS
y naswuj; no 1 NepBUHHOT Ta BTOPMHHOI YNakoBOK /1ikapCbKOro
NAAWLUI B KAPTOHHIN 3acoby. BBegeHHs 3MiH MPOTAroM 6-Tu MicsLiB
Kopobui nicnsa 3aTBEpPKEHHS
164. | TA3OJIBAH® | cupon, 30 mr/5 m; TOB YKpaina [enbchapm Peimc, dpaHuia/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/13771/01/01
3 no 100 M donakoHi; "Onenna ®paHuis; bepiHrep IcnaHis 3MmiHu | TMny - 3MiHKW 3 AKOCTi. FoTOBMIA peyenma
MONYHUYHO | no 1 chnakoHy B Xerickea IHrenbxaiim Ecnaxa, nikapcbkuii 3aci6. KOHTposb roToBoro
- KOMNJIEKTi 3 YkpaiHa" CA, IcnaHis NiKapcbKoro 3acoby (iHwi 3MiHW) - OHOB/IEHHS
BEPLLKOBU/ NNacTUKOBUM BX€ 3aTBEPIKEHUX METOLIB KOHTPOJIHO AKOCTI
M CMAKOM MipH/M KOBMAYKoM Yy N3, a came BUKNafeHHA TEKCTY AepXaBHO
KapTOHHI KOpoOLyi MOBOIO 3TiHO Cy4aCHMX BUMOT Ta BHECEHHS
pefakuiiHMX NpaBoK BiANOBIAHO A0 PO3A4iNiB
3.2.P.5.1. Cneuudpikauis Ta 3.2.P.5.2.
AHaNITNUYHI METOANKMN.
165. | JIA3BOJ/IBAH® | cupon, 15 mr/5 mn; TOB YkpaiHa BepiHrep IcnaHis/ BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 6e3 UA/9887/01/01
31 CMAKOM no 100 y ckisaHomy "Onenna IHrenbxaiim Ecnaxa, dpaHuis 3MiHK | TMNY - 3MiHKW 3 AKOCTi. FOTOBMIA peyenma
nicoBux ch1akoHi 3 Xenckea CA, IcnaHisi; nikapcbkuii 3aci6. KOHTpoib roToBOro
Arig, nnacTUKOBUM YkpaiHa" Lenbdhapm Peiimc, nikapcbKoro 3acoby (iHLUi 3MiHN) OHOB/IEHHS BXe
3aKynoptoBasibHUM ®paHuisa 3aTBEPMKEHNX METOAIB KOHTPO/IO akocTi M3, a

NPUCTPOEM i3

camMe BuKNageHHA TEKCTY AepXXaBHOK MOBOH
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
3ax1CTOM Bif, 3rifIHO Cy4YaCHUX BUMOT Ta BHECEHHSI HE3HAYHNX
BiAKPUTTA AiTbMU; peAakuifiHnX NpaBoK 4718 NpYBeAEeHHA
no 1 donakoHy B cneumdikaLii Ta METOAIB KOHTPOIO Y
KOMMNJIEKTi 3 BiANOBIAHICTb 4O MaTepianis BUPOGHMKA.
nNacTVKoBUM
MipHUM KOBMAaYKoOM Y
KapPTOHHI KOpooLii
166. | NAINC Tabnetku NTOPAPMA ITania NOBHUIA LMKN ITanis BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/18580/01/01
AMBPO3IA cybniHrBaUibHi; No C.NN.A BMPOGHMLTBA: 3MiHu | TMNYy - 3MiHK Woao peyernmom nionsieae
40: no 10 TabneTok BMPOGHMLTBO, 6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsay.
no 300 AO (1 nepBuHHE 3MiHa Y KOpOTKiil XxapakTepucTuLj NikapCcbKoro
6nicTepHa ynakoBka) nakyBaHHs, 3ac06y, TEKCTIi MapKyBaHHSA Ta iHCTPYKLiT Ans
Ta 30 TabneTok no BTOPUHHE MeAMYHOro 3acTOCyBaHHA Ha NiacTasi
1000 AO (3 nakyBaHHs, perynsipHoO OHOBJIKOBAHOrO 3BIiTY 3 6e3nekn
611iCTepHi ynakoBKu) KOHTPO/b Cepii, nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
B KapTOHHIiA BUMYCK Cepil, 3aCcTOCyBaHHS Nikapcbkoro 3acoby B
Kopobui; Ne 70: no 36epiraHHs: nicnspeecTpauiliHnii nepiog, abo sk pesynbTart
10 Tabnetok no 300 NO®APMA C.I.A OLLiHKM 3BIiTYy 3 AOCAIKEHb, MPOBEAEHNX
AO (1 6nicTepHa BiANOBIAHO A0 MiaHy neiaTpUYHNX AOCHILKEHb
ynakoBka) Ta 60 (PIP) (3MiHY y3rokeHo 3 KOMNEeTEeHTHUM
Tabnetok no 1000 YMNOBHOB&XEHVNM OpraHom)
AO (6 6ricTepHux 3MiHM BHECEHO A0 IHCTPYKLii 41s MeanyHoro
ynakoBOK) B 3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
KapTOHHI Kopoobui "Mo6iuHi peakuii" BigNoBigHO A0 6e3nekun aitoyor
peyoBMHW. TepMiH BBEAEHHSA 3MiH - NPOTArom 6
MicALIB Nic/a 3aTBepAKEHHSA
167. | NAKTOBIT Kancynu no 10 Mini Benvka Menpo IHais BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 nidnsieae UA/0160/01/01
POPTE Kancyn y 6nictepi; Xenckepe BpuTaHis dPapmacbloTukanc 3MmiHu | TYny - 3MiHKW 3 AKOCTi. FoTOBMIA peyenma
no 3 6nictepu B Nimiteq Mpisart JNimiTes nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Yy
KapTOHHI Kopo6Lyj; TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
no 7 kancyny roTOBOrO /iKapCbKOro 3acoby (36iNbLUeHHS
6nictepi; no 2 abo TEepMiHy NpuaaTHOCTI FOTOBOro NiKapcbKoro
no 4 6nictepu B 3acoby) - /191 TOproBoi ynakoBku
KapTOHHIA KopoobLi (niaTBEPMKYETHCA AAHUMU PEasIbHOTO Yacy)
36i/1bLUEHHSI TEPMiIHY NPUAATHOCTI FOTOBOr0
NiKapcbKoro 3acoby Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB [OBrOCTPOKOBUX AOCAILKEHD
CTabiNbHOCTI y peasibHOMY Yaci: 3aTBepKeHO:
TepMiH NpMAAaTHOCTI 2 pokM 3anponoHOBaHO:
TepMiH npugatHocTi 3 pokn 3MiHN BHECEHO B
po3ain "TepmiH npuaaTHOCTI" B IHCTPYKUitO ANs
MeJMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS.
168. | JIAHBIC® Tabnetku no 40 mr; AcneH Ipnangis Ekcenna 'v6X i Ko. HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/9128/01/01
no 25 Tabnetok y Papma KI 3MiHu | TUNYy - 3MiHK Woao peyenmom
thnakoHi; no 1 Tpenginr 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
doNakoHy B JNimiTeq BBegeHHs1 ab0o 3MiHM A0 y3ara/ibHEHUX JaHNX
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n/n

JliKapcbKO20
3acoby

Popma sBUMYCKY

(nikapcbka ¢hopma,
ynakoska)

KapTOHHI KopoobLi

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o

169.

NAHTICEH B

Kpanni opaJibHi,

BPYCYETTI

ITanis

npo cucTemy dpapmakoHarnsgy (BBefjeHHs
y3arasibHeHUX JaHuX Npo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI 0cobw,
BiANOBIAA/IbHOT 32 34iCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsigy 3asiBHUKa 415 34iNCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiIMiHHA BiJ, YNOBHOBaXeHOI 0co6M,
BiiNOBIfANLHOI 3a 3iiCHEHHS hapmakoHarnsgy
(BKNIOYAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) -3MiHa KOHTakTHOI 0cobu
3asBHMKa, BiANOBiAabHOI 3a (hapmakoHarnsg B
YkpaiHi. [itoya pegakuis: Kyuma Bonogumup
Onekcangposuy. MNponoHoBaHa pefakuis:
Bynura Jligis OnekciiBHa. 3MiHa KOHTaKTHMX
[JaHUX KOHTaKTHOT 0CObM 3asBHMKA,
BiANOBIgaUIbHOI 3a hapmakoHariag B YKpaiHi

nocsBi0YeHHs

170.

NEBEHIYM

cycneHsis no 18 mn
y thnakoHax 3
KPWLLIKOKO—
KpanenbHuLeto, no 1
donakoHy y
KapTOHHI navu,i

TabneTtku, BKPUTI

HI C.P.J1.

CaH

BPYCUYETTIHI
C.P.N.

ITanis

BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis:
3MiHu | TUNY - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cuctemy dhapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHKX Npo cUcTeMy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAANbHOI 3a 34ilicCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
thapmakoHarnagy 3asBHuUKa ans 34iiCHeHHA
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHA Bif, YyNOBHOB&XeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iicCHEHH:A hapmakoHarnsagy
(BK/TIOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-ghaiisia cuctemm
thapmakoHarnsgy) 3miHa KOHTaKTHUX JaHuX
YNOBHOB&XEHOT 0CO6U 3as1BHUKA,
BiANOBIAaUIbHOI 3a hapmakoHariag. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNIKA,
BignoBigasIbHOI 3a hapMakoHarnsag B YkpaiHi.
3MiHa MicuA 3[iICHEHHS OCHOBHOI AisNIbHOCTI 3
dhapmakoHarnsgy.

3a
peyenmom

UA/18057/01/01

NAiBKOBOIO
060n0Hkoto, No 250
Mmr, no 10 TabneTok
y 6nicTepi, no 3 abo
5 6nictepiB y
KapTOHHIA ynakoBL,i

PapmacbioT
nkas

IHaacTpi3

NimiTeq

IHAis

CaH
PapmacboTnKaU
IHoacTpi3 114, IHajs;

CaH ®apma
NabopaTopis
Nimitepn, IHAia

IHais

BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis:
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BBeieHHs1 a60 3MiHM A0 y3arasibHeHUX faHnX
npo cuctemy papmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx Npo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobw,

3a
peyenmom

BiANOBIAaIbHOI 3a 3iiCHEHHSA

UA/16544/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dhapmakoHarnsgy 3asBHUKa AN 34iCHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiIMiHHA BiJ, YNOBHOB&XeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34ilicCHEHHSA hapMmakoHarnsgy
(BKNHOYAIOUN KOHTaKTHI faHi) Ta/abo 3miHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) 3MiHa ynoBHOBaXXeHO! 0cobu
3asBHUKA, BIANOBIAA/ILHOI 3a thapmakoHarnsg,
[itoua pepaxuis: Dr. Vivek Ahuja. NMponoHoBaHa
pegakuisa: Himanika Arora. 3miHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3aABHUKA,
BiAnoBiAa/IbHOI 3a hapMakoHarnsa.

171.

NEBEHIYM

TabneTku, BKPUTI
NiBKOBOO
o6onoHkoto, no 500
Mmr, no 10 TabneTok
y 6nicTepi, no 3 abo
5 6nictepiB y
KapTOHHIiA ynakoBL,i

CaH
PapmacbioT
vKan
IHaacTpi3
Nimiteq

IHais

CaH
dapmacboTUKas
IHpacTpi3 /1Ta, IHgis;
CaH ®apma
Na6opaTopi3
Nimiteq, IHAisa

IHais

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHu | TMNy - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHux npo cuctemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobu,
BiANOBIA&NbHOI 3a 34i/iCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnsgy 3asBHUKa AN 34ilCHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiIMiHHA BiJ, YNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) 3MiHa yrnoBHOBaXXeHOT 0co6u
3asBHVIKa, BiANoBiAaNbHOI 3a hapmakoHarnsg,
[itoua pepaxuis: Dr. Vivek Ahuja. NMponoHoBaHa
pegakuis: Himanika Arora. 3miHa KOHTaKTHUX
LaHNX YNOBHOBaXXEHOT 0CO6M 3asBHUKA,
BiANoBiAa/IbHOI 3a hapMakoHarnsa.

3a
peyenmom

UA/16544/01/02

172.

NEBEHIYM

TabneTtku, BKPUTI
NiBKOBOO
060/10HKot0, No 1000
Mmr, no 10 TabneTok
y 6nicTepi, no 3 abo
5 6nictepiB y
KapTOHHIA ynakoBL,i

CaH
PapmacbioT
nKan
IHaacTpi3
NimiTeq

IHais

CaH
dapmacboTUKas
IHoacTpi3 114, IHajs;
CaH ®apma
NabopaTopis
Nimitepn, IHAia

IHais

BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis:
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BBeieHHs1 a60 3MiHM A0 y3arasibHeHUX faHnX
npo cuctemy dpapmakoHarnsay (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0ocobw,
BiANOBIAANbHOI 3a 34iliCHEHHSA
dhapmakoHarnsgy; KoOHTaKkTHoi ocobu 3
chapmakoHarnsgy 3asBHUKa AN 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa
BiIMiHHA BiJ YNOBHOBaXeHOI 0co6u,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy
(BKNHOYAKOYM KOHTAKTHI faHi) Ta/abo 3miHu y

3a
peyenmom

UA/16544/01/04
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) 3MiHa ynoBHOBaXXeHO! 0cobu
3asBHUKA, BIANOBIAA/ILHOI 3a thapmakoHarnsg,
[itoua pepaxuis: Dr. Vivek Ahuja. NMponoHoBaHa
pegakuisa: Himanika Arora. 3miHa KOHTaKTHUX
LaHNX YNOBHOBaXXEHOT 0CO6M 3aABHUKA,
BiANoBiAa/IbHOI 3a hapMakoHarnsa.
173. | NEBEHIYM TabneTku, BKPUTI CaH IHais CaH IHais BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/16544/01/03
nNiBKOBOIO ®apmacbioT dapmacboTUKas 3MiHu | TMNYy - 3MiHK Woao peyernmom
o060n0Hkoto, No 750 nkan IHpacTpis /lTg 6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsay.
Mmr, no 10 TabneTok IHaacTpi3 BBeneHHs abo 3MiHM A0 y3ara/ibHeHUX AaHnX
y 6nicTepi, no 3 abo Nimiteq npo cuctemy chapmakoHarnsgy (BBefeHHs
5 6nictepiB y y3arasibHeHVX AaHuxX Npo cucTemy
KapTOHHIlA KOpooLi thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobw,
BiANOBIA&NbHOI 3a 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnsgy 3asBHUKa ana 34ilCHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMiHHA BiJ, YNOBHOB&XeHOI 0co6u,
BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) 3MiHa yrnoBHOBaXXeHOT 0co6u
3asBHVIKa, BiANoBigaNbHOI 3a hapmakoHarnsg,
[itoua pepaxuis: Dr. Vivek Ahuja. NMponoHoBaHa
pegakuis: Himanika Arora. 3miHa KOHTaKTHUX
LaHNX YNOBHOBaXXEHOT 0COOM 3asBHUKA,
BiANoBiAa/IbHOI 3a hapMakoHarnsa.
174. | NEBOMAK TabneTtku, BKPUTI Makneogc IHais Makneoac IHais BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: Ne 5, Ne 10 He UA/15561/01/01
750 NiBKOBOO dapmacbsioT PapmacboTukanc 3MiHu | TYny - 3MiHKW 3 AKocTi. FoToBUIA —3a nionsizae
060n0Hkoto no 750 nKasnc Nimiten nikapcbkuii 3aci6. Cuctema peyenmom;
Mmr; no 10 TabneTok Nimiten KOHTeliHep/3aKkynoptoBasibHKiA 3aci6. 3MiHa Ne 100 —
y 6nicTepi; no 1 PO3Mipy yNakoBKy roToBOro fikapcbKoro 3acoby minbku 019
6nictepy B (3MiHa KinbKOCTi 0AMHWLE (Hanpukniag TabneTok, | 3acmocysaH
KapTOHHIA ynakoBL,i; amnyn TOLLO) B ynakoBLi:) - 3miHa nosa Hs1 B8 yMoBax
no 10 TabneTtok y Aiana3oHoM 3aTBEPKEHMX PO3MIPIB YNaKOBKU. cmavyioHapy
6nicTepi; no 10 BBefeHHA 004aTKOBOT yNakoBKM 3i 3MiHOO
6nictepiB y NepPBUHHOI YNakoBKW. 3MiHW BHECEHO B pO34is
KapTOHHI/ ynakoBsLi; "YnakoBka" i K Hacnigok B po3gin "Kareropis
no 5 TabneTtok y BiANyCcKy" B iHCTPYKLiO 4151 MegnyHoro
6nictepi; no 1 3aCTOCYBaHHSA NikapCbKOro 3acoby y 3B'A3Ky 3
6nictepy y BBE/JEHHAM [0AAaTKOBOT YNakoBKU Ta AK
KapTOHHIA ynakosLi HacnifloK - 3aTBePAKEHHA TEKCTY MapKyBaHHSA
[0AaTKOBOI YNakoBKW NiKapcbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHSA
175. | TIEBOMEKO/1 | ma3b no 30 r abo no My6niuHe YkpaiHa My6nivHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 6e3 nionsieae UA/8367/01/01
b 40 r y Ty6i; no 1 1y6i akUioHepHe aKLioHepHe 3MiHu | TMNY - 3MiHK Woao peyenma
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
B NauyLj 3 KapToHY TOBapuCTBO TOBapUCTBO 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
"HaykoBo- "HaykoBo- (iHLi 3MiHN).
BUPOGHNUNIG BUPOGHNUNIA LLEEHTP 3MiHa Yy 3B'A3KYy YTOUHEHHS BUKNAAEHHA po3giny
LEeHTP "BopuiariBcbkuii "fopatkosa iHhopmauisa. Al-1. Ynakoska" MK4A.
"BopLuariscb XiMiKo- 3MiHV BHECEHO B IHCTPYKLi0 ANS1 MEAUYHOTO
KWiA Ximiko- hapmaueBTUYHWIA 3acTOCyBaHHS Nikapcbkoro 3acoby A0 po3ainy
thapmaueBT 3asog" "Mo6iyHi peakyji" LWoA0 3BITYyBaHHS NPO NOBIYHI
NYHWIA peakL,ii Ta OHOB/IEHO TEKCT MapKyBaHHSA
3aBog" NepBYHHOT Ta BTOPMHHOI YNaKoBKY NiKapCbKOro
3aco6y (Buny4eHo iHchopmaLiito pociiicbKo
MOBOIO Ta NPOBeAEHO pefakLiliHi npaBku No
TeKCTy). BBe€HHs 3MiH NpPOTAromM 6-Tn MicsuiB
nicnsa 3aTBepLKEHHS.
176. | NEBO®JIOKC | po3uuH ans iHQysil, "HOHIK IHais "FOHiK IHais BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/15760/01/01
ALUVH 5 mr/mn; no 100 mn PapmacbioT dapmacboTUKas 3MiHu | TMNy - 3MiHK Woao peyernmom nionsieae
y donakoHi; no 1 nkan Na6opatopiz" 6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsgy.
donakoHy B Nab6opaTtopi3 (BipaineHHs chipmu 3MiHa Y KOpOTKiil XxapakTepucTuLj NikapCcbKoro
KapTOHHI Kopobui " "Ix. B. Kemikan3 3ac06y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
(BipgineHHs eHg MeJMYHOro 3aCTOCYBaHHS Ha nigcrasi
ipmun dapmacboTukans perynsipHoO OHOBJIIOBAHOrO 3BIiTY 3 6e3nekn
"Ox.B. nrat) nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
Kemikans 3aCcTOCyBaHHS Nikapcbkoro 3acoby B
eHf nicnspeecTpauiiHnii nepiog, abo sk pesynbTar
dapmacsioT OLLiHKM 3BIiTYy 3 AOCAIKEHb, MPOBEAEHNX
vkans fita.") BiANOBIAHO A0 MiaHy neiaTpUYHNX AOCHILKEHb
(PIP) (3MiHy y3rokeHo 3 KOMNEeTEeHTHUM
YNOBHOB&XEHNM OpraHoMm) - 3MiHU BHECEHO [0
IHCTPYKUIT 4719 MEANYHOro 3acTOCYBaHHSA
nikapcbKoro 3acoby y po3gin "MobivHi peakwii”
BiANOBIAHO [0 OHOBMEHOI iHdhopMaLii 3 6e3nekn
[ilo4oi peyoBrHN. TepMiH BBEAEHHS 3MiH -
NpoTArom 6 MicsLiB nicns 3aTBepaKeHHs
177. | NIBAPO/N necapii no 400 wmr; An "CTALA- Ykpaina TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: bes UA/17172/01/01
no 5 necapiis y YKPAIHA" reyn 3MmiHu | TYny - 3MiHKW 3 AKOCTi. FoTOBMIA peyenma
6nictepi; no 1 a6o 2 nikapcbkuii 3aci6. KOHTPOb roTOBOro
6nictepu y nikapcbkoro 3acoby (iHwi 3MiHN). OHOBNEHHSA
KapTOHHIA KopoobLi BX€ 3aTBEPKEHUX METOLIB KOHTPOJIHO AKOCTI
['N13, a came BUKNafeHHA TEKCTY AepXaBHO
MOBOH0 3lifJHO Cy4acHUX BUMOT.
178. | NIMEHOA cynosuTopii TOB YkpaiHa yobPna MEANUMH TypeyunHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3a He UA/14636/01/01
BariHasibHi no 7 "YOPNA INAY CAH. BE 3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBUIA peyenmom | niosisg2ae
cynosnTopiiB y MEANLNH" TIOXK. A.LL. NiKapcbkuii 3aci6. 3mMiHM y BUPOOHMLUTBI. 3amiHa

6nicTepi; no 1
6nictepy y
KOMMeKTi 3 7
Hanasb4yHMKaMm
0/IHOPa30BOro
BUKOPWCTaHHS abo

ab0 BBeAEHHA A0AATKOBOT AiNTbHML
BMPOGHMLTBA AN151 HACTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBoro NikapcbKoro
3acoby (AinbHMLSA, Ha Sk NpoBOAATLCA By b-
AKi BUPOGHWYI CTagii, 3a BUHATKOM BUMYCKY
Cepiil, KOHTPOJIKO SKOCTi, MEPBUHHOIO Ta
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

no 2 6nictepu y
KomnnekTi 3 14
Hanasb4yHMKaMm
0/IHOPa30BOro
BUKOPUCTaHHA y
KapTOHHIlA KOpO6L

BTOPWHHOTO MaKyBaHHS, A/19 HECTEPUTbHNX
NiKapcbKUxX 3aco6iB) - CynyTHSA 3MiHa - 3MiHU 3
AKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS [0AaTKOBOI
LiNbHUL BUPOBHULTBA [/19 YACTUHN ab0o BCbOro
BMPOGHNYOro NPoLEecy roToBoro NikapcbKoro
3aco6y (ginbHMLA AN BTOPUHHOTO NakKyBaHHS) -
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPO6GHMLTBI. 3amMiHa abo BBeAEHHS
[04aTKOBOT AiNIbHULI BUPOGHMLTBA A1 YaCTUHU
a60 BCbOro BMPOGHMYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (AiNbHWUA 415 NEPBUHHOMO
nakyBaHHS) - 3aMiHa AiNbHWLi BUpObHULTBA
roToBOro Nikapcbkoro 3acoby. BBefeHHsA 3MiH
NPOTArom 6-T1 MIiCALIB MiCNA 3aTBEPKEHHS.
3miHu | TYny - 3MiHK 3 AKoCTi. FoTOBUIA
nikapcbkuid 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCS BUMYCKY cepil
Ta KOHTPO/II0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3aMiHa ab0 AofaBaHHA BUPOOHUKA, LLLO
BiANoBigae 3a BBe3eHHA Ta/abo Bunyck cepii) -
Bktoyaroum KoHTposib/BUNpobyBaHHSA cepii -
3aMiHa BUPO6HKKa, Lo BifnoBigac 3a BBE3eHHS
Ta/abo Bunyck cepii) - Bkitoyaroumn
KOHTPOb/BMNPOGYBaHHS cepii. 3MiHW BHECEHO B
IHCTPYKLUi0 ANS1 MeANYHOTO 3aCTOCYBaHHS
nNikapcbKoro 3acoby B po3gin
"Micue3HaxomkeHHs BUPOGHMKa Ta agpeca
MiCLAl NPOBaXEHHS MOro AisnbHOCTI" 3
BIANOBIAHUMY 3MiHAMW B TEKCTI MapKyBaHHS
yMakoBOK NikapcbKoro 3acoby. BBeAeHHs 3MiH
NPOTArom 6-TW MICALIB NIiC/A 3aTBEPAXKEHHS.
3MiHn | TURY - 3MiHK WoAao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) - 3MiHX BHECEHO B TEKCT
MapKyBaHHS BTOPUHHOI YNakoBKW NiKapCbKOro
3acoby y nyHkTn 8, 12, 13, 17. BBefeHHs 3MiH
NPOTArom 6-TM MiCALIB NiC/IA 3aTBEPAXKEHHS.

179.

NIHEKC
DOPTE®

Kancynv Teepgi; no
7 kancyn y 6nictepi;
no 1 a6o 2, a6o 4
6nictepn y
KapTOHHIA KopoobLi

CaHpo3
dapmachbHoTi
kans 4.4.

CnoBeHis

Nex
dapmMaueBTUYHa
KOMnaHia 4.4.
(BMpPOGHMLTBO iN
bulk, nakyBaHHs,
BUNYyCK cepii)

CnoBeHis

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MmiHu | TYny - 3MiHKW 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPO/Ib AOMOMIXHUX
peyoBuH. 3MiHa napameTpis cneundikauii
Ta/abo foMyCTUMUX MeX A1 AOMOMiKHOT
peyoBUHM (BUYYEHHSA 3i cneumdikauii
HEe3HaYHOro NokasHuka (Hanpukiag 3actapifioro
nokasHuka)) - BunyyeHHs1 nokasHuka "Baxki
MeTanin" i3 Cneyudikaii A1a 4ONOMDKHOT
peyoBuHM Beneo Synergy, y 3B'A3Ky 3BITY Npo

6e3
peyenma

UA/14763/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
OLliHKY efleMeHTapH1X AOMILLIOK BiANOBIAHO A0
ICH Q3D.
180. | noniB- niodpinisat gna TOB YkpaiHa TOB "BIONIK YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/3549/01/01
BIONIK emynbCii Ans "BIONIK PAPMA" 3MmiHu | TYny - 3MiHKW 3 AKOCTi. FoTOBUIA peyenmom
iH'ekuiit; 1 dhnakoH PAPMA" nikapcbkuii 3aci6. KOHTPOb roTOBOro
abo nnswka 3 nikapcbkoro 3acoby. 3miHa napameTpis
niodpinizatom y cneumdikauii Ta/abo AONYCTUMKX MEX FOTOBOr0
nauui NiKapcbKoro 3acoby (BUyYEHHS HE3HAYHOro

nokasHuka (Hanpuknag, 3actapifioro nokasHuka,
TaKoro sk 3anax Ta cmak, abo igeHTudikauis
6apBHYKIB Y/ CMaKOBUX [06aBOK)). BuiyyeHHs
3i cneymdikayii MNN13 3acTapinoro nokasHuka
AKOCTi «AHOM&JsIbHa TOKCUYHICTb» Ta
BiANOBIAHWI METOA, KOHTPOSIKO AKOCTi ANs
rOTOBOrO /liKapCbKoro 3acoby. 3miHu | Tuny -
3MiHK 3 SKocCTi. FoToBMIA NiKapcbkuid 3aci6.
KOHTpPO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3MiHa
napameTpiB crneungikauiii Ta/abo gonycTuMmx
MEX roTOBOrO /iKapCbKOro 3acoby (J0MOBHEHHS
cneumaikaLii HOBVUM NOKa3HUKOM 3 BifNOBIAHUM
MeToA0M BUNPOGYBaHHS). [lonoBHEHHSA
cneumdikauii HOBUM NokasHNKoM "BakTepianbHi
€HAO0TOKCUHU" 3 BiAMNOBIAHUM METOAO0M
BMNPOBYBaHHA. PaHNYHWIA BMICT 6akTepiasibHNX
€HAO0TOKCUKHIB He binble 0,55 MO/wmr.
BnnpobyBaHHs NpoBOAATL METOAOM refb-
Tpom6-TecTy (APY 2.6.14, rpaHUYHWiA TecT,
meTos A).
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbKkoro 3acoby. 3miHa napameTpis
cneuudikalii Ta/abo AONYCTUMKX MEX FOTOBOrO
NiKapCbKoro 3acoby (BMYyYEHHS HE3HAYHOTO
nokasHuka (Hanpuknag 3actapisioro NokasHuka,
TaKoro sk 3anax Ta cMak, abo igeHTugikauin
6apBHYKIB 4 CMaKoBMX [06aBOK)). BunyueHHs
3i cneuyndpikauii 13 3acTapinoro nokasHvka
sKocTi "MiporeHn" Ta BignoBigHWI MeTop,
KOHTPOJIIO SIKOCTi Y 3B'A3KY 3 BBEAEHHAM B
cneumdoikauito N3 N1IONIB-BIONIK noka3Huka
AKOCTi "BakTepiasibHi eHA0TOKCUHN", KA €
6iNbLU YYTAMBMM i CNeUMdiYHUM METOAOM AN
BWSIB/IEHHSA EHAOTOKCUHIB Y NapeHTepaibHUX
nikapcbknx 3acobax. 3MiHWM BHECEHO Y TEKCT
MapKyBaHHS BTOPMHHOI (M. 17) ynakoBku
nikapcbkoro 3acoby. 3miHu | TMny - 3MiHK Woao
6e3nekun/ethekTVBHOCTI Ta hapMakoHarniagy
(iHLi 3MiHW). 3MiHW BHECEHO Yy TEKCT
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
MapKyBaHHS NEePBUHHOI (M. 5) Ta BTOPUHHOT (1.
3, 11) ynakoBKu NikapcbKoro 3acoby.
181. | NINIH-BIONIK | niodhinizat gns TOB YkpaiHa TOB "BIONIK YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/3528/01/01
emynbcii no 500 wr; "BIONIK PAPMA" 3MmiHu | TYny - 3MiHKW 3 AKOCTi. FoTOBUIA peyenmom
1 chnakoH abo PAPMA" nikapcbkuii 3aci6. KOHTPOb roTOBOro

nnsiwka 3
niochinazatom B
nauuii; KOMnaekT: 3
donakoHu 3
niodgpinizatom Ta 1
iHranatop Nebuliser
B nauuj

nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AONYCTUMKX MEX FOTOBOr0
NiKapcbKoro 3acoby (BUyYEHHS HE3HAYHOro
nokasHuka (Hanpuknag, 3actapifioro nokasHuka,
TaKoro sk 3anax Ta cmak, abo igeHTudikauis
6apBHYKIB Y/ CMaKoOBUX [06aB0OK)) BunyyeHHs 3i
cneumdikauii 13 3acTapisioro nokasHuKa SKocTi
«AHOMaIbHa TOKCUYHICTb». 3MiHW | Tuny - 3MiHK
3 AKoCTi. FoTOBMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AONYCTUMKX MEX FOTOBOr0
NiKapcbKoro 3acoby (40NOBHEHHSA cneuudikadi
HOBWM MOKA3HVKOM 3 BiAMNOBIAHUM METOA0M
BMNpo6yBaHHSA) JOoNoBHEHHS crieumdikawii
HOBUM MOKa3HWKOM "BakTepianibHi eHA0TOKCUHN"
3 BigNOBiAHNM METOAOM BUMNPOOYBaHHS (resb-
Tpom6-TecT (ADY 2.6.14, rpaHUYHWIA TeCT,
MeToa A) Ta KpUTEPIEM NPUAHATHOCTI «He
6inbLle 0,35 MO/Mr».
3miHu | TYny - 3MiHKW 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb roTOBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AONYCTUMYKX MEX FOTOBOr0
NiKapcbKoro 3acoby (BUYyYEHHS HE3HAYHOro
nokasHuka (Hanpuknag, 3actapifioro nokasHuka,
TaKoro sk 3anax Ta cmak, abo igeHTudikauis
6apBHYKIB Y/ CMaKoOBUX [06aB0OK)) BunyyeHHs 3i
cneumdikauii 13 3acTapisnioro nokasHuKa SKoCTi
"Miporenn", y 3B'A3Ky 3 BBEAEHHAM B
cneumadikauito N3 NIMNIH-BIONIK noka3Huka
AKOCTI "BakTepianbHi eHA0TOKCUHN", AKUiA €
GiNbLU YYTAVBWM i CEeUMgiYHUM MEeTOAO0M AN
BWSIB/IEHHSA €HAOTOKCUHIB Y NapeHTepaibHUX
nikapcbknx 3acobax Ta skuil He NoTpedye
BUKOPWCTaHHA TBapWH, LLO BiAMNOBIAaE eTUYHUM
cTaHAapTaMm, a Takox 3abesnevye ToYHille
BM3HA4YeHHs Hebe3neyHux bakTepiasibHUX
€HOO0TOKCYHIB, € WBUALINM i GiNbLU
epeKTMBHUM, LU0 BiANOBIAAE CyYaCHUM
perynsaTopHuM ByMoram. BHeceHo y TekcT
MapKyBaHHS! BTOPMHHOI (M. 17) ynakoBKu
nikapcbkoro 3acoby. 3miHu | Tuny - 3MiHK Woa0
6e3nekn/eddekTVBHOCTI Ta papMakoHarisgy
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o

3acoby yrnakoska) nocsioYyeHHs1

(iHLWi 3MiHW)
3MiHV BHECEHO Y TEKCT MapKyBaHHSA BTOPUHHOI
(n. 3, 11) ynakoBkuM NikapCbKoro 3acoby.
182. | NINODNABO | niodpinizar gns TOB YkpaiHa TOB "BIONIK YkpaiHa BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 3a He UA/3581/01/01
H emynbCii ans "BIOJIIK DAPMA" 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peuyenmom | nidsisizae
iH'ekuiin; 1 donakoH PAPMA"

abo nnswka 3
niocpinizatom B
nauuj

Has3BW NikapcbKoro 3acoby. 3MiHa Ha3Bu
nikapcbkoro 3acoby.
3ATBEPXKEHO:
NINO®NABOH-KAPAIO (LIPOFLAVON-
CARDIO).
3AMPOMNOHOBAHO: N1INO®/IABOH
(LIPOFLAVON).
3MmiHu | TYny - 3MiHKW 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb roTOBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AONYCTUMKX MEX FOTOBOr0
NiKapcbKoro 3acoby (BUYyYEHHS HE3HAYHOro
nokasHuka (Hanpvknag, 3actapifioro nokasHuka,
TaKoro sk 3anax Ta cmak, abo igeHTudikauis
6apBHYKIB Y/ CMaKOBUX [06aBOK)). BuiyyeHHs
3i cneymdikayii MNN13 3acTapinoro nokasHuka
AkocTi "TMiporeHn” Ta BiANOBIAHWIA MeTOA,
KOHTPOJI0 SIKOCTi Y 3B'A3KY 3 BBEA,EHHSIM B
cneuundikauito M3 nokasHuka AKoCTi
"BakTepiasibHi eHAOTOKCMHK", KN € BinbLu
4yT/IMBMM i cneumdiyHum MeToaoM Ans
BWSIB/IEHHS €HAOTOKCUHIB Y NapeHTepabHUX
nikapcbkunx 3acobax. 3miHm | Tuny - 3miHn 3
siKocTi. FoToBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AONYCTUMKX MEX FOTOBOr0
NiKapcbkoro 3acoby (40NOBHEHHSA cnevundikaui
HOBMM MOKA3HVKOM 3 BiAMNOBIAHUM METOA0M
BMNpo6yBaHHs). lonoBHEHHS creumdikawi
HOBUM MOKa3HWKOM "BakTepianibHi eHA0TOKCUHN"
3 Bi4NOBIAHNMM METOAOM BUMPOGYBaHHS.
['paHNYHWiA BMICT GakTepiasibHNX eHA0TOKCUHIB
He 6inbLe 0,32 MO/mr. BunpobyBaHHS
NpoOBOAATbL METOAOM refib-Tpomb-Tecty (AdPY
2.6.14, rpaHnyHuiA TecT, meTog A). 3miHu | Tuny
- 3MiHU 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo JonyCcTUMUX
MeXX rOTOBOr0 NiKapCbKoro 3acoby (BUyYEHHS
HEe3HaYHOro NokasHuka (Hanpukiag 3actapifioro
rokasHuMKa, Takoro K 3anax Ta cmak, abo
ifeHTuikavlis 6apBHNKIB YN CMAKOBUX
[06aBok)). BunyyeHHs 3i cneuymdikauii 113
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3aCTapifioro nokasHuka AKoCTi «kAHOMasTbHa
TOKCUYHICTb» Ta BiNOBIAHUI METOA KOHTPOJIHO
AKOCTI [/191 FOTOBOr0 NiKapcbKoro 3acoby. 3miHn |
TUny - 3MiHK WoAo 6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu). 3MiHW BHECEHO Y
TEKCT MapKyBaHHsI NepBUHHOI (M. 5, 6) Ta
BTOPUHHOI (N. 3, 11) ynakoBKu NikapcbKoro
3acoby.

183.

NO3APTAH
100/rigPOXnN
OPOTIA3NA
12,5 KPKA

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO0, 100
mr/12,5 wr; no 10
Tabnetok y 6nictepi;
no 3a6ono9
6nictepiB y
KapTOHHIA Kopoo6Li

KPKA, ao.4.,
HoBo mecTo

CnoBeHis

BMPOBHULITBO «in
bulk», nepBuHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK
cepii:

KPKA, a.4., Hoso
mecTo, CroBeHis;
KOHTPO/b Ccepil:
KPKA, a.4., Hoso
mecTo, CroBeHis;
KOHTPO/b Ccepil:
Nab6eHa g.0.0.,
CnoseHis

CnoBeHis

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MiHu | TURY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapMakoHarnsgy.
3MiHa y KOpOTKiil xapakTepucTuLi NikapCbkoro
3aco6y, TEKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynsipHoO OHOBJ/IHOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviiiHnii nepiog, abo Sk pesynbtat
OLLiHKVM 3BIiTYy 3 AOCiAKEeHb, NPOBEAEHNX
BiANOBIAHO A0 NnaHy nejiatpudHNX AOCNiXKeHb
(PIP) (iHWwi 3MiHM) 3MiHM BHECEHO [0 IHCTPYKLIT
[N MeANYHOro 3aCTOCYBaHHSA NiKapCbKOro
3acoby B po3ainm "Ocob/MBOCTI 3aCTOCYBaHHS",
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMEHOI
iHcbopMmawii 3 6e3nekun Ajtoyoi pevyoBUHU
nosapTaH. TepMiH BBEAEHHSA 3MiH NPOTAroM 6
MiCALIB MiCNA 3aTBEPMKEHHS. 3MiHu | TNy -
3MmiHu Wwoao 6esnekn/edhekTUBHOCTI Ta
hapmakoHarnsigy. 3mMiHu y KopoTkili
XapaKTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3aCTOCYBaHHSA
reHepuyHUX/ribpuaHMX/6ionoaibHNX NiKapCbKUX
3ac06iB Nic/1a BHECEHHSA TiEl caMoi 3MiHM Ha
pethepeHTHW Npenapat (3MiHa He noTpebye
HaJaHH$! XXOAHUX HOBUX AOAATKOBMX [aHUX)
3MiHU BHECEHO [0 IHCTPYKUIiT AN MeANYHOro
3acTocyBaHHSA NiKapcbKoro 3acoby y po3gim
"®apmakonoriyHi BnactusocTi", "B3aemogis 3
HLWIMMK NiKapCbKMKM 3acobamMu Ta iHLWi BUam
B3a€eMOfiit", "3acTocyBaHHs y nepiog, BariTHOCTi
abo rogysaHHa rpyaat”, "MobiyHi peakui™
3ri4HO 3 iHchopMaLielo WoA0 MeAUYHOro
3acTocyBaHHA pehepeHTHOro Nikapcbkoro
3acoby (Cozaar-Comp Film-Coated Tablets).
TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS.

3a
peyerimom

He
niossieae

UA/14679/01/01

184.

NO3APTAH

TabNeTkn, BKpUTI

KPKA, a.4a.,

CnoBeHis

BMPO6HMLTBO "in

CnoBseHis

BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis:

3a

He

UA/14680/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
100/T1IAPOXN | nniBKOBOIO HoBo mecTo bulk", nepBuHHe, 3MiHu | TURY - 3MiHK Woao peyenmom | nidssi2ae
OPOTIA3UA 060/10HKO0, 100 BTOPVHHE 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy.
25 KPKA mr/25 mr; no 10 nakyBaHHs, 3MiHU Y KOPOTKiii XapakTepucTuLji NikapcbKoro
Tabnetok y 6nictepi; KOHTPO/b Ta BUMYCK 3aco6y, TEKCTIi MapKyBaHHSA Ta iHCTPYKLiT Ans
no 3 aéono 9 cepii: KPKA, a.4., MeAMYHOro 3acTocyBaHHA
6nicTepis y Hoso mecTo, reHepuyYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
KapTOHHI Kopoo6Li Cr0BEHis1; KOHTPO/Tb 3ac006iB nicnsi BHECEHHS TiEl caMoi 3MiHM Ha
cepi: pethepeHTHW Npenapat (3MiHa He noTpebye
KPKA, a.4., Hoso HafaHHS XXOAHNX HOBUX AOAATKOBUX JaHWX) -
mecTo, C/oBeHis; 3MiHU BHECEHO [0 IHCTPYKLUIT AN MEeANYHOro
KOHTPONb cepil: 3acTocyBaHHSA NiKapcbKoro 3acoby y po3gim
NabeHa p.0.0., "®apmakonoriyHi BnactusocTi", "B3aemogis 3
CnoBeHis HWMMK NiKapCbKMKM 3aco6amMm Ta iHLWi BUam
B3aeMogiit", "3acTocyBaHHs y nepiog, BariTHOCTi
abo rogysaHHa rpyaat”, "MobiyHi peakui™
3ri4HO 3 iHchopMaLielo WoA0 MeAUYHOTOo
3acTocyBaHHA pethepeHTHOro Nikapcbkoro
3aco6y (Cozaar-Comp Film-Coated Tablets).
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEpPKEHHSA. 3MiHY | TUny - 3MiHKW WoA0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsagy.
3MiHa y KOpOTKiil XxapakTepucTuLi NikapCbKoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MEeAMYHOro 3aCTOCyBaHHA Ha nmiacTasi
perynisipHO OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acToCyBaHHSA NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo Ak pesynbTar
OL|iHKM 3BITY 3 JOC/iMKeHb, MPOBEAEHNX
BIANOBIAHO A0 NnaHy neiaTpUYHNX JOCAiLKEHb
(PIP) (iHWi 3miHW) -
3MiHV BHECEHO [0 iHCTPYKLIT 4151 MeanyHoro
3acTOCyBaHHA NikapcbKoro 3acoby B po3gim
"Oco6nmBoCTi 3acTocyBaHHs", "Mo6iuHI peakwyii"
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku
Aito4OoT peyvoBrHN no3apTaH. BeegeHHs 3MiH
NpOTSArom 6-T MicsILB Micnsi 3aTBEPAKEHHS
185. | IO3APTAH TabneTtku, BKPUTI KPKA, a.4., CnoBeHis BMPOBHUUTBO "in CnoBeHis BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/14680/01/02
50/M1IAPOX/O | nniBKOBOK HoBo mecTo bulk", nepsuHHe, 3MiHn | TURY - 3MiHK Woao peyenmom | nidsis2ae
POTIA3UA, ob6onoHkoto, 50 BTOpPUHHE 6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
12,5 KPKA mr/12,5 wr; no 10 nakyBaHHs, 3MiHU Y KOPOTKill XapakTepucTuLj NikapcbKoro
Tabnetok y 6nictepi; KOHTPO/b Ta BUMYCK 3ac06y, TEKCTI MapKyBaHHSA Ta iIHCTPYKLiT Ans
no 3abono9 cepii: KPKA, a.4., Me[MYHOro 3acTocyBaHHA
6nictepiB y HoBo mecTo, reHepuyHUX/ribpuaHNX/6ionoaibHMX NiKapCbKUX
KapTOHHI KopoobLyi CNOBEHIs; KOHTPO/b 3aco6iB Nic/1 BHECEHHSA TiET camoi 3MiHM Ha
cepii: pedhepeHTHW Npenapart (3MiHa He noTpebye

KPKA, a.4a., Hoso
mecTo, C/1oBeHis;

HajaHHS XOAHWNX HOBUX AOAATKOBUX AaHUX) -
3MiHM BHECEHO [0 IHCTPYKUIiT AN MEANYHOI0
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KOHTpO/b cepii: 3aCTOCyBaHHS NiKapCcbKoro 3acoby y po3ginm
NabeHa pg.0.0., "®apmakonoriyHi BnactusocTi”, "B3aemogis 3
CnoseHis HLIMMK NiKapCbKMMKM 3aco6amMu Ta iHLWi BUAK
B3aemogiin", "3acTocyBaHHs y nepiog, BariTHOCTi
abo rogyBaHHs rpyaato”, "Mo6iuHi peakuyii
3ri4HO 3 iHchopMaLielo WoA0 MeaUyHOro
3aCTOCyBaHHA pethepeHTHOro Nikapcbkoro
3acoby (Cozaar-Comp Film-Coated Tablets).
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHW WoAo
6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLj Nikapcbkoro
3aco6y, TEKCTIi MapKyBaHHSA Ta iHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHA Ha niacTasi
perynsipHoO OHOBJ/IKOBAHOTO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTart
OLLiHKVM 3BiTYy 3 AOC/iAKEeHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy nejiaTtpudHNX AOCNiAXeHb
(PIP) (iHLi 3MiHW) -
3MiHU BHECEHO [0 IHCTPYKLUIT AN MEeANYHOro
3acToCcyBaHHS Nikapcbkoro 3acoby B po3ginv
"Oco6nmBocTi 3acTocyBaHHs", "Mo6iuHI peakwii"
BiANOBIAHO [0 OHOBMEHOI iHhOpMaL,i 3 6e3nekn
Lito4oi pevyoBuHY no3apTaH. BBegeHHs 3MiH
npoTArom 6-Tn MicALUiB Nicns 3aTBepAKeHHS
186. | TIO3APTAH- TabneTku, BKpUTI TOB «TeBa YkpaiHa AT YropwuHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/16398/01/01
TEBA nNiBKOBOIO YkpaiHa» dapmaLleBTUYHNI /lcnaHis 3MiHu | TUNY - 3MiHK Woa0 peyenmom
o060onoHkoto, no 12,5 3aBog, TeBa, 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy
mr: no 10 Tabnetok YropuwuHa; Tea (iHWi 3MiHW) - OHOB/IEHHSI TEKCTY MapKyBaHHS
y 6nictepi; no 3 ®apma C.JY., NepBUHHOT Ta BTOPUHHOI YNaKOBOK J1iKapCbKOro
6nictepu y Icnanis 3aco6y. BBegeHHs 3MiH MPOTAroM 6-Tu MicsiLis
KapPTOHHIi KOpooLii nicns 3aTBEpPKEHHS.
187. | NO3APTAH- TabneTtku, BKPUTI TOB «TeBa YkpaiHa AT YropwumHa BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 3a UA/16398/01/02
TEBA nNiBKOBOO YkpaiHa» dapmaueBTUYHN /IcnaHis 3MiHu | TMNy - 3MiHK Woao peyenmom
060n0HKo0, No 25 3aBop TeBa, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy
Mmr: no 10 TabneTok YropwuHa; Tesa (iHWi 3MiHW) - OHOBMIEHHSI TEKCTY MapKyBaHHS
y 6nicTepi; no 3 ®apwma C.J1.Y., NMepBUHHOT Ta BTOPVMHHOI YNakoBOK /1ikapCbKOro
6nictepu y IcnaHis 3acoby. BBegeHHs 3MiH MPOTAroM 6-Tu MicsLiB
KapTOHHI KopoobLi nicns 3aTBEepPKEHHS.
188. | IO3APTAH- TabneTkn, BKPUTI TOB «TeBa YKpaina AT YropwumHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/16398/01/03
TEBA nNiBKOBOO YkpaiHa» dapmayleBTUYHNI /lcnaHis 3MiHu | TUNY - 3MiHK WoA0 peyenmom
06010HKO0, N0 50 3aBoy, Tesa, 6e3nekn/edekTBHOCTI Ta hapmakoHarnsagy
mr: no 10 TabneTok YropwuHa; TeBa (iHWi 3MiHW) - OHOBMIEHHSI TEKCTY MapKyBaHHS
y 6nicTepi; no 3 abo ®apma C.JY., NepBUHHOT Ta BTOPUHHOI YNaKOBOK J1iKapCbKOro
9 6nicTepis y Icnanis 3aco6y. BBefeHHs 3MiH NpPOTAroM 6-Tu micsiuis

KapPTOHHI KOpooOLii

nicns 3aTBePAKEHHS.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
189. | IO3APTAH- TabneTku, BKpUTI TOB «TeBa YkpaiHa AT YropwuHa BHECEHHS 3MiH [0 peecTpaLjiiiHiX MmaTepianis: 3a UA/16398/01/04
TEBA nNiBKOBOIO YkpaiHa» dapmayleBTUYHNI /lcnaHis 3MiHu | TUNY - 3MiHK WoA0 peyenmom
060n0HKOt0, N0 100 3aBoy, Tesa, 6e3nekn/edekTBHOCTI Ta thapmakoHarnsagy
mr: no 10 tabnetok YropuwuHa; TeBa (iHWi 3MiHW) - OHOB/IEHHSI TEKCTY MapKyBaHHS
y 6nictepi; no 3 abo $apma C.J1.Y., NepBUHHOT Ta BTOPUHHOI YNaKOBOK J1iKapCbKOro
9 6nicTepiB y Icnanis 3aco6y. BBegeHHsA 3MiH NpOTAromM 6-Tu micsiuis
KapPTOHHI KOpooLii nicns 3aTBEPKEHHS.
190. | IOMYCTUH Kancynu no 40 mr no Mepak HimeuunHa Brpo6HuK, Lo HimeyunHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/6988/01/01
MEAAK 20 kancyny lesenbwady Bignosigae 3a 3Mminn | TUny - 3MiHn 3 sKocTi. CepTudpikar peyenmom
KOHTeliHepi; mo 1 T dhrop MapKyBaHHs BignosigHocTi/lE-cepTudikat BignoBigHOCTI
KOHTEliHepy B nauLli KniHiwe NepBUHHOI €Bponelicbkiit hapmakonei/MmoHorpadii.
LWneujansnp yMakoBKM, BTOPUHHE MoaaHHA HOBOro abo OHOBMIEHOrO cepTudikaTa
enapate nakyBaHHs1, BiANOBIAHOCTI ab0 BUyYEHHs cepTudikata
M6X KOHTPONb/BUNPOGYB BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
aHHs cepii Ta 3a A®I; onsa BuxigHOro
BWMYCK Cepil: matepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
Mepak Nesenbladt BMKOPUCTOBYHOTbCS Y BUPO6HMLTBI API; Ans
dorop KniHiwe [OMOMDKHOT peyoBMHU (cepTuddikat
Lneuiansnpenapat BiANOBIAHOCTI EBponeiickkili hapmakonei) -
e M6X, HimeuunHa; HoBwuii cepTuchikat Bi, HOBOro BUPOGHMKA
Bnpo6HuK, Wwo (3amiHa abo fONOBHEHHS) - NO4AHHS HOBOTO
BignoBigae 3a cepTudpikaTy BignoBigHOCTI EBponenchbkili
BUPOGHMLTBO thapmakonei RO-CEP 2021-132-Rev00 ans Adl
nikapcbKoro 3acooby, NIOMYCTUWH Bif, HoBoro B1po6Hrka UMICORE
nepBuHHE ARGENTINA S.A., Argentina. 3miHu | Tuny -
nakyBaHHs, 3MiHM 3 siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTPONb/BMNPOGYB KOHTpOs1b roTOBOro fikapcbKoro 3acoby. 3MiHa
aHHs cepii: Xaynt napameTpiB cneuudikauiii Ta/abo JonyCcTUMUX
dapma Amaper MeX roTOBOr0 NlikapCbKoro 3acoby (BHECEHHS
v6X, HimeuunHa 3MiH Y AOCbE AN NPUBEAEHHS Y BiAMNOBIAHICTb
00 3arasibHoi cTaTTi 2.9.40 «OfHOpIAHICTL
[,030BaHNX 0AMHULE» AdY/EBponelicbKol
hapmakonei 3amiCTb 3aTBEPAKEHNX 3araslbHNX
crtareii 2.9.5 «OpHopigHicTb Macu» Ta/abo 2.9.6
«OAHOPIHICTb 1031») - 3MiHA NapaMeTpiB
cneuudikavin Ta 4OMYCTUMUX MEX roTOBOro
nikapcbkoro 3acoby. BBeeHHs 3MiH MPOTAroM
6-TU MicALIB Nic/1a 3aTBEPKEHHS.
191. | JIOPICTA® H | Tabnetku, BKpUTI KPKA, a.4., CnoseHis BMPOGHMLTBO "in CnoseHis/ BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: 3a He UA/6454/01/01
NNiBKOBOO HoBo mecTo bulk”, nepBrHHe Ta Kutai 3MiHu | TMNY - 3MiHK Woa0 peyenmom | niosnsizae

060/10HKO0, 50
mr/12,5 wr, no 10
Tabnetok y 6nictepi;
no 3 abo no 6 abo
no 9 6nictepis y
KapTOHHI Kopo6Lyj;
no 14 tabneTtok y
6nictepi, no 1, abo

BTOPVIHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis;
BMPOBHULTBO "in
bulk", nepBrHHe Ta

6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsay.
3MiHa y KOpOTKiil XxapakTepucTuLj NikapCbkoro
3aco6y, TEKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynsipHoO OHOBJ/IHOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCYyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiHiii nepiog, abo sk pesynbtat
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
no 2, abo no 4, abo BTOPUHHE OLLiHKVM 3BiTYy 3 AOC/iAKEeHb, NPOBEAEHNX
no 6, abo no 7 nakyBaHHs: HiHréo Bi4NOBIAHO A0 NnaHy nejiaTtpudHNX AOCNiAXeHb
6nicTepis y MeHoBo TiaHKaHr (PIP) (iHLi 3MiHW) - 3MiHW BHECEHO A0 iHCTPYKLiT
KapTOHHI/ KopoobLi dapmacboTrKanc [ON8 MeAnYHOro 3acTOCyBaHHS NikapCbKoro
Ko., NiTa., Kutais; 3acoby B po3aiin "OcobnBOCTi 3aCTOCYBaHHSA"
KOHTpONb cepii: "Mo6iyHi peakuii" BiANOBIAHO A0 OHOBAEHOI
KPKA, a.4a., Hoso iHchopmawii 3 6e3nekun Ajtoyoi pevyoBUHN
mecTo, CroBeHis; nosapTaH. BBeaeHHs 3MiH NnpoTarom 6-Tn
KOHTpONb cepii: MiCALIB MicNA 3aTBEPKEHHSA. 3MiHu | TNy -
labeHa g.0.0., 3MmiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta
CnoseHis hapmakoHarnsgy. 3mMiHu y KOpoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3aCTOCYBaHHSA
reHepuyHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3aco06iB Nic/1A BHECEHHSA TiET caMoi 3MiHW Ha
pethepeHTHW Npenapat (3MiHa He noTpebye
HajaHHS XXOAHNX HOBUX AOAATKOBUX AaHUX) -
3MiHU BHECEHO [0 IHCTPYKLUIT AN MEeANYHOro
3acTocyBaHHSA NiKapcbKoro 3acoby y po3gim
"®apmakonoriyHi BnactusocTi”, "B3aemogis 3
HLWIMMK NiKapCbKMKM 3acob6amMu Ta iHLWi BUam
B3a€eMogiit", "3acTocyBaHHs y nepiog, BariTHOCTi
abo rogysaHHa rpyaat”, "MobiyHi peakui™
3ri4HO 3 iHchopMaLielo WoA0 MeAUYHOT0
3acTocyBaHHA pehepeHTHOro Nikapcbkoro
3acoby (COZAAR Plus). BeefieHHs 3MiH
NpOTSArom 6-T MicsILB Micnsi 3aTBEPAKEHHS
192. | JIOPICTA® H | TabneTku, BKpUTI KPKA, a.4., CnoBeHis BMPOBHUUTBO "in CnoBeHis BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/12084/01/01
100 nNiBKOBOIO HoBo mecTo bulk", nepBrHHe Ta 3MiHu | TMNy - 3MiHK Woao peyernmom nionsieae

o6onoHkoto, no 100
mr/12,5 mr, no 10
TabneTtok y 6nictepi;
no 3 a6o no 6
6nictepiB y
KapTOHHI Kopo6Lyj;
no 14 tabnetok y
6nictepi, no 2 abo
no 4 6nictepu y
KapTOHHI kopo6Lyj;
no 15 ta6nertok y
6nictepi, no 2 abo
no 4 a6o no 6
6nictepiB y
KapTOHHI Kopobui

BTOPUHHE
naxyBaHHs,
KOHTPO/b Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis;
KOHTpO~b cepii:
KPKA, a.4a., Hoso
mecTo, C/oBeHis;
KOHTpO~b cepii:
Na6eHa pg.0.0.,
CnoBeHis

6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHU Y KOPOTKill XapakTepucTuLj NikapcbKoro
3ac06y, TEKCTI MapKyBaHHSA Ta iIHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHS
reHepuYHUX/ribpuaHNX/6ionoAi6HMX NiKapCbKUX
3ac06iB nicns BHECEHHS TiEl camMoi 3MiHM Ha
pedhepeHTHW Npenapart (3MiHa He noTpebye
HajaHHS XOAHWNX HOBUX AOAATKOBUX AaHUX) -
3MiHU BHECEHO [0 IHCTPYKUiT AN MEANYHOrO
3aCTOCyBaHHS NiKapCcbKoro 3acoby y po3ginm
"apmakonoriyHi BnactnsocTi”, "B3aemogis 3
HLUIMMK NiKapCbKMMKM 3aco6amMm Ta iHLWi BUam
B3aemogiin", "3acTocyBaHHs y nepiog, BariTHOCTi
ab6o rogysaHHa rpyaat”, "TMobiyHi peakuii™
3rigHo 3 iHGhopMaLjiero Woa0 MeanyHoro
3aCToCyBaHHA pethepeHTHOro Nikapcbkoro
3aco6y (COZAAR Plus). BBeeHHs 3MiH
NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS.
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n/n

JliKapcbKO20

Hassa

3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3MiHu | TURY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepuCTuLj Nikapcbkoro
3aco6y, TEKCTIi MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOoCyBaHHA Ha niacTasi
perynsipHoO OHOBJ/IOBAHOTO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesysbTar
OLLiHKVM 3BiTYy 3 AOC/iAKEeHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy nejiatpuuHNX AOCNiAXeHb
(PIP) (iHLi 3MiHK) - 3MiHW BHECEHO A0 iHCTPYKLiT
[N MeANYHOro 3aCTOCYBaHHSA NiKapCbKOro
3acoby B po3aisin "OcobnBOCTi 3aCTOCYBaHHSA"
"Mo6iyHi peakuii" BiANOBIAHO A0 OHOBMEHOI
iHchopmawii 3 6e3neku Ajtoyoi pevyoBUHN
nosapTaH. BBeAeHHs 3MiH NnpoTarom 6-Tn
MicsILiB NicNs 3aTBEPAYKEHHS

193.

NOPICTA®

HD

TabneTku, BKpUTI
nNiBKOBOIO
o6os10HKOt0, 100
mr/25 mr no 10
Tabnetok y 6nictepi;
no 3, abo no 6, abo
no 9 6nictepiB y
KapTOHHI Kopo6Lyj;
no 14 TabneTtok y
6nicTepi; no 1, abo
no 2, a6o no 4, abo
no 6, abo no 7
6nicTtepiB y
KapTOHHIlA KOpooLi

KPKA, a.4.,
HoBo mecTo

CnoBeHis

BMPOGHMLTBO "in
bulk", nepsrHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPONb Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHif1; KOHTPO/b
cepii: KPKA, a.4.,
HoBo mecTo,
CnoseHis;
BMPOBHULITBO «in
bulk», nepBuHHe Ta
BTOPUHHE
nakyBaHHs: HiHréo
MeHoBo TiaHkaHr
PapmacboTrKanc
Ko., N14., Kutai;
KOHTpO~b cepii:
Na6eHa pg.0.0.,
CnoBeHis

CnoBeHisi

BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis:
3MiHu | TUNY - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKiil XapakTepucTuLj Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
Me[MYHOro 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMX/6ionoai6HMX NiKapCbKUX
3aco06iB nicns BHECEHHS TiET caMoi 3MiHM Ha
pedepeHTHUIA npenapart (3MiHa He noTpebye
HajaHHS XXOAHWNX HOBUX AOAATKOBUX AaHUX) -
3MiHV BHECEHO [0 IHCTPYKLIT 4151 MeAnyYHOro
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ginm
"®apmakonoriyHi BiactuBocTi", "B3aemogis 3
HLWIMMK NiKapCbKMMK 3acob6amu Ta iHWi BUAK
B3aemogiin", "3actocyBaHHs y nepiog, BariTHOCTi
abo rogyBaHHs rpyaato”, "MobiuHi peakwyii
3riiHO 3 iHGhopmaLieto WoA0 MeguyHoro
3aCTOCYBaHHSA pethepeHTHOro NikapcbKoro
3acoby (COZAAR Plus). BBefeHHs 3MiH
NPOTAroM 6-TW MICALIB NIiC/1A 3aTBEPAXKEHHS.
3MiHu | TMNy - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHa Y KOpOTKiil XxapakTepucTuLj NikapCcbKoro
3ac06y, TEKCTI MapKyBaHHSA Ta iIHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA Ha NiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiliHnii nepiog, abo sk pesynbTart
OLIiHKM 3BIiTYy 3 AOCAIKEHb, MPOBEAEHNX

3a
peyenmom

He
nionsiecae

UA/6454/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BIANOBIAHO A0 MiaHy neaiaTpUYHNX AOCHILKEHb
(PIP) (iHWi 3MiHK) - 3MiHW BHECEHO A0 IHCTPYKLT
[ONA MeNYHOro 3acToCcyBaHHS NikapCbKoro
3aco6y B po3ginm "Oco6nBOCTi 3aCTOCYBaHHA"
"Mo6ivHi peakui’™ BigNOBIAHO O OHOB/EHOT
iHbopmaLii 3 6e3neku Aito4oi pevyoBUHN
nosapTaH. BeefieHHs 3MiH npoTarom 6-Tn
MicALiB Nicnsa 3aTBepAKeHHs
194. | NYUETAM® TabneTkn, BKPUTI 3AT YropwumHa 3AT YropwuHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/8165/01/01
N1iBKOBOIO dapmaneBT dapmaleBTUYHNI 3miHu | TNy - 3miHK 3 AkocTi. A®l. KoHTposnb peyenmom
060/10HKO10, N0 400 WYHWIA 3aBOf, 3aBop ElIC A®l. 3miHa y napameTpax cneuudpikauii Ta/abo
Mr, no 60 TabneTok ETIC [ONYCTUMMX MEX, BU3HaUeHuX y cnevudikavisx
y CKSiHOMY Ha A®|, abo BUXigHWI/MPOMIXKHWIA
donakoHi; no 1 NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
donakoHy y npoueci BupobHuuTea A®| (gogasaHHsa abo
KapTOHHI kopo6Lyj; 3amMiHa (3a BUHATKOM aKTUMBHOT PEYOBUHHN
no 15 ta6nertok y 6i0N0riYHOro abo iMyHOIOMNYHOrO NOXOKEHHS)
6nicTepi; no 4 napameTpa cneuudikauii 3 BignosigHUM
6nictepn y MeTOA0M BUNPOGYBaHHA 3a pesynibTatamm
KapTOHHIlA KOpooLi pocnimkeHb 3 6e3nekn abo AKOCTi) - AoAaBaHHSA
HeperynsipHoro BUNpo6yBaHHS «EneMeHTHI
[JOMILLKM» 7151 KOHTPOJTI0 BMICTY fomilok Pb ta
As y cepiax A®I 3 BiaNoBiAHUM METOA0M
BMNpobyBaHHA BUPo6HWKa M13. 3aTBEpaKeHo:
3.2.5.4.1. — Specification Elemental impurities
(ICP-MS): --- 3anponoHoBaHo: 3.2.S.4.1. —
Specification Elemental impurities (ICP-MS)*: -
Pb — NMT 0.10 ppm - As - NMT 0.50 ppm *skip
test (annual testing)
195. | IYUETAM® TabneTkn, BKPUTI 3AT YropwumHa 3AT YropwuHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/8165/01/02
NNiBKOBOO dapmaLesT dapmaleBTUYHNI 3MiHY | TNy - 3MiHK 3 AKocTi. A®I. KOHTposb peyenmom
060/10HKOI0, N0 800 WYHWIA 3aBOf, 3aBop ElIC A®I. 3miHa y napameTpax cneuudikauii Ta/abo
mr, no 30 TabneTok ETIC [ONYCTUMMX MEX, BU3HaueHuX y cnevudikavisx

Y CKISHNX
thnakoHax; no 15
TabneTtok y 6nictepi;
no 2 6nictepu y
KapTOHHIlA KopooLi

Ha A®I, abo BUXigHWI/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoteci BupobHuutea APl (qogasaHHs abo

3aMiHa (3a BUHATKOM aKkTMBHOI PeyoBUHU
6i0N10riYHOro abo iMyHOOMNYHOrO NOXOKEHHS)
napameTpa cneuudikauii 3 BignoBigHUM
MeTOA0M BUNPOGYBaHHA 3a pesynibTatamm
pocnipkeHb 3 6e3nekn abo AKOCTI) - A0AaBaHHSA
HeperynsipHoro BUNpobyBaHHA «EneMeHTHi
[OOMILLKM» AN151 KOHTPO/HO BMICTY AOMIlOK Pb ta
As y cepiax A®I 3 BianoBigHUM METOA0M
BMNpobyBaHHA BUpPoGHWKa M13. 3aTBEpaKeHo:
3.2.S.4.1. — Specification Elemental impurities
(ICP-MS): --- 3anponoHoBaHo: 3.2.S.4.1. —
Specification Elemental impurities (ICP-MS)*: -
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Pb — NMT 0.10 ppm - As - NMT 0.50 ppm *skip
test (annual testing)

196.

NYLETAM®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOH0, No 1200
mr, no 20 TabneTok
Y CKNSIHUX
hnakoHax; no 10
TabneTtok y 6nictepi;
no 2 6nictepu y
KapTOHHIlA KOpooLi

3AT
dapmaLesT
WYHWIA 3aBOf,

EriC

YropwumHa

3AT
dapmaleBTUYHNI
3aBog ElC

YropLmHa

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3miHu | TNy - 3miHK 3 AkocTi. APl KoHTposnb
A®l. 3miHa y napameTpax cneuudpikauii Ta/abo
[ONYCTUMMX MEX, BU3HaUeHuX y cnevudikavisx
Ha A®|, abo BUXigHWI/MPOMIXKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y
npoteci BupobHuutea APl (qogasaHHs abo
3amiHa (3a BUHATKOM aKkTMBHOI PeyoBUHU
6i0N0riYHOro abo iMyHOIOTNYHOrO NOXOKEHHS)
napameTpa cneuudikauii 3 BignoBigHUM
MeTOA0M BUNPOGYBaHHA 3a pesynibTatamm
pocnimkeHb 3 6e3nekn abo AKOCTI) - AoAaBaHHSA
HeperynsipHoro BUNpobyBaHHA «EnemMeHTHi
[JOMILLKM» 7151 KOHTPOJTI0 BMICTY fomillok Pb ta
As y cepiax A®I 3 BignoBigHUM METOA0M
BMNpobyBaHHA BUPo6HWKa M13. 3aTBEpaKeHo:
3.2.5.4.1. — Specification Elemental impurities
(ICP-MS): --- 3anponoHoBaHo: 3.2.S.4.1. —
Specification Elemental impurities (ICP-MS)*: -
Pb — NMT 0.10 ppm - As - NMT 0.50 ppm *skip
test (annual testing)

3a
peyenmom

UA/8165/01/03

197.

MAKCUTPON
®

Kpanni o4Hi no 5 mn
y thnakoHi-
KpanenbHuyj; no 1
donakoHy-
KpanesibHULi B
Kopo6Li 3 KapTOHY

HosaprTic
dapma Al

LLiBefuapis

ANKOH KyBpbOp

Benbris

BHECEHHS 3MiH [0 peecTpaviiiHuX maTepianis:
3MiHu | TUnYy - 3MiHKn 3 akocTi. CepTudikaT
BignosigHocTi/IE-cepTudikar BignosigHocCTi
€sponelicbkiin dhapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei: ans
A®I; ana BuxigHoro
martepiany/peareHTy/NpoMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[0NOMDKHOT peyoBrHU (cepTudpikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHoBREeHW cepTUdiKaT Bif, yXe 3aTBEPAXEHOro
BMPOOHYKa. [MofaHHA OHOB/IEHOTO cepTudikaTa
BiAnoBiaHOCTI €Bponelickbkiit hapmakonei R1-
CEP 1998-061-Rev 05 (3aTBepgxeHo: R1- CEP
1998-061-Rev 04) ans A®I nonimikcuny B
cynbaTy Bif yxe 3aTBep4KeHOro BUpobHuKa
Xellia Pharmaceuticals ApS.

3a
peyerimom

UA/8329/01/01

198.

MAPITA®

Tabnetku no 2 mr,
no 28 TabneTok y
6nictepi; no 1
6nicTepy y nauui

AT
"®apmak”

Ykpaina

CiHgea ®apma, C.J1.

Icnanis

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:
YTOUHEHHS HanNMCaHHA Ha3BuW nNpenaparty B
Hakasi MO3 Ykpaiuu Ne 918 Big 03.06.2025 B
npoueci BHeCEeHHs 3MiH (3MiHu | Tuny - 3miHK 3
AKOCTI. FOTOBMIA Nnikapcbkuii 3aci6. 3MiHn y
BMPO6GHMUTBI. 3MiHa po3Mmipy cepii (BkaYarum

3a
peyenmom

UA/18865/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Jiana3oH po3Mipy cepii) roTOBOro JlikapCbKOro
3aco6by (36inbLueHHs 0o 10 pasiB NOPIBHAHO i3
3aTBEPAKEHUM PO3MIPOM) 36i/bLUEHHA PO3MIpY
cepii roToBOro nikapcbkoro 3acoby.
3aTtBepmkeHo: 370000 TabneTok .
3anponoHoBaHo: 370000 Tabnetok 1400000
TabneTok. - 3MiHu | Tuny - 3MiHM 3 AKOCTI.
[OTOBWIA Nlikapcbkuii 3aci6. 3miHK y
BMPOGHMLTBI. 3MiHW Y NpoLeci BUpo6HULTBA
roTOBOIO /1iKapCbKOro 3acoby, BK/IOYaoun
MPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCS NP
BMPOGHWLITBI FOTOBOTO NiKapCbKOro 3acoby
(He3HauHa 3miHa y mpoueci BUpobHMLTBa)
36iNbLUEHHS TepMiHY 36epiraHHs npoaykTy bulk
0o 3 micauis). Pepakuis B Hakasi - MAPITA.
BipHa pegakuis - MAPITA®.
199. | MEAOK/IAB® | Tabnetku, BKpUTI Megokemi Kinp Megokemi NimiTeq, Kinp BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/4428/01/01
nNiBKOBOIO nTa 3MiHu | TMNy - 3MiHK Woao peyernmom nionsieae
o60onoHkoto, no 500 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
Mmr/125 wr, no 8 (iHWi 3MiHK). 3MiHWM BHECEHO [0 IHCTPYKLUIT Ans
TabneTtok y 6nictepi, MeAMYHOro 3acTOCYBaHHS NiKapCbKOro 3acoby
no 2 6nictepu y [0 po3gainy "Mo6iyHi peakyii WoA0 BAXINBOCTI
KapTOHHIlA KOpooLi 3BiTyBaHHSA Npo Nob6iyHi peakLii Ta BiACYTHICTb
edheKTMBHOCTI Yepe3 ABTOMaTU30BaHy
iHchopmauiliHy cucTemy 3 chapmakoHarnagy.
TepMiH BBEEHHS 3MiH - MPOTAroM 6 micsauis
nicns 3aTBeppkKeHHs.
200. | MEAOK/NAB® | Tabnetku, BKpUTI Megokemi Kinp Megokemi NlimiTeq, Kinp BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a He UA/4428/01/02
nNiBKOBOIO nTa 3MiHu | TMNY - 3MiHK Woao peuyenmom | nidssizae
060n0HkKot0, No 875 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
Mmr/125 wr, no 7 (iHWi 3MiHK). 3MiHWM BHECEHO [0 IHCTPYKLIT A1A
TabneTtok y 6nictepi; MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby
no 2 6nictepn 'y 00 po3giny "Mo6GiyHi peakyii” Woa0 BaXX/IMBOCTI
KapTOHHIA KopoobLi 3BiTyBaHHS NPo MOGIYHI peakwii Ta BiACYTHICTb
edheKTNBHOCTI Yepe3 ABTOMaTN30BaHy
iHchopmauiliHy cucTemy 3 dhapmakoHarnagy.
TepMiH BBEIEHHSA 3MiH - MPOTAroM 6 micAauis
nicns 3aTBepKeHHS.
201. | ME3UM® Kancynu Teepai 3 MeHapiHi Jiokcembypr BupobHMuTBO “in ITanis/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 nidnsieae UA/6763/01/01
KANCynun KMLLKOBOPO3YNHHUM IHTepHeLLoH bulk", kKOHTpO/Ib HimeyuunHa 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peyenma
10000 1 MiHi-Tabnetkamu, an cepiit: HaliMeHyBaHHS Ta/abo afpecy micus
no 20 a6o no 50 OnepewoH Anep NPOBaPKEHHS AiSIbHOCTI BUpo6HMKa/imnopTepa
kancyn y 6aHui 3 c dapmMacbioTikC roTOBOrO /1iKapCbKOro 3acoby, BK/o4aoun
noninponineny; no1 | Jlitokcembypr CP/, ITanis, ITanis; AiNbHUL BUNYCKY cepii abo MicLie NpoBeAeHHs
6aHLi B KAPTOHHiI C.A. KOHTPOJIO SIKOCTI. (QiS/IbHICTb, 3a 5Ky BignoBigae

Kopo6ui; no 10
Kancyn y asoMmiHiii-
THOMIHIEBOMY

KiHueBe nakyBaHHS:
Knoke ®epnakyHrc -
Cepsic 'm6X,

BUPOGHWMK/iMNOpTep, He BK/IKOYAKUM BUNYCK
cepiit), 3MiHa NOLUTOBOrO iHAEKCY aapecu
BMPO6GHMKA rOTOBOIO JTiKapCbKOro 3acoby,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
6nicTepi; no 2 abo 5 HimeuunHa; BMPOGHMLTBA «in-bulk», KOHTpotO cepii Adare
6nictepiB y Pharmaceuticals S.r.l. BBefieHHs1 3MiH NPOTSArom

KapTOHHIlA KOpO6L

ApTtesaH ®apma
'm6X & Ko. KT,
HimeuunHa;

KoHTposb Ta BUNycK
cepiii:
BEPJIIH-XEMI AT,
HimeyunHa

6 micauis nicns saTBepakeHHs. 3MiHu | Tuny -
3MmiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHULTBI. 3MiHW Y npoueci BUpoOHULTBA
roTOBOro NikapCbKOro 3acoby, BKIYaUN
MPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NP
BUPOBHULTBI rOTOBOTO NiKapCbkoro 3acoby (iHLwi
3MiHW), 3MiHK B npoueci BUpobHuyTea M3, a
came KopekLis po3Mipy cuta BibpocuTa,
3a3HaYeHOro B TEXHOOTIYHIl CXeMmi
NpocCitoBaHHA MiHITA6NETOK 3 NOKPUTTAM (Bif,
2320 mKkm o 2800 mMKkwm). BBeeHHS 3MiH
NpoTArom 6 MicsLiB nicns 3aTBeppKeHHs. 3MiHN
| TMNy - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkwii
3aci6. KoOHTposib JOMOMDKHUX PEYOBMH. 3MiHa
napameTpiB cneuudikalii Ta/abo AonycTUMUX
MeX 4151 AONOMIKHOT peHOBUHY (BUTYUYEHHS 3i
cneumdikauii He3Ha4YHOro NokKasHuka
(Hanpuknag, 3actapinoro nokasHvka)),
BUAAIEHHS HE3HAYHMX MOKa3HWKIB cneuydikauii
XXeNaTMHOBOI Kancynu, a came nokasHukiB
«Arsenic», «Heavy metals», «ldentification
SLS», «S.aureus and P.aeruginosa». BeefeHHsA
3MiH NPOTArom 6 MicALIB MiCNSA 3aTBEPAKEHHS.
3MiHu | TNy - 3MiHKW 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTposb roToBoro
nikapcbKkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AONYCTUMUX MEX FTOTOBOrO
NiKapcbKoro 3acoby (40NOBHEHHS cneuudikawil
HOBWM MOKA3HUKOM 3 BifMOBIAHUM METOA0M
BMNPO6YBaHHSA) AONOBHEHHSA cnevudikauii M3
nokasHukoMm «EnemeHTHi gomiwku» (ICP-MS).
BBefeHHs1 3mMiH NpoTArom 6 micAuis nicns
3aTBepMKEHHS. 3MiHN | TUMy - 3MiHW 3 SKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONechbkili
hapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudikara BifnosigHOCTi a6o
BWyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiickkili hapmakonei: gns A®l; ons
BUXiQHOTO MaTepiany/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; oA fonoMiXHOT pevyoBuHY (cepTudpikat
BifnoBigHOCTI €Bponelickkili hapmakonel) -
OHOBNeHW cepTUdikaT Bif, y)Xe 3aTBEpAKEHOr0
BMpO6HUKa, nogaHHsA oHosneHoro CEP Big Bxe
3aTBEPKEHOr0 BUPOOHWMKA f1i040i peYOBUHMN
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(3aTBepmxeHo: CEP Ne R1-CEP 2001-280-Rev
02). BHacnigok oHoBneHHsA CEP Big6ynacs
3MiHa Ha3BW BUPOOHUKA Ait040l pevyOoBUHN.
[itova pepakuis: Nordmark Arzneimittel GmbH &
Co.KG. NponoHoBaHa pepakuis: Nordmark
Pharma GmbH. BeefeHHA 3MiH NpoTArom 6
MiCALIB MicNA 3aTBEPKEHHSA. 3MiHu | TNy -
3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/MmoHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTI abo
BW/yYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BVXiHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
A®I; ona gonomikHoi peyosuHmn (ME-ceptuddikat
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMixKHOro
NpoAyKTy abo [ONOMIKHOI peqoBuHK) - HoBuii
cepTtudikaT 4515 BUXiZHOTO
MaTepiany/peareHTy/NpoMiKHOro nNpoaykTy abo
[0MNOMDKHOT peYOBMHY Bif HOBOTO abo BXe
3aTBEPAXEHOr0 BUPOBGHMKA, NOAaHHA HOBOTO
I'E-cepTtudpikaty BignosigHocTti €® ansa
XenaTuHy Bif, BXe 3aTBEPA)KEHOro BUPOGHMKa
Gelita Group R1-CEP 2000-050-Rev 02.
BBefeHHs 3MiH NpoTArom 6 Micauis nicas
3aTBEPMAKEHHS. 3MiHN | TUNy - 3MiHM 3 SKOCTI.
CepTtudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiichbkili
thapmakonei/mMmoHorpadii. NMogaHHs HOBOro abo
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTIi abo
BWIYyYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BVXiHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
A®I; ona gonomikHoi pevosuHm (ME-ceptuddikat
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npomixKHOro
npoaykTy abo AONOMDKHOT peYOBUHW) -
OHoBeHWi cepTUdikaT Bif BXe 3aTBepAKEHOro
BUPOGHMKA, NoAaHHA OHoB/ieHoro ME-
cepTudiikaty BiANOBIAHOCTI EP AN XenaTtuHy
BiJ BXXe 3aTBep/AKeHoro BupobHuka PB Gelatins.

[itoya pepakuis: R1-CEP 2000-045-Rev 03.

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Nordmark Arzneimittel GmbH & Co.KG,
Germany CEP Ne R1-CEP 2001-280-Rev 03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

MponoHoBaHa pepakuist: R1-CEP 2000-045-Rev
04. BBefieHHA 3MiH NpoTArom 6 Micsiuis nicns
3aTBEPMAKEHHS. 3MiHN | TUNy - 3MiHM 3 SKOCTI.

CepTtudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiichbkili
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTi abo
BWIYyYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BVXiHOrO Matepiany/peareHTy/npomikHOro

NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y BUPOOHULTBI

A®I; ona gonomikHoi pevosuHm (ME-ceptuddikat
BiANOBIAHOCTI EBponeiickkili hapmakonei ans

Adl/BuxigHoro matepiany/peareHTy/npomixKHOro

npoaykTy abo AONOMDKHOT peYOBUHW) -

OHoBeHWi cepTUdikaT Bif BXe 3aTBepAKEHOro

BMPOGHMKA, NoAaHHA OHoB/ieHoro ME-
cepTudikaty BiANoBIgHOCTI EP AN XenaTtuHy

BiJ BXe 3aTBepmxeHoro BupobHuka Nitta Gelatin

India LTD Jjtoua pepakuis: R1-CEP 2000-344-

Rev 02. MponoHoBaHa pegakuis: R1-CEP 2000-

344-Rev 03. BBegeHHs 3MiH NpoTsAroM 6 micauis

nicnsa 3aTBepaKeHHs
3MiHu | TUNY - 3MiHK 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
abo BBeAEHHA A0AATKOBOT AibHUL
BMPOGHMLTBA A1 YacTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapCbKoro
3acoby (ginbHUUA 418 BTOPUHHOMO NakyBaHHS)
3amMiHa AinbHuUL, BIANOBIAA/IbHOI 38 BTOPUHHE
nakyBaHHs /13 3 AgBaHc ®apma M6X,
HimeuuunHa Ha Knoke ®epnakyHrc - Cepsic

'M6X, HimeyunHa. BBegeHHS 3MiH NpoTarom 6
MiCALIB MiC/A 3aTBEpKEHHS. 3MiHu | Tuny -

3MiHu 3 aKocTi. CepTudikaT BignosigHoCTI/lE-

cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/mMmoHorpadii. NogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BifnoBigHOCTI a0
BWYYEHHS cepTudikarta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons
BUXiQHOro MaTepiany/peareHTy/npomixKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y BUPOBGHULTBI
A®I; ona gonomikHoi pevoBuHm (ME-ceptuddikat
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/npoMixHoro
npoaykTy abo AONOMKHOT peYOBMHN) -
OHoB/eHWIA cepTUdiKaT Bif BXe 3aTBEPIKEHOIO
BMPOGHWKA, NofaHHs oHoBNeHoro ME-
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

cepTudiikaty BiAMOBIAHOCTI ED AN XenaTuHy
Bif, BXXe 3aTBepAXeHoro BupobHuka Gelita
Group. [itoya pegakuisi: R1-CEP 2003-172-Rev
02. MNMponoHoBaHa pegakuis: R1-CEP 2003-172-
Rev 03. BBefieHHS 3MiH NPOTArom 6 Micsiuis
nicns 3aTBepmKeHHs. 3MiHn | Tuny - 3miHu 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6. KoHTponb
[ONOMDKHUX peyoBuH. 3MiHa napamMeTpis
cneumdikauii Ta/abo fONYCTUMUX MEX NS
[OMOMiXXHOI PEYOBMHM (AOMOBHEHHS
cneumaikaii HOBVUM NOKa3HUKOM 3 BifNOBIAHUM
MeTOOM BUNPOBYBaHHA) AoAaBaHHS HOBOTO
napameTpa crneuyvdikauii XxenaTMHoOBOI kancynu,
a came nokasHuka «Lead» 3 HOpMyBaHHSIM
<0,50 ppm/ Ph.Eur. BBegeHHs 3MiH npoTsarom 6
MicsUiB nicnsA 3aTBepAKeHHs. 3MiHu |l Tuny -
3MiHM 3 siKocTi. FO0TOBWMIA Nikapcbkuii 3aci6.
CucTeMa KoHTelHep/3akynoproBasibHUiA 3aci6.
3MiHa y NepBUHHINA ynakoBL,i rOTOBOro
nikapcbKoro 3acoby (Tvn KoHTelHepa abo
[0faBaHHSA HOBOrO KOHTelHepa) - CTepunbHi
nikapcbki 3acobu Ta fikapcbki 3acobu
6i0N0riYHOro/iMyHOOMNYHOT0 NOXOKEHHS,
[0AaBaHHA HOBOTO KOHTElHepa, a came
antoMinin-antomiHieBoro 6nictepy Ne 20 (10x2),
Ne 50 (10x5). Ak Hacnifok, peecTpayis HOBOT
yrnakoBku. BBefeHHA 3MiH NPOTArom 6 MicAuis
nicns 3aTBepmkeHHs. 3miHu Il Tuny - 3miHun 3
sKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHULTBI. 3amiHa abo BBEAEHHA [0AaTKOBOI
OiNbHULI BUPOOHMLTBA /18 YacTuHM abo BCbOro
BMPOGHNYOro NpoLecy roToBoro NikapcbKoro
3aco0y (finbHULA, Ha AKI NpoBOAATLCA GyAb-
AKi BUPOGHWYI CTagii, 3a BUHATKOM BUMYCKY
cepiil, NpoBeAeHHs KOHTPO/O SKOCTi Ta
BTOPWHHOIO NakyBaHHS, 415 NiKapCbK1X 3ac06iB
6i010r4YHOro/iMyHO/ONYHOTO MOXOKEHHS abo
nNiKapcbknx oopmM KOMMIEKCHOro (CKNagHoro)
BMPOGHMYOro nMpouecy), 3amiHa AinbHUL,
BiANOBIAa&/IbHOI 32 NepBYHHE NakyBaHHA [N13 3
ApaHc ®apma Mm6X, HimeuunHa Ha Knoke
®epnakyHrc - Cepsic 'M6X, HimeyunHa.
BBefeHHs1 3mMiH NpoTArom 6 micAuis nicns
3aTBEPAKEHHS

202.

ME3NM®
KANCynn
10000

Kancynu Teepai 3
KVLLKOBOPO3YVHHUM
N MiHi-TabneTkamu;
no 20 a6o no 50

MeHapiHi
IHTEpPHELLOH
an
OnepeiwoH

Jiokcembypr

Brpo6HMuTBO "in
bulk", kOHTponb
cepiii: Anep
dapmacbHoTikIC

ITania/
HimeuunHa

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MiHu | TURY - 3MiHK Woao
6e3nekun/ethekTVBHOCTI Ta hapMakoHarniagy
(iHLWi 3MiHW). 3MiHM BHECEHO B TEKCT

6e3
peyenma

UA/6763/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Kancyny 6aHui 3 c CP/, ITanis; MapKyBaHHS MEPBUHHOI (MyHKT 6) Ta BTOPUHHOI
noninponineHy; no 1 | Jllokcemoypr KiHueBe nakyBaHHS: (nyHkTM 2, 3, 15, 17) ynakoBOK NiKapCbKOro
6aHLi B KAPTOHHIlA C.A. ApsaHc ®apma 3acoby. BBefieHHs 3MiH NpPOTArom 6 Micauis
Kopobui v6X, HimeuunHa; nicns 3aTBepkKeHHs.
ApTtesaH ®apma
m6X & Ko. KT,
HimeyuunHa;
KoHTponb Ta Bunyck
cepiit: BEP/IIH-
XEMI AT,
HimeyunHa
203. | ME3UM® Kancynv Teepgi 3 MeHapiHi Niokcembypr Brpo6HMuTBO "in ITanis/ BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 6e3 nionsi2ae UA/6763/01/02
KANCynu KVLLKOBOPO3YVHHUM IHTEpHeLLoH bulk", koHTpoNb HimeuunHa 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenma
25000 1 MiHi-TabneTkamu; an cepiii: HalilMeHyBaHHs1 Ta/abo agpecu Micus
no 20 a6o no 50 OnepeLoH Anep NPOBaKEeHHSA AiSbHOCTI BUpobHMKa/imnopTepa
Kancyny 6aHui 3 c dapmacbHoTiKIC rOTOBOrO JliKapCcbKoro 3acoby, BK/I4Ya4um
noninponinieHy; no 1 | Jltokcemoypr CPA, ITanis; OinbHUL BUNYCKY cepii abo MicLe npoBefeHHs

6aHLj B KAPTOHHIN
kopo6ui; no 10
Kancysn y asiroMmiHiii-
antoMiHiEBOMY
6nicTepi; no 2 abo 5
6nictepiB y
KapTOHHI Kopoobui

KiHueBe nakyBaHHs:
Knoke ®epnakyHrc -
Cepsic 'm6X,
HimeuuunHa;

ApTtesaH ®apma
'm6X & Ko. KT,
HimeuunHa;

KOHTposb Ta BUNYyCK
cepiii:
BEPJIH-XEMI AT,
HimeuunHa

KOHTPOSIO SIKOCTI. (QiS/IbHICTb, 3a 5Ky BignoBigae
BMPOGHMWK/IMNOpPTEpP, He BK/TKOYaKUM BUMYCK
cepii) - 3MiHa NOLUTOBOrO iHAEKCY aapecu
BMPOBHMKA rOTOBOrO likapCbKOro 3acoby
BMPOGHMLTBA «in-bulk», KOHTposto cepii Adare
Pharmaceuticals S.r.l., Italy. BBegeHHs1 3MiH
NPOTAroM 6-T1 MIiCALIB MiC/A 3aTBEPKEHHS.
3miHu | TYny - 3MiHKW 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHN Y BUPOGHULTBI. 3MiHN Y
npovueci BUpOOHULTBA FOTOBOrO NiKapCbKOro
3aco6y, BK/0YaUy NPOMDKHUIA MPOAYKT, WO
3aCTOCOBYETHCS MPW BUPOGHULTBI FOTOBOTO
NikapcbKoro 3acoby (iHLWi 3MiHW) - 3MiHW B
npoueci BupobHuuTtea 113, a came Kopekuis
po3Mipy cuTa BibpocuTa 3a3Ha4yeHoro B
TEXHOJOTIYHIA CXeMi NpocitoBaHHA MiHITab1eTok
3 NoKpUTTAM (Big 2320 MkM A0 2800 MKM).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS. 3MiHM | TUNY - 3MiHK 3 AKOCTI.
oTOBMIA Nikapcbkuii 3aci6. KoHTponb
[ONOMDKHUX peyoBuH. 3MiHa napameTpis
cneumdikauin Ta/abo AoNyCTUMMX MEX A5
[OMOMiXXHOI PEYOBMHM (AONOBHEHHS
cneumaikaLii HOBVUM NOKa3HUKOM 3 BifNOBIAHUM
MEeToA0M BUNPO6YBaHHSA)-A04aBaHHA HOBOrO
napameTpa crneuydikauii XxenaTMHoBOI kancynu,
a came nokasHuka «Lead» 3 HOpMyBaHHAM
<0,50 ppm/ Ph.Eur. BBegeHHs 3MiH NpOTArom 6-
TV MicsLiB nicns 3aTBepAKeHHNA. 3MiHu | Tuny -
3MiHM 3 siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/Ib AONOMIKHMX PEYOBUH. 3MiHA
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cneumaikaLii He3Ha4YHOro NokasHuKa
(Hanpwkiag 3acTapinioro NoKasHuka)) -
BUJANEHHS He3HAYHNX NOKa3HUKIB cnevumdikauii
)KenaTuHOBOI Karncy/m, a caMe NoKa3HuKiB
«Arsenic», «Heavy metals», «ldentification
SLS», «S.aureus and P.aeruginosa».
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS. 3MiHW | TUNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkunii 3aci6. KOHTPOb rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AONYCTUMKX MEX FOTOBOr0
nNiKapcbkoro 3acoby (40NOBHEHHSA cneuudikawii
HOBMM MOKA3HWKOM 3 BiANOBIAHUM METOA0M
BMNPOGYBaHHS) - AOMOBHEHHS creumdikayii MN3
noKasHUKoM «EnemeHTHi gomiwku» (ICP-MS).
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS. 3MiHW | TUNy - 3MiHW 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI E€BpONENCHKilt
thapmakonei/mMmoHorpadii. NogaHHs HoBOro abo
OHOBJIEHOrO cepTudikaTa BifnoBigHOCTI a0
BUNYYEHHS cepTudikarta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons
BUXiQHOro MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y BUPOBGHULTBI
A®I; onsa 4ONOMIXKHOT peqyoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOBNEHWIA cepTUdikar Bif yxe 3aTBepaKeHoro
BMpO6HUKa. MNogaHHa oHoBneHoro CEP Big Bxe
3aTBEPAKEHOr0 BUPOGHUKA Ajit04O0T peyoBUHN
Nordmark Arzneimittel GmbH & Co.KG,
Germany CEP Ne R1-CEP 2001-280-Rev 03
(3aTBepmxeHo: CEP Ne R1-CEP 2001-280-Rev
02). BHacnigok oHoeneHHsa CEP Big6ynacs
3MiHa Ha3BU BUPOGHYMKA Ajil0H0T PEeYOBUHM.
Litova pepakuin: Nordmark Arzneimittel GmbH &
Co.KG. MNponoHosaHa pepakuis: Nordmark
Pharma GmbH. BeeaeHHS 3MiH NpoTArom 6-Tu
MicsLiB nicns 3aTBepmKeHHs. 3MiHun | Tuny -
3MiHn 3 akocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BigNoBigHOCTI EBpoNeinchkiii
hapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BifnosigHOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiickkili hapmakonei: gns A®l; ons

BUXIAHOrO MaTepiany/peareHTy/npoMixXHOro

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
napameTpiB cneuudikauiii Ta/abo JonyCcTUMMX
MeX A5 AOMOMDKHOI PEHOBUHMN (BUYYEHHS 3i
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®l; ona ponomMikHoi pevosuHn (ME-cepTtudpikat
BiiNOBIAHOCTI €Bponelickkilt hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/MpoMixXHOro
npoaykTy abo AONOMiXHOT peqyoBuHK) - HoBwuiA
ceptudikaT 415 BUXigHOro
Marepiany/peareHTy/npoMiXHOr0 NpoaykTy abo
[OMOMDKHOT peYoBMHM Bif, HOBOTO a60 BXe
3aTBEPAKEHOr0 BUPOOHMKa. [MoAaHHsA HOBOro
I'E-cepTudikaTy BignosigHocTi E® ans
XXenaTuHy Bif BXe 3aTBep)KeHOro BUpo6HMKa
Gelita Group R1-CEP 2000-050-Rev 02.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBepMKEHHS. 3MiHN | TUMy - 3MiHW 3 SKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONechbkili
hapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudikara BifnosigHOCTi a6o
BWyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiickkili hapmakonei: gns A®l; ons
BUXiQHOTO MaTepiany/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ana ponomMikHoi pevosuHn (ME-cepTudpikat
BiiNOBIAHOCTI €Bponelickkilt hapmakonei ans
A®l/BuxigHoro matepiasy/peareHTy/MpoMixXHOro
npoaykTy abo A0NOMKHOT pevyoBUHN) -
OHOoB/EHWIA cepTUIKaT Bif BXe 3aTBEPKEHOIO
BMpOGHUMKa. MNogaHHs oHoBneHoro E-
cepTudikaTy BignosigHOCTI €P ANs xenaTtuHy
Bifl BX€ 3aTBepAKeHOro BupobHuka PB Gelatins.
[itoua pepakuis: R1-CEP 2000-045-Rev 03.
MponoHoBaHa pepakuis: R1-CEP 2000-045-Rev
04. BBefieHHs1 3MiH NPOTArom 6-T1 MicAUiB nicns
3aTBEPMKEHHS. 3MiHM | TUNy - 3MiHW 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI E€BpONENChKilt
thapmakonei/mMmoHorpadii. NogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BifnoBigHOCTI a0
BWYYEHHS cepTudikarta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons
BUXiQHOro MaTepiany/peareHTy/npomixKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y BUPOBGHULTBI
A®I; ona gonomikHoi pevoBuHm (ME-ceptuddikat
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/npoMixHoro
npoaykTy abo AONOMKHOT peYOBMHN) -
OHoB/eHWIA cepTUdiKaT Bif BXe 3aTBEPIKEHOIO
BMpO6HUKa. MogaHHs oHosneHoro lE-
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

cepTudiikaty BiAMOBIAHOCTI ED AN XenaTuHy
Bifl BXe 3aTBepmxeHoro BupobHuka Nitta Gelatin
India LTD. fitoua pepakuis: R1-CEP 2000-344-
Rev 02. MponoHoBaHa pegakuis: R1-CEP 2000-
344-Rev 03. BBefieHHA 3MiH NPOTAToM 6-Tu
MiCALIB MicNA 3aTBEPKEHHSA. 3MiHu | TNy -
3MmiHu 3 sKocTi. [oTOBMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3amiHa abo BBEAEHHS
[04aTKOBOT AiNbHULI BUPOBGHMLTBA A1 YaCTUHU
a60 BCbOro BUPOGHNYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (4iNbHULA 4715 BTOPUHHOIO
nakyBaHHs) - 3aMiHa Ai/ibHWL, BignosiganbHOT
3a BTOpUHHe nakysaHHA /13 3 AgeaHc ®apma
'v6X, HimeyunHa Ha Knoke ®epnakyHrc -
Cepsic N'M6X, HimeuunHa. BBefeHHsA 3MiH
NPOTAroM 6-T1 MiCALIB MiC/IA 3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK 3 aKkocTi. CepTudikaT
BignosigHocTi/IE-cepTudikar BignosigHOCTI
€Bponelicbkin dhapmakonei/moHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUYyYEHHNA cepTudikata
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: gns
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPWCTOBYIOTLCS Y BUPOOHNLTBI ADI; ans
[0noMiKHOT peyoBuHm (ME-cepTudikat
BiiNOBIAHOCTI €Bponelickkilt hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/MpoMixXHOro
npoaykTy abo A0NOMKHOT pevyoBUHN) -
OHOB/EHWIA cepTUIKaT Bif BXe 3aTBEPAKEHOIO
BMpOGHUMKa. MNogaHHs oHoBneHoro E-
cepTudikaTy BignosigHOCTI €P NS xenaTtuHy
Bifl BX€ 3aTBEPAXEHOro BUpobHuka Gelita
Group. fitoua pegakuis: R1-CEP 2003-172-Rev
02. MponoHoBaHa pefakuisa: R1-CEP 2003-172-
Rev 03. BBefieHHs 3MiH NPOTAroM 6-TW MicsLiB
nicns 3aTBepmkeHHs. 3miHu Il Tuny - 3miHun 3
skocTi. FoTOBWiA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHWiA 3aci6. 3MiHa Yy
NMepBWHHI yNakoBLji rOTOBOrO JliKapCbKOro
3acoby (Tvn KoHTelHepa abo foAaBaHHS HOBOTO
KOHTelHepa) - CTepusibHi Nikapcbki 3acobm Ta
nikapcbki 3acobu 6ion10riYHOro/iMyHON0r4YHOro
NoXoMKeHHs. [loaaBaHHA HOBOrO KOHTeliHepa, a
came astoMiHili-antomMinieBoro 6nictepy Ne 20
(10x2), Ne 50 (10x5). Ak Hacnigok, peecTpauis
HOBOI YNakoBKW. 3MiHW BHECEHO B iHCTPYKLi0

[N MeAMYHOro 3acTOCyBaHHS NikapCbKoro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
3aco0y y po3ain «YnakoBka» Ta sk Hacnigok — y
po3ain «TepMiH NpUAAaTHOCTI»; AK HACNIAO0K —
3aTBEPLKEHHSA TEKCTY MapKyBaHHs A1 HOBOTO
TUNY YNakoBKW Nikapcbkoro 3acoby. BeefeHHs
3MiH NPOTArom 6-Tu MicAuiB nicns
3aTBEPAXKEHHSA. 3MiHM Il TMNY - 3MiHU 3 AKOCTI.
["oTOBWIA Nikapcbkuii 3aci6. 3miHN y
BMPOGHMUTBI. 3amiHa abo BBeAeHHS A04aTKOBOT
OiNbHUL BUPOBHULTBA 18 YacTUHW abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapCbKoro
3acoby (AinbHMLA, Ha Sk NpoBOAATLCA By b-
AKi BUPOGHWYI CTagii, 3a BUHATKOM BUMYCKY
cepiii, NpPOBeAEHHS KOHTPOJIIO SKOCTi Ta
BTOPVHHOIO NMakyBaHHSA, A/19 NikapCbkux 3acobiB
6i010r4HOro/iMyHOMONYHOrO MOXOKEHHSA ab0o
nNikapcbknx hopM KOMMIEKCHOTO (CKMagHOoro)
BUPOBHMYOro npoLecy) - 3aMiHa AiNbHNLL,
BiANOBIAabHOI 3a NepBrHHE NakyBaHHA 13 3
ApggaHc ®apma 'm6X, HimeyunHa Ha Knoke
depnakyHrc - Cepsic M'M6X, HimeuunHa.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS.
204. | ME3UM® Kancynu Teepai 3 MeHapiHi Tokcembypr Bupo6bHnuTBO "in ITania/ BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 6e3 UA/6763/01/02
KANcynn KULLKOBOPO3UYNHHUM IHTEepHELLOH bulk", kOHTpO/b HimeuunHa 3MiHu | TMNy - 3MiHK Woao peyenma
25000 1 MiHi-Tabnetkamu; an cepiii: Agep 6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsgy
no 20 a6o no 50 OnepeiiwoH dapmacboTiKIC (iHLWi 3MiHW) 3MiHM BHECEHO B TEKCT MapKyBaHHs
Kancyny 6aHui 3 c CP/, ITanis; NepBUHHOT (NMYHKT 6) Ta BTOPUHHOI (NyHKTKN 2, 3,
noninponineny; no 1 | Jllokcembypr KiHueBe nakyBaHHS: 15, 17) ynakoBOK Nnikapcbkoro 3aco6y. BeegeHHs
6aHLj B KAPTOHHIlA C.A. ApnBaHc dPapma 3MiH NPOTArom 6 MicsLiB NicNs 3aTBEPKEHHS.
Kopobui mM6X, HimeuunHa,;
ApTe3aH dapma
6X & Ko. KT,
HimeuunHa;
KoHTponb Ta Bunyck
cepiii: BEPJIIH-
XEMI AT,
HimeuynHa
205. | MEKC - PO34UH A151 iH'EKLLNA, TOBAPUCT YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a UA/16942/01/01
3400POB'A 50 mr/mn; no 2 mn B BO 3 06MeXeHo 3MiHu | TMNYy - 3MiHK Woao peuyenmom
amnyni; no 5 amnyn OBMEXXEH BiANOBIA&/IbHICTIO 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy
y 6nictepi; 1 a6o 2 (e]}6} "®apMaueBTUYHA (iHWi 3MiHW)
6nictepu y kopobui 3 | BIAMNOBIAA KomnaHis "3gopos'a” OHOBEHO TEKCT MapKyBaHHA NePBUHHOI Ta
KapToHy; No 2 MN B NBHICTIO BTOPUHHOT YNMakoBOK NikapCbKoro 3acoby, a
amnyni; no 10 amnyn | «KOPMNOPA came:
y 6nictepi; 1 LA — BUyYeHO iHchopmaLito, 3a3Ha4eHy POCINCbKO
6nicTep y kopobui 3 «300POB'A MOBOI0;

KapToHy; Mo 5 MmN B
amnyni; no 5 amnyn

»

— BHECEHO 3MiHW Y TEKCT MapKyBaHHs NePBUHHOT
Ta BTOPVHHOI YNakoBOK J1iKapCbKOro 3acoby.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

y 6nictepi; 1 BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
6nicTep y Kopo6ui 3 3aTBEpPAKEHHS.
KapToHy

206. | MENNOKTAM | tabnetkm no 7,5 MicTpan AHrnisA Biochapm Cn. 3 Monblua BHECEHHS 3MiH 40 peecTpauiinHux 3a He UA/3719/01/01
mr; no 10 Kenitan 0.0. mMaTepianis: 3miHu | Tuny - 3miHN Woa0 peuenmowm | nionszae
Tabnetoky MeHemxme 6e3nekn/edhekTMBHOCTI Ta
6nictepi; no 1 abo | HT NlimiTeq chapmakoHarnsgy. 3MiHM y KOpOTKilA

2, abo 3 6nictepun
B KapTOHHIl
Kopobui

XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHA Ta IHCTPYKUiT 415 MeANYHOTO
3aCTOCYBaHHA
reHepuYHuX/riopugHnx/6ionodioHMNX
NiKapCbKMX 3ac006iB NiCAsi BHECEHHSA Tiel
camoi 3MiHN Ha pedhepeHTHWIA npenapar
(3MiHa He NoTpebye HaJaHHS XOLHUX
HOBMX J04ATKOBMX AaHnX) 3MiHN BHECEHO
B IHCTPYKLiO ANs MegUYHOro
3aCTOCYBaHHS JikapCbKOro 3acoby Ao
po3ainy "Moka3aHHA" (YTOUHEHHS), & TakoxX
[0 po3ainis: "®apmakonorivHi
BnactmeocTi", "MpoTunokasaHHsa",
"3acTocyBaHHS y nepiog, BariTHOCTi abo
rofyBaHHs rpygao”, "Cnocib
3acTocyBaHHsA Ta Ao3mn", "MobiuHi peakui™
BiANOBIAHO 4O OHOBMEHOT iIHhopMaL,ii Npo
Me[nYHe 3aCToCyBaHHA ped)epeHTHOro
nikapcbkoro 3acoby (MOBAJIIC®,
Tabnetkm no 7,5 mr abo no 15 mr). 3miHn |
TMny - AAMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BU
nikapcbKoro 3acoby - 3miHa Ha3Bu
nikapcbKoro 3acoby. 3aTBepaKeHo:
Acnikam(Aspicam) 3anponaHoBaHo:
Menoktam (Meloktam). 3miHu | TUny -
3MiHY Woao 6e3nekn/ethekTMBHOCTI Ta
thapmakoHarnsgy. BeefneHHa abo 3miHu o
y3arasibHeHUX iaHuX Npo cucTemy
thapmakoHarnsay (BBefeHHs
y3arasibHeHVX AaHuX npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXKeHOI
ocobw, BiANOBIAa/IbHOT 3a 34iAiCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
thapmakoHarnsgy 3asBHvKa 41s
3pjificHeHHs1 hapmakoHarnsay B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif YNOBHOBaXKEHOT
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

oco6w, BiANOBiAa/IbHOT 3a 3/iiCHEHHS
hapmakoHarnsay (BKIoyatum KOHTaKTHi
AaHi) Ta/abo 3MiHM y PO3MilLleHHI MacTep-
dhaiina cuctemn chapmakoHarniagy) 3miHa
YMOBHOB&XEHOT 0CO6U 3as1BHMKA,
BiANOBIAANbLHOI 3a 34iiCHEHHS
thapmakoHarnsagy. fioya pegaxuis: Ewa
Kazmierczak. MponoHoBaHa pegakuis:
Cipaxos Irop OnekcaHaposuy. 3MiHa
KOHTaKTHUX AaHUX YNOBHOBAXEHOT 0Co6u
3as1BHUKA, BignoBigasbHOI 3a 34iCHEHHS
hapmakoHarnagy. 3miHa
MicLle3HaxoMKeHHsT macTep-chalina
cuctemy hapmakoHarniagy Ta noro
Homepa. 3MiHa MicLs 34iiCHEHHA OCHOBHOI
AifnbHOCTI 3 dhapMakoHarnsgy. 3minHu |
TMny - AAMIHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHS Ta/abo agpecu Micus
NpoBaMKEHHS AiSANbHOCTI
BMpOG6HUKa/imMnopTepa roToBoro
NiKapcbKoro 3acoby, BKIYaKYUN AiNbHNL
BUMNYCKY cepii abo micLe npoBefeHHs
KOHTPO/O AKOCTI. (LiANLHICTL, 3a AKY
Bignosigae BMpobHuk/imnopTep,
BK/IHOYAOUM BUMYCK cepili) 3MiHa Ha3BM
BMpo6Huka MNN3. 3miHa Bigbynack y 3BA3Ky
3 npvBegeHHAM o GMP 6e3 dhakTnyHol
3MiHU Micus BUpO6HMLTBA. 3MiHV BHECEHO
B IHCTPYKLO ANS MeUYHOro
3acTOCyBaHHSA NikapCbKoro 3acoby B
po3ainn "BMpo6HuK" Ta
"Micue3HaxoMKeHHs BMPO6HMKa Ta agpeca
MiCLSi NPOBaKEHHSA OT0 AisSIbHOCTI", Ta,
AIK HACNIAOK, B TEKCT MapKyBaHHS YMakoBKM
nikapcbkoro 3acoby. 3mMiHum | Tuny - 3MiHn
wopo 6e3nekn/etheKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu) 3MiHu
BHECEHO B TEKCT MapKyBaHHS BTOPUHHOT (B
nyHktn 1, 2, 3,4,5,6,7,12,17) Ta
NePBUHHOT (B NYHKTU 2, 6) yNakoBKu
nikapcbKoro 3acoby.

207.

MENOKTAM

TabneTtkn no 15
mr; no 10

MicTtpan
Kenitan

AHrnin

Biodpapm Cn. 3
0.0.

Monbwa

BHECEHHS 3MiH 40 peecTpauinHmX
mMaTepianis: 3miHu | TMny - 3MiHK WoA0

3a

peuenmom

He
nionsiecae

UA/3719/01/02
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2, abo 3 6nictepun
B KapPTOHHIi
Kopobui

MapKyBaHHS Ta IHCTPYKL,ii A1 MegUyYHOro
3acToCyBaHHs
reHepuyHuX/riopuaHnx/éionodibHux
nikapcbKmx 3acobiB Nicnss BHECEHHSA Tiel
camoi 3MiHU Ha pedhepeHTHWIA npenapar
(3MiHa He nNoTpebye HafaHHA XOLHUX
HOBMX A0AATKOBUX AaHWX) 3MiHM BHECEHO
B IHCTPYKLiO ANst MegnyYHOoro
3aCTOCyBaHHS NikapCbkoro 3acoby A0
po3gainy "MokaszaHHA" (YTOYHEHHS), a TakoX
00 po3ainis: "®apmakonorivHi
BnactmsocTi", "MpoTunokasaHHsa",
"3acTocyBaHHs y nepiog, BariTHOCTi abo
roflysaHHs rpygao”, "Cnocié
3acTocyBaHHA Ta fo3n", "Mo6iuHi peakw,ii”
BiAMNOBIAHO A0 OHOB/IEHOT iIHChopMaLii Npo
Mefu4YHe 3acTocyBaHHSA pedhepeHTHOro
nikapcbkoro 3acoby (MOBAJIIC®,
Tabnetkv no 7,5 mr abo no 15 mr). 3minu |
TMny - AAMiHICTpaTBHI 3MiHW. 3MiHa Ha3BY
nikapcbkoro 3acoby - 3mMiHa Ha3Bu
nikapcbKoro 3acoby. 3aTBepaKeHo:
Acnikam(Aspicam) 3anponaHoBaHo:
Menoktam (Meloktam). 3miHun | Tuny -
3MiHU Wwoao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
y3arasibHeHNX JaHuxX Npo cuctemy
thapmakoHarnsgy (BeefieHHs
y3arasibHeHNX JaHuX Npo cuctemy
hapmakoHarnsagy, 3miHa ynoBHOBaXXeHOI
oco6wu, BiANOBIAa/IbHOT 3a 3iNCHEHHS
hapmakoHarnsgy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asBHuUka ans
3[ilicHeHHS dhapMakoHarnsay B YkpaiHi,
AKLO BOHA BiMiHHA Bif, yNOBHOBaXEHOT
ocobu, BiANOBIAa/IbHOI 3a 34iCHEHHS
hapmakoHarnsgy (BKIoyaym KOHTaKTHi
[aHi) Ta/abo 3MiHM y PO3MiLLleHHI MacTep-
chalina cuctemn chapmakoHarniagy) 3miHa

YNOBHOBaXKEHOI 0CO6U 3as1BHMKA,

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
TabneTtok y MeHepxme 6e3nekn/edpeKTUBHOCTI Ta
6nictepi; no 1 abo | HT JlimiTeq chapmakoHarnsgy. 3MiHM y KOPOTKilA
XapakTepucTuLi ikapcbKoro 3acoby, TeKCTi
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0YeHHs

BiZANOBIAANbLHOI 3a 34iiCHEHHSA
thapmakoHarnsagy. [fioua pegaxuis: Ewa
Kazmierczak. NMponoHoBaHa peaakLis:
Cipaxos Irop OnekcaHgpoBuy. 3miHa
KOHTaKTHUX AaHWX YNOBHOB&XXEHOI 0Co6u
3aABHWMKa, BiANOBIAa/ILHOI 38 34iiCHEHHS
thapmakoHarnsgy. 3miHa
MicLie3HaxoMKeHHs macTep-chalina
cuctemy hapmakoHarniagy Ta noro
HoMepa. 3MiHa MicLA 3AiiCHEHHS OCHOBHOT
OiSiNbHOCTI 3 hapmakoHarnsgy. 3MiHu |
TMny - AOMiHICTpaTVBHI 3MiHW. 3MiHa
HalimeHyBaHHS Ta/abo agpecu Micus
NPOBaKEHHS AiANBHOCTI
BUpOoGHUKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIYaUN AiNbHUL
BUMNYCKY cepii abo micLe npoBefeHHs
KOHTPOSO SKOCTI. (LiANbHICTb, 3a AKy
BignoBigae BMpob6HuK/imnopTep,
BK/IHOHA0UM BMNYCK cepiit) 3MiHa Ha3BK
BMpo6Huka NN3. 3miHa Bigbynack y 3BA3KY
3 npuBefeHHsAM 10 GMP 6e3 hakTUyHoI
3MiHU Micus BUpOGHMLTBA. 3MiHWM BHECEHO
B IHCTPYKL,i0 415 MEANYHOTO
3acTOoCyBaHHSA NikapCbKoro 3acoby B
po3ainn "BMpo6HuK" Ta
"Micue3HaxomKeHHs BUPO6OHMKa Ta agpeca
MiCLL MPOBaKEHHS A0ro AisnbHocTi", Ta,
AIK HACNIJOK, B TEKCT MapKyBaHHS YMakoBKM
nikapcbkoro 3acoby. 3MiHu | Tuny - 3miHn
wopo 6e3nekn/ethekTMBHOCTI Ta
thapmakoHarnsaay (iHwi 3miHun) 3miHn
BHECEHO B TEKCT MapKyBaHHS BTOPUHHOT (B
nyuktn 1, 2, 3,4,5,6,7,12,17) Ta
NepPBUHHOT (B MYHKTW 2, 6) yNnakoBK/
NikapcbKoro 3acoby.

208.

MEHOIMYP

MOPOLLIOK
niocpinisoBaHnii gns
PO34MHY ON15 iH'EKUNA
no 600 MO ®CT Ta
600 MO NT; 1
dh1akoH 3 NOPOLLKOM
y KOMNekTi 3 1
nonepegHL0

PeppiHr
IHTEepHeLwHN
CeHtep CA

LBeliuapis

BiNOBIAaNbHUIA 3a
BUPOBHMLTBO
MOPOLLKY Ta
PO3YMHHYIKa,
KOHTPO/1b IKOCTi Ta
BMNYCK cepil:
Peppinr MTM6X,
HimeuuunHa;

Himeuunxa/
LLiBeliyapisi/
Yecbka
Pecny6nika/
CLIA

BHECEHHS 3MiH [0 peecTpaljiiiHux maTtepianis:
3MiHn | TMNy - 3MiHK 3 SIKOCTi. [OTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
ab0 BBefieHHA A04AaTKOBOT AifIbHULL
BMPOGHMLTBA [/151 YACTUHM ab0 BCbOro
BMPOGHNYOro NpoLecy roToBoro NikapcbKoro
3acoby (finbHULA 415 BTOPUHHOTO NakyBaHHS).
JofaBaHHA albTEPHATUBHOIO BUPOBHMKA

3a
peyenmom

UA/6705/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
3arnoBHEHUM BiANOBiAA/IbHWIA 32 BiANOBIAA/IbHOTO 3a BTOPMHHE NaKyBaHHS:
LUINPULOM 3 BTOPVHHE ®eppiHr-/leunBa, a.c., Yecbka Pecnybnika /
PO3YMHHMKOM (M- nakyBaHHs: Ferring-Leciva, a.s., Czech Republic. 3miHu |
Kpeson, Boga ans ®eppiHr UMy - AGMIHICTPaTVBHI 3MiHM. 3MiHa
iH'ekuiii) no 1 mn, 1 IHTepHeLwwHN CeHTep HalilMeHyBaHHs Ta/abo agpecu Micud
ro/IKOK A/1A CA, Wseiiuapis; NpoBaKEHHS AiSNIbHOCTI BUPO6HMKa/iMnopTepa
po3BefeHHs, 9 BiANOBiga/IbHNIA 32 rOTOBOrO J1iKapCbKOro 3acoby, BK/IYa4mn
wnpruamm ans BTOPWHHE AinbHUL BUNYCKy cepii abo MicLe NnpoBeAeHHs
BBE[lEHHS B nakyBaHHs: KOHTPO/IO AKOCTI. (fiANbHICTb, 3a Ky BiAnoBifae
KapTOHHI ynakoBsL,i deppiHr-/leunsa, BVMPOGHMK/IMNOPTEpP, HEe BK/THOYaK4M BUMYCK
a.c., Yecbka cepiii). 3MiHa agpecy BUPOGHMKa
Pecny6nika; BiANOBIA&/ILHOrO 3a BTOPUHHE NaKyBaHHSA
KOHTPO/Ib SKOCTI ®eppiHr-fleunsa, a.c., Yecbka Pecnybnika.
(6ionoriyHuii Bupo6bHuya ainbH1uA Ta yci BUpobHuYi onepadii
aHanis): 3a/IMLIATLCA HE3MIHHUMUW. 3MiHu | TUny -
KBanTtek AZMiHICTpaTUBHI 3MiHN. BruiyyeHHs1 BUPOGHUYOT
Nab6opaTopis, IHK., OinbHUUI (BKIOYaoUM AinbHUUL ana Adl,
CLA NPOMIXXHOro MPOAYKTY abo roToBOro Mikapcbkoro
3aco06y, AiNbHULI AN NPOBEAEHHS NaKyBaHHs,
BMPOGHMKA, BiAMoBiga/IbHOro 3a BUMYCK Cepil,
MicLie NpoBefEHHS KOHTPOSIIO cepii) abo
noctavasibH1Ka BUXILHOTO MaTepiasty, peareHTy
a60 [JONOMIKHOI PeHOBMHM (SKLLO 3a3HAaYeHO Y
[0CbE). BunyyeHHsa B1upo6HyviKa BiANOBiAa/IbHOI
3a KOHTPO/Ib AKocTi (BionoriyHunid aHanis): JINT,
HimeuunHa. 3annwaeTbca anbTepHaTUBHNI
BUPOGHWK, SIKNIA BUKOHYE Ti X COYHKLT, LU0 7
BUyYeHuii: KBanTek Jlabopatopis, IHk., CLUA.

209. | MEHONYP NOpOLLOK deppiHr LLiBeiiuapis BiAnoBiganbHUIA 3a HimeuunHa/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/6705/01/03
niodhinizoBaHnin ns IHTepHeLHN BVMPOGHMLTBO LLsenuapis/ 3MmiHu | TMny - 3MiHKW 3 AKocTi. FoToBUIA peyenmom
po3unHy ans iH'ekuii | CeHTtep CA NopoLLKY Ta Yecbka nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
no 1200 MO ®CT T1a PO3YMHHVIKA, Pecny6nika/ ab0 BBeleHHA A04AaTKOBOI AiNbHULL
1200 MO I; 1 KOHTPO/b SKOCTi Ta CLA BMPOBHMLTBA A/151 YacTNHU abo BCbOro
dhnakoH 3 NOPOLLKOM BUMYCK cepii: BMPOGHNYOro NpoLecy roToBoro NikapcbKoro
Yy KOMMNAEKTi 3 2 PeppiHr MM6X, 3acoby (finbHUUA 4119 BTOPUHHOTO NakyBaHHS).
nonepeaHL0 HimeuuunHa; [lofaBaHHA anbTePHATUBHOIO BUPOBHMKA
3arnoBHEHNMU BiANOBiAA/IbHWIA 32 BiANOBIAA/IbHOrO 3a BTOPMHHE NaKyBaHHS:
wnpuuamu 3 BTOPVHHE ®eppiHr-/leunBa, a.c., Yecbka Pecnybnika /

PO3UYMHHMKOM (M- nakyBaHHs: Ferring-Leciva, a.s., Czech Republic. 3miHu |
Kpeson, Boga ans ®eppiHr TUny - AGMIHICTpPaTVBHI 3MiHK. 3MiHa

iH'exuiii) no 1 mn, 1
rofikoK ANs
po3sBefeHHs, 18

IHTepHewHn CeHTep
CA, LBeiiuapis;
BiANOBiAA/IbHWIA 32

HalilMeHyBaHHs Ta/abo agpecu Micus
NpoBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO /1iKapCbKOro 3acoby, BKIoUaoun

wnpuuamu ans BTOPVHHE OinbHUL BUNYCKY cepii abo MicLe npoBeAeHHs

BBE[IEHHS B nakyBaHHs: KOHTPO/IO AKOCTI. (fisNbHICTb, 3a Ky BiAnoBigae

KapTOHHIA ynakoBsL,i deppiHr-/leunsa, BMPOGHMWK/IMNOPTEpP, He BK/THOYakuM BUMYCK
a.c., Yecbka cepiid). 3MiHa agpecy BUPOGHMKa
Pecny6nika,; BiANOBI4&/IbHOrO 3a BTOPMHHE NaKyBaHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KOHTPO/Ib SKOCTI ®eppiHr-/leunsa, a.c., Yecbka Pecnybnika.
(6ionoriyHuii Bupo6bHuya ainbH1uA Ta yci BUpobHuYi onepadii
aHanis): 3a/IMLATLCA HE3MIHHUMUW. 3MiHu | TUny -
KBanTtek AZMIHICTpaTUBHI 3MiHN. BryyeHHs1 BUPO6HUYOT
Nab6opaTtopis, IHK., OinbHUUI (BKIOYaoUM AinbHUU ana Adl,
CLA NPOMIXXHOro NPOAYKTY abo roToBOro Mikapcbkoro
3aco06y, AiNbHULI AN NPOBEAEHHS NaKyBaHHs,
BMPOGHMKA, BiAMoBiga/IbHOro 3a BUMYCK cepil,
MicLie NpoBefEHHS KOHTPOSIIO cepii) abo
noctavasibH1Ka BUXILHOTO MaTepiasty, peareHTy
a60 [JONOMIKHOI PeHOBMHM (SKLLO 3a3HAaYeHO Y
[0CbE). BunyyeHHsa B1po6HyviKa BiANOBiAa/IbHOI
3a KOHTPO/Ib AKOCTi (BionoriuHunid aHanis): JINT,
HimeuunHa. 3annwaeTbca anbTepHaTUBHNI
BUPOGHWK, SIKUIA BUKOHYE Ti X COYHKLT, LU0 7
BUyYeHuii: KBanTek Jlabopatopis, IHk., CLUA.
210. | METAMI3ON PO34UH O151 iH'EKLLNA, AT Natsia BUPOGHUK, SKWiA Nartsis/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/20697/01/01
KANUEKC 500 mr/mn; no 2 mn "Kasiuekc" BignoBigae 3a TypeuunHa/ 3MiHu | TMNy - 3MiHK Woao peyernmom nionsieae
abo 5 mn B amnyni, KOHTpPO/Tb CnoBay4nHa 6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
no 5 amnyn B cepii/BMNpobyBaHHs: 3MiHa Y KOpOTKiil XxapakTepucTuLj NikapcbKoro
KOHTYPHIi AT "I'piHgekc", 3ac06y, TEKCTI MapKyBaHHSA Ta iIHCTPYKLiT Ans
YapyHKOBIl NaTBisi; BUPO6HUK, MeJMYHOro 3aCTOCYBaHHS Ha nifcrasi
ynakosLi; no 1 a6o 2 BiAnoBiganbHUIA 3a perynsipHoO OHOBJIKOBAHOTO 3BIiTY 3 6e3nekn
KOHTYPHI YapyHKOBI BWMYCK Cepil: nikapcbKoro 3acoby, abo gocnimkeHb 3 6esnekn
ynakoBkM B nauli 3 AT «Kanuekc», 3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
KapToHy Natsig; BCi cTagji nicnspeecTpauiiHnii nepiog, abo sk pesynbTar
BVMPOGHMYOTO OLLiHKM 3BIiTYy 3 AOCAIKEHb, MPOBEAEHNX
npovecy, Kpim BiANOBIAHO A0 MiaHy neiaTpUYHNX AOCHILKEHb
KOHTPONO (PIP) (3MiHY y3rokeHo 3 KOMNEeTEeHTHUM
cepii/sBunpobyBaHHs YNOBHOB&XEHNM OpraHoMm) - 3MiHU BHECEHO [0
i BUNyCKy cepii: IHCTPYKUIT AN MEAMNYHOrO 3aCTOCYBaHHS
Medap Inay CaHai niKapcbkoro 3acoby A0 po3ainis
A.C., TypeuumnHa,; BCi "MpoTnnoka3aHHs", "OcobamBoCTi
cTagii BUpobHu4oro 3acTocyBaHHS" BignoBigHO A0 iHdopMauil
npowecy, Kpim CTOCOBHO 6€e3neku Aio4ol peyoBUHU.
BMMYCKy cepii: XBM
®dapma c.p.o.,
CnosavuunHa
211. | META®OPA® | Tabnetku, AT Ykpaina AT "KMIBCbKNW YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a He UA/18616/01/01
-SR NPOJIOHIOBaHOT Aji, "KNIBCbKN BITAMIHHN 3MiHu | TMNY - 3MiHK Woa0 peyenmom nionsieae
no 1000 mr; no 10 n 3ABO4" 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsay.
Tabnetok y 6nictepi, | BITAMIHHA 3MiHa y KOpOTKiil XxapakTepucTuLj NikapCbkoro
no 3 a6o 6 6nictepis 1 3ABOA" 3aco6y, TEKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans

y nauuj

Me[IMYHOro 3aCTOCYBaHHS Ha nigcrasi
perynsipHoO OHOBJ/IHOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3acTOCyBaHHs NikapcbKoro 3acoby B
nicnsipeecTpauiiHiii nepiog, abo sk pesynbtat
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
OLLiHKVM 3BiTYy 3 AOC/iAKEeHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy nejiaTtpudHNX AOCNiAXeHb
(PIP) (3MiHy y3rofXeHo 3 KOMMEeTEHTHUM
YNOBHOB&)XXEHVM OPraHom)
3MiHV BHECEHO [0 iHCTPYKLIT 4151 MeanyHoro
3aCTOCyBaHHS NiKapCbKOro 3acoby y po3ain
"Oco611BOCTI 3acTOCyBaHHS" BigNoBigHO 40
OHOB/EHOI iHhopMaLii 3 6e3nekun Aito4yol
peyoBuHW. BBEAEHHA 3MiH NPOTATOM 6-TW
MiCALB Mic/1a 3aTBepAKEHHS
212. | METOMMKEKT | po3uvH Ans iH'ekuild, Mepak HimeuunHa BUPOGHMK, IO HimeyunHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/5873/01/02
® 50 mr/mn no 0,15 mn | lesenbwad Bignosigae 3a 3Mminn | TUnYy - 3MiHn 3 sKocTi. CepTudpikar peyenmom
(7,5 mr), a6o no 0,20 T dhrop BTOpPUHHE BignosigHocTi/lE-cepTudikat BignoBigHOCTI
M (10 mr), abo no KniHiwe nakyBaHHs, €Bponelicbkiit hapmakonei/MmoHorpadii.
0,25 mn (12,5 wr), LWneujansnp MapKyBaHHs, MoaaHHA HOBOro abo OHOBMIEHOrO cepTudikaTa
abo no 0,30 mn (15 enapate KOHTPO/b/BMNPOGYB BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
mr), abo no 0,35 mn M6X, aHHA cepii Ta 3a BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
(17,5 wr), abo no BMMNYCK cepii: Megak A®I; onsa BuxigHOro
0,40 mn (20 wmr), abo l'e3enbliadt drop marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
no 0,45 mn (22,5 KNiHiwe BMKOPUCTOBYHOTbCS Y BUPO6HMLTBI API; Ans
mr), a6o no 0,50 mn Lneuiansnpenapat [OMOMDKHOT peyoBmHUM (cepTuddikat
(25 wmr), abo no 0,55 e M6X, HimeuunHa; BiANOBIAHOCTI EBponeiickkili hapmakonei) -
M (27,5 mr), abo no BUPOGHUK, IO HoBuii cepTudpikat Ha HecTepunbHuit A®I, akuii
0,60 mn (30 mr) Bignosigae 3a 6yAe BMKOPMCTOBYBATUCSA A1 BUPOOHMLTBA
pO34nHy y BMPOOHNLTBO CTepuIbHOrO NiKapcbkoro 3acoby, AKL0 BoAa
nonepegHLo nikapcbKoro 3acoby, BMKOPWUCTOBYETHCA HA OCTAHHIX eTanax CMHTe3y
3arnoBHeHOMy nepBuHHE Ta mMaTepian He BifbHWIA Bif 6akTepianibHNX
wnpuui; no 1 nakyBaHHs, €H/JI0TOKCUWHIB - MOAaHHsA HOBOro cepTudikata
LINpu1LYy pasom i3 KOHTPONb/BUNPOGYB BiAgnoBigHOCTI EBponeiickbkilt hapmakonei Ne RO-
BOya0BaHo aHHs cepii: OHKOTEK CEP 2022-373 - Rev 00 gns gjto4oi pe4yoBuHm
iH'EKLLIHOIO rONKOH dapma MpogakLuH Methotrexate Bif Bxe 3aTBepAXeHOro
B KOHTYPHOMY M6X, HimeuyuunHa,; BMpo6Huka EXCELLA GMBH & CO. KG
YapyHKOBOMY BVPOGHWK, LLIO
6nicTepi; no 1 BignoBigae 3a
6nictepy B BTOPVHHE
KapTOHHI KopoobLyi nakyBaHHs:
LteremaHH MM6X &
Ko. KI., HimeyuunHa;
Mepak Mesenbwadt
dorop KniHiwe
Lneujansnpenapat
e M6X, HimeyunHa
213. | ME®PEHAMIH | Ta6bnetku no 500 mr TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 6e3 UA/18370/01/01
OBA no 10 TabneTtok y "®apmaueBT "®apmaueBTnyHa 3MiHu | TMNY - 3MiHK Woao peyenma
KNCNOTA 6nicTepi, no 2 nyHa komnaHis "®apKoC" 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy.
6nictepy B naui; no KOMnaHis BBeieHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
1 6nictepy 6e3 "®apKoC" npo cuctemy hapmakoHarnsgy (BBefeHHs

BKafaHHs y

y3ara/ibHeHUX gaHux npo cncrtemy
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o

214.

BTOPUHHY YMaKoBKY

hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,

BiANOBiAaANbHOI 3a 34iliCHEHHSA
thapmakoHarnagy; KOHTakTHOi ocobu 3
thapmakoHarnagy 3asBHuKa gns 34iiCHEHHSA
thapmMakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHA Bif, YyNOBHOB&XeHOI 0cobu,

BiANOBIAA/IbHOI 32 34iiCHEHH:A hapmakoHarnsagy

(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLLEeHHI MacTep-halina cucremm
thapmakoHarnagy) - 3miHa yrnoBHOBaXeHOi
0co6M 3asBHMKA, BignoBigaibHOI 3a
hapmakoHarnag. Aitoua pegakuis: Tep-
CapkicoBa Onbra barpartisHa. MNponoHoBaHa
pepakuis: KyTHak Biktop Masnosuy. 3miHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0CO6U
3asBHUKA, BiANOBIAA/IbHOI 3a hapMakoHarnsg,
3MiHa MicLe3HaxomKeHHs MacTep-taiina
cucteMu hapmakoHarnsgy Ta oro Homepa.
3MiHa MicUs 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy.

nocsBi0YeHHs

215.

MioTUnN

TabneTku, no 8 mr,
no 14 tabnetok y
6nictepi, no 1
6nictepy B
KapTOHHIA KopoobLi

TOB
"®APMALE
BTUYHA
KOMMAHIA
"®APMBEP
r

YkpaiHa

Biochapm Cn. 3 0.0.

Monbwa

BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis:
3MiHu | TURY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsay.
3MiHa y KOpOTKiil xapakTepucTuLj NikapCbkoro
3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynsipHoO OHOBJ/IHOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviiiHnii nepiog, abo Sk pesynbtat
OLLiHKVM 3BIiTYy 3 AOCiMKEeHb, NPOBEAEHNX
BiANOBIAHO A0 NnaHy nejiaTtpudHNX AOCNiAXKeHb
(PIP) (3MiHy y3rofXeHo 3 KOMMETEHTHUM
YNOBHOB&XEHUM OpraHoMm) - 3MiHW BHECEHO B
IHCTPYKUiO AN MeAUYHOro 3acTOCYBaHHSA
NiKapcbKoro 3acoby A0 po3gainis
"MpoTrnokasaHHs", "OcobmBOCTi
3acTocyBaHHSA", "3acTocyBaHHA y nepios,
BariTHOCTi abo rogyBaHHs rpyaar” (YTOUHEHHs
iHchopmawuii) Ta "Mo6iuHi peakwyii” BigNoBigHO A0
iHhopMaLii Woao 6e3nekn 3acTocyBaHHA Ajitoyoil
peyoBuHW. BBEAEHHSA 3MiH MPOTAroM 6-Tn
MicALB Mic/1a 3aTBepAKEHHs

3a
peyerimom

He
niossieae

UA/19602/01/01

MIPAMEKC®
na

Tabnetku
MPOJIOHroBaHoOI fji
no 0,75 mr; no 10
Tabnetok y 6nictepi,

no 3 6nictepu B

BepiHrep
IHrenbxanm
IHTEpHeLHN

6X

HimeuunHa

BupobHuuTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs1,
MapKyBaHHs,

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis:
BUMNpaB/eHHs TexHiYHOI nomuaku B MKA. Mig
Yyac BHECEHHS 3MiHU, fika CTOCYETLCA
BUKNaLEHHA TekcTy MKA aepxaHoto MOBOKO
(Haka3z MO3 N° 1589 Big 13.09.2024) 6yn10

3a
peyenmom

UA/3432/02/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KapTOHHI KopoobLi KOHTPO/b SKOCTI, [OMyLLEHO TEXHIYHY NOMUIIKY B HOMEPI
BK/TIOHAI0UM peecTpauiiHoro NocBiAYEeHHA Ha TUTY bHIl
[OCNiKEHHSA cTopiHui MKA nikapcbkmx 3acobis MIPAMNEKC®
CTabifIbHOCTI Ta M4, Tabnetkv nponoHroBaHoi Aji no 0,75 mr N°
BMNYCK cepil: 10x3 y 6nicTtepax. Takox A/15 NikapCbKOro
BepiHrep 3acoby MIPAMEKC® MA,tabnetkn
IHrenbxavim ®apma nposioHroBaHoi gii no 0,75 mr, nig yac
'm6X i Ko. KI, 3a3HayveHol npoueaypu (BUKNageHHs TEeKCTy
HimeuunHa,; MKA gepxxaHor MOBOKO), MOMUIKOBO
Brpo6HMUTBO, nponyLLeHniA Ha TUTY bHIl CTOpiHLI MK4,
KOHTPO/b AKOCTI, BMPOGHUK PoTTeHopc Papma Mm6X
BK/IOHA0UU HimeuunHa Ta He 3a3HaueHi OyHKLii BUPOOHUKa
[OCTiHKEHHS Bepinrep IHrenbxaiim ®apma M'vbX i Ko. K,
cTabinbHOCTI Ta HimeuunHa Ta PoTtTeHgopd ®apma MvbX,
BUMYCK cepil HimeuunHa
roToBOro
nikapcbKoro 3acoby:
PotTeHgopc dapma
mM6X, HimeuunHa,;
MepBuHHE Ta
BTOPUHHE
nakyBaHHs,
MapKyBaHHS:
PotteHgopc dapma
'm6X, HimeyunHa
216. | MIPAMEKC® Tabnetku BepiHrep HimeuunHa Bupo6bHuuTBO, HimeyunHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/3432/02/03
na MPOJIOHrOBaHOI fji IHrenbxanm nepBrHHe Ta BMMNpaB/IEHHS TEXHIYHOI nomuaku B MKA. Mig peyenmom
no 1,5 wr; no 10 IHTepHeLuHN BTOPUHHE yac BHECEHHS 3MiHU, ika CTOCYETbCA
Tabnetok y 6nictepi, 6X nakyBaHHs, BUKNaAeHHa TekcTy MKS aepxaHoto MOBOKO
no 3 6nictepu B MapKyBaHHs1, (Haka3 MO3 N° 1589 Big 13.09.2024) 6yno
KapTOHHIA Kopoo6Li KOHTPO/b AKOCTI, [0NyLLIeHO TEXHIYHY NOMUIIKY B HOMEPI
BK/TIOHA0UM

[OCNiKEHHS
cTabinbHOCTI Ta
BMNYCK cepil:
Bepinrep
IHrenbxavim ®apma
'm6X i Ko. KI,
HimeuunHa;
Brpo6HMUTBO,
KOHTPO/b SIKOCTI,
BK/IHOYAOYMN
LOCNiMKEHHS
CTabinbHOCTI Ta
BUMYCK cepil
roToBOro
nikapcbKoro 3acoby:
PotteHgopd ®apma

peecTpaLiiHOro NOCBIAYEHHSI Ha TUTY/bHIi
cTopiHyi MKSA nikapcbkmx 3aco6is MIPAMNEKC®
MNA, Tabnetkvn NnposoHroBaHoi gji no 1,5 mr N°
10x3 y 6nicTepax.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
mM6X, HimeuunHa,;
MepBuHHE Ta
BTOPUHHE
nakyBaHHS,
MapKyBaHHS:
PotteHgopc dapma
'm6X, HimeyunHa
217. | MOOUTEH PO34UH O151 iH'EKLLNA, KPKA, a.4., CnoBeHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/0893/01/01
AENO 25 mr/mn; no 1 mn e HoBo mecTo MecTo 3MiHu | TMNYy - 3MiHK Woao peyernmom
amnyni; no 5 amnyn 6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsay.
y 6nictepi; no 1 3MiHa yacToTu Ta/abo TepMiHiB NogaHHSA
6nictepy B perynspHO OHOB/IIOBaHMX 3BITIB 3 6e3neku
KapTOHHIA Kopoo6Li nikapcbkyx 3aco6iB. 3MiHM y YacToTi Ta gartax
nofaHHA perynsapHoO OHOBJ/IHOBAHOTO 3BITY 3
6e3neku.
[itoua pepakuis: Yactota nofaHHA perynspHo
OHOBJ/IOBAHOIO 3BITY 3 6e3nekn 13 pokiB.
KiHueBa gata A4nsa BKIOYEHHA AaHnx go PO3b -
17.12.2025 p. fata nogaHHs - 17.03.2026 p.
MponoHoBaHa pegakuis: Yactota nogaHHs
perynsipHoO OHOBJ/IOBAHOrO 3BIiTy 3 6e3nekn 11
pokiB. KiHueBa fata Ans BKIIOYEHHA fJaHuX Ao
PO3b - 03.05.2039 p. [aTa nofaHHs -
01.08.2039 p. PekomeHO0BaHO [0
3aTBEePKEHHS BiANOBIAHO A0 NepioANYHOCTI
noAaHHA PerynsipHo OHOB/IIOBAHWX 3BITIB 3
6e3nekun nikapcbkunx 3acobis y EC.
218. | MOKCUMAK pO34uH A8 iHQy3il, [ouipHe YkpaiHa [JouipHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a He UA/17327/01/01
400 mr/250 mn; no nignpuemMcTs nigNpPUEMCTBO 3MiHu | TMNY - 3MiHK Woao peuyenmom | nidssizae
250 MmNy KoHTeliHepi o "®apmartpeiig’ 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy.
3 NOAINpornineHy; no "®apmatpeii 3MiHa y KOpOTKiil XxapakTepucTuLji Nikapcbkoro
1 KOHTelHepy B a" 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ana
KapTOHHI/ ynakoBsLi; Me[MYHOro 3aCTOCYBaHHS Ha nigcrasi
no 250 mny perynsipHoO OHOB/THOBAHOIO 3BiTYy 3 6e3neku
KOHTEliHepi 3 nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
nonisiHinxnopuay; 3aCTOCyBaHHS Nikapcbkoro 3acoby B
no 1 KoHTeliHepy B nicnspeecTpauiiHnii nepiog, abo Ak pesynbTar
nonimepHiii nnisui B OL|iHKM 3BITY 3 AOC/iMKEHb, MPOBEAEHNX
KapTOHHI ynakosL,i BIANOBIAHO A0 NMiaHy nefiaTpUYHNX AOCAILKEHD
(PIP) (3MiHY y3rofpkeHo 3 KOMNeTEeHTHUM
YNOBHOB&XXEHVNM OPraHoMm)
3MiHU BHECEHO [0 IHCTPYKUiT AN MeANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby A0 po3ainy
"Mo6iyHi peakuii" BiANOBIAHO A0 pekoMeHaaLii
PRAC. TepmiH BBeAEHHS 3MiH MpoTsArom 6
MiCSLIB MiCNsA 3aTBEPAKEHHS.
219. | MOKCUDNIOK | TabneTtku, BKpUTI TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 3a He UA/19995/01/01
CAUVH 060/10HKOH0, M0 400 "ACTPA®A "ACTPAGAPM" 3MiHu | TMNY - 3MiHK Woao peyenmom | nionsizae
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

mr; no 5 a6o no 10
Tabnetok y 6nictepi;
no 1 6nictepy B
KOpPOO6Lii 3 KApTOHY

PM"

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKiil XxapakTepucTuLj NikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA Ha NiacTasi
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo Ak pesynbTar
OLLiHKVM 3BIiTYy 3 AOCAIKEHb, MPOBEAEHNX
BIANOBIAHO A0 MaHy neaiaTpUYHNX AOCHILKEHb
(PIP) (3MiHy y3rokeHo 3 KOMNeTEeHTHUM
YMNOBHOB&XEHVNM OpraHom)
3MiHU BHECEHO [0 IHCTPYKLUIT AN MEeANYHOro
3acTocyBaHHS NikapcbKoro 3acoby y po3gin
"Mo6iyHi peakuii" BiANOBIAHO A0 OHOBMEHOI
iHchopmawuii 3 6e3nekn Ajto4oi peyoBUHN.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHSA

220.

MOKCU®/IOK
CALMH

TabneTku, BKpUTI
nNiBKOBOIO
06010HKot0, N0 400
mr; no 5 a6o 10
Tabnetok y 6nictepi;
no 1 6nictepy B
nauui

AT
"Jly6HUhap
et

Ykpaina

AT "ly6Hndhapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis:
3MiHu | TUNY - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKiil XxapakTepucTuLj Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
MEeAMYHOro 3aCTOCYBaHHSA Ha MmiacTasi
perynsipHoO OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acToCyBaHHS NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo Ak pesynbTar
OL|iHKM 3BITY 3 JOC/iMKEHb, MPOBEAEHNX
BIANOBIAHO A0 NMnaHy nefiaTpUyHNX AOCAILKEHb
(PIP) (3mMiHy y3rofxeHo 3 KOMMEeTEeHTHUM
YNOBHOB&XXEHUM OpraHoMm) - 3MiHW BHECEHO [0
IHCTPYKL|i 415 MEAMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3giny “MobivHi peakuii”
BiANOBIAHO [0 pekomeHaauin PRAC

3a
peyenmom

He
nionsiecae

UA/20752/01/01

221.

MOJIECKIH®

masb 0,1 %; no 15
y Ty6i; no 1 Ty6i y
nadi 3 KapToHy

AT
"®apmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis:
3MiHu | TUnYy - 3MiHKM 3 AkocTi. CepTudikaT
BignosigHocTi/IE-cepTudikar BignosigHocCTi
€sponelicbkiin hapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BU/yUYEHHS cepTudikata
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei: ans
A®I; ana BuxigHoro
martepiany/peareHTy/NPoOMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCA Y BUPOOHULTBI AdDI; ans
[0NOMDKHOT peyoBrHK (cepTudpikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOBeHW cepTUddiKaT Bif Y)Xe 3aTBEpAKEHOr0

3a
peyerimom

UA/7002/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BMPOGHMKa. MNogaHHs OHOBMEHOro cepTudiikata
BiANoBigHOCTI EBponeiickkilt hapmakonei Ne R1-
CEP 2007-194-Rev 03 (3aTBepgkeHo: R1-CEP
2007-194-Rev 02) ans Aito4oi peyoBuHU
Mometasone furoate Bif BXe 3aTBEpAKEHOrO
BMpo6HMKa SYMBIOTEC PHARMALAB
PRIVATE LIMITED, IHgis.
222. | MOHOIMPOCT | kpanni o4Hi, po3uuH, | JIABOPATY ®paHuin EKCE/BI3IOH PpaHuin BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/16308/01/01
® 50 mkr/mn; no 0,2 AP TEA 3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom | nidsis2ae
M1 B 04HOA030BOMY HalilmeHyBaHHs Ta/abo agpecu Micud
KOHTeliHepi; no 5 NpoBaPKeHHA AiSbHOCTI BUpobHUKa/imnopTepa
0/HOA030BUX rOTOBOrO /1iKapCbKOro 3acoby, BK/IYaumn
KOHTEliHepiB, AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
3’eAHaHUX MiX KOHTPOJIO SIKOCTI. (AisS/IbHICTb, 3a SKy Bignosigae
€06010 y CTPiUKy BMPOGHUK/IMNIOPTEP, BK/IKOYAKOYM BUMYCK Cepilt),
(cTpwun), y cawe; no 3MiHa agpecu MicLsA NPOBaKEHHS AiS/IbHOCTI
6 calle y KapTOHHii BUpOo6HMKa /13. Takox 3MiH1 BHECEHO B
Kopoobui IHCTPYKL,il0 415 MeAnYHOro 3acTocyBaHHS
nikapcbKoro 3acoby y po3ain
«MicLe3HaxoKeHHs1 BUpOGHUKa Ta agpeca
MiCLiA NPOBaKEHHS NOr0 AiSNIbHOCTI» 3
BIANOBIAHUMY 3MiHAMW Y TEKCTi MapKyBaHHS
ynakoBKK NikapcbKoro 3acoby. BeeAeHHs 3MiH
NpPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS.
223. | MOHTENYKA | Tabnetku, BKpUTI Akkopg, Monbwa BMPOGHMLTBO IHais/ BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a He UA/19125/01/01
CT FEHENM nNiBKOBOIO Xernckea nikapcbKoro 3acoby, Benvka 3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peuyenmom | nidssizae
o060n0oHkoto, no 10 Moncka Cn. nepBrHHe Ta BpuTtaHis/ Has3BW NikapcbKoro 3acoby - 3MiHa Ha3Bun
mr; no 14 tabneTtok 3.0.0. BTOPUHHE YropwuHa/ NiKapcbKoro 3acoby. 3aTBepAXeHO:
y 6nicTepi; no 2 nakyBaHHs, Monbua MoHTenykact Hekctdpapm (Montelukast
6nicTepn y nauui KOHTPO/Ib SKOCTI Nextpharm) 3anponoHosaHo: MoHTenykact
cepii: [eHeim
IHTac (Montelukast Geneym) TepMiH BBeA,€HHS 3MiH -

dapmacboTikanc
Nimiteg, IHAis;

BMPOGHMLTBO
nikapcbKoro 3acoby,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI
cepii:

IHTac
dapmacbloTikanc
Nimviten, HAajs;

[10AaTKOBA AiNbHALSA
3 NEPBMHHOIO Ta

npoTArom 6 micsAiB NicnsA 3aTBEpAKEHHS. 3MiHN
| Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) 3MiHW BHECEHO B
TEKCT MapKyBaHHA BTOPUHHOT YNakoBKK
nikapcbkoro 3acoby B n. 17.
TepMiH BBEAEHHS 3MiH - MPOTAroM 6 micAuiB
nicns 3aTBepApkKeHHs.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0YeHHs

BTOPUHHOTO
naxkyBaHHs:
AKKOP[, XENCKEA
NIMITE/L, Benvka
BpuTaHis;

[oJaTKoBa Ai/bHUUSA
3 NEePBUHHOIO Ta
BTOPMHHOrO
nakyBaHHA:
AKKOP[I-tOKEW
NIMITEL, Benuka
Bputanis;

KOHTPONb AKOCTI:
OAPMABANIA NTA,.
Mikpo6ionoriyHa
nab6opaTopis,
YropumHa;

KOHTPONb AKOCTI:
€BpochiHC
AHaniTikan Cepsices
XaHrepi K,
YropumHa;

BiiNOBIAaNbHUIA 3a
BWMNYCK Cepil:
Akkopg Xenckea
Moncka Cn. 3 0.0.
Cknag Imnoptepa,
MNonblua

224,

MYNbTUIPU
M HA3Ab
®ITO

cnpeli Ha3aNbHUA,
po3uuH 0,1 %; no 10
M1y hnakoHi 3
posnuaBavem; no
1 donakoHy B
KapTOHHIlA KOpooLi

Jenbta
Megiken
MpomoyLH3
Al

LLsenuapis

BMPOGHMLTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs1, BUNYCK
cepii: biodpapm CA,
PyMyHisi; KOHTpONb
cepii (dizmko-
XIMiYHW Ta
Mikpo6ionoriyHuii
KOHTpOnb): Biothapm
C.A., PymyHisi

PymyHis

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MiHu | TURY - 3MiHK Woao
6e3nekun/ethekTVBHOCTI Ta hapMakoHariagy
(iHLWi 3MiHW). 3MiHW BHECEHO Y TEKCT
MapKyBaHHS MEePBUHHOI (1. 6) Ta BTOPUHHOI
(n.17) ynakoBOK NikapcbKoro 3acoby. TepMiH
BBE/EHHS 3MiH - MPOTAroM 6 micauis nicns
3aBTEPPKEHHS.

6e3
peyenma

UA/15720/01/01

225.

HA3UNBIH®

cnpeii HazaslbHUiA,
[po3oBaHuit 0,05 %,
no 10 mn y donakoHi
3 03yl0UnM
NPUCTPOEM; Nno 1

Mi enp, Oxi
Xenc
[xepmani
6X

HimeuunHa

Codghapimexc -
IHgycTpia Kimika e
$apmaueyTika, C.A.,
MopTyranis;
MpokTep eHa Fembn

Moptyranis/
HimeuunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis:
3MiHu | TYny - 3MiHKW 3 AKoCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
ab0 BBeleHHA A0A4ATKOBOI AiNbHULLI
BMPOGHMLTBA A1 YACTUHM abo BCbOro

6e3
peuyenma

nionsieae

UA/18086/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
chnakoHy B MaHydhek4ypiHr BMPOGHMYOro MpOLecy roToBOro /ikapcbKoro

KapTOHHI KopobLyj;
h1akoH MICTUTb He
MeHLwe 143
BrMopcKyBaHb

'mM6X, HimeuyunHa

3acoby (4inbHUUA 4118 BTOPUHHOTO NakyBaHHS).
BBeneHHs fogartkoBoi AinbHuui 13 MNpokTtep
eHg Nem6n MaHydekuypiHr MTM6X, HimeuunHa,
AK BUPOOHUKA A151 BTOPUHHOIO NakyBaHHS.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | TUNy - 3MiHW 3 AKOCTI.
[OTOBWIA Nlikapcbkuii 3aci6. 3miHK y
BMPOGHULTBI. 3amiHa abo BBEAEHHA [0AaTKOBOI
OiNbHULI BUPOBHMLTBA /18 YacTHK abo BCbOro
BMPOGHNYOro NpoLecy roToBoro NikapcbKoro
3acoby (ginbHUUSA 4118 NEPBUHHOIO NakyBaHHS).
BBeneHHst gogatkoBoi AinbHuui M3 MpokTep
eHf M'em6n MaHydekuypiHr F'm6X, HimeyuunHa,
AK BUPOGHUKA A4/151 NEPBUHHOTO NakKyBaHHS.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBepMKEHHSA. 3MiHN | TUMY - 3MiHW 3 SIKOCTI.
[OTOBWIA nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS [0AaTKOBOI
LiNbHUL BUPOBHULTBA A/19 YACTUHN abo BCbOro
BMPOGHMYOro NPOoLEecy roToBoro NikapcbKoro
3aco06y (4inbHMLA, Ha K NpoBOAATLCA Oy ab-
AKi BUPOGHMYI cTagil, 3a BUHATKOM BUMYCKY
cepiil, KOHTPO/HO AKOCTi, NEPBUHHOTO Ta
BTOPWHHOTO NaKyBaHHS, A/ HECTEPUTbHNX
nikapcbkux 3acobis). BBeAeHHs [04aTKOBOI
AinbHuui M3 MpokTep eHp Fem6n
MaHydhekuypiHr FTM6X, HimeuyunHa, sk
BUPOGHMKA [151 BCbOro BUPOBHNYOro npoLecy
rOTOBOrO /liKapCbKoro 3acoby. BeefeHHs 3MiH
NPOTArom 6-T1 MiCALIB MiC/IA 3aTBEPAKEHHS.
3MiHu | TNy - 3MiHKW 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOBHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTLCS BUMYCKY Cepil
Ta KOHTPO/II0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo fofaBaHHs BUPOOHUKA, L0
BiANoOBigae 3a BBe3€HHSA Ta/abo Bunyck cepii) -
B/itoyatoumn KOHTPOb/BUNPOBYBaHHSA cepii.
BBeneHHs fonartkoBoi AinbHuui 13 MNpokTtep
eHg Nem6n MaHydekuypiHr MTM6X, HimeuunHa,
AK BUPOOHUMKa A1 BUMYCKa Cepii BKIovatoun
KOHTPO/Ib AKOCTi. 3MiHW BHECEHO B iHCTPYKLItO
[N MeANYHOro 3aCTOCYBaHHSA NiKapCbKOro
3acoby y po3ainn «BupobHuk» Ta
«MicLe3HaxomKeHHs BUPOOHUKa Ta agpeca
MiCLii MPOBaPKEHHS A0OT0 AiSNIbHOCTI»
(mopaBaHHsA BUPOGHWMKA), SIK HACNiAO0K —
3aTBEPKEHHS TEKCTY MapKyBaHHS yNakoBKM
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

nikapcbKoro 3acoby 15 A0AaTKOBOro
BMPOGHMKa. BBeaeHHS 3MiH NpoTsArom 6-tu
MiCALIB MicNA 3aTBEPKEHHSA. 3MiHu | TNy -
3MmiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHULTBI. 3MiHW Y npoueci BUpoOHULTBA
roTOBOro NikapCbKOro 3acoby, BKIYaUN
MPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NP
BUPOBHULTBI rOTOBOrO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y npoueci BUpoOHNLTBA).
He3HauHa 3MiHa y npoueci BUpoGHMLTBA - 3MiHA
cTepunisadii BUpo6HMYOro obafHaHHs 3
cTepunisaii HaCMYEeHUM NapoM Ha OUMLLIEHHS Ta
AesiHdhekLilo rapsyo BoA0K abo Hacu4eHo
napoto. PefakuiiiHi npaBku - Biio6paXeHHs
iHchopmauii npo maTepian Ta o61agHaHHA
pa3oM. BBefieHHS1 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepikeHHs. 3MiHu | Tuny - 3MiHK 3
AKocTi. FoToBUIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AONYCTUMUX MEX FTOTOBOrO
NiKapcbKoro 3acoby (40NOBHEHHS cneuudikawil
HOBWM MOKA3HUKOM 3 BifNOBIAHUM METOA0M
BMNpo6yBaHHS). [lonoBHEHHSA cnevudikavii nig,
yac BUMYCKY HOBMM MOKa3HWKOM 3 BiAMOBIigHUM
MEeTOA0M BUMPOOYBaHHS. «KinbKicTb
BMOPCKYBaHb B OIHOMY (p/1aKOHI» BifnoBiAHO 40
MoHorpadii EP «HazanbHi nikapcbki 3aco6u».
3MiHN BHECEHO B iIHCTPYKL,iIO 415 MeANYHOro
3acTocyBaHHS NikapcbKoro 3acoby y po3gin
«Ynakoska». BBefjleHHs 3MiH NPOTAroM 6-Tu
MiCALIB MiC/A 3aTBepKEHHS. 3MiHu | Tuny -
3MiHM 3 siKocTi. FO0TOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO Nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPOBYBaHHSA rOTOBOrO /iKapCbKOro
3aco6y (OHOB/IEHHA npoLeaypy BUNPobyBaHHSA
AN NpUBEAEHHS Y BiANOBIAHICTb 3i 3MiIHEHOIO
3aranbHoto ctatTeto Y abo €sponeiicbkol
hapmakonei). 3MiHW y cnevmdikayii BianosigHO
[0 MmoHorpadii EP «HasanbHi nikapcbki 3aco6m»
ana 1. "OfHOpIAHICTb A03W, WO A0oCTaBiseTbea"
nif, yac BMNyCKy Ta Ha TEPMiH NPUAATHOCTI,
(3aTBEPKEHO: CepefiHA [03a, L0
pocTtaBnseTbes +25% makcumym 2 i3 10 >+
25% , ane 3aBxaun < +35%; 3anponoHoBaHo:
MoBuHHO BigNoBIAaTY BBEAEHHSA 3MiH NPOTArOM
6-TV MicALIB MiCc/1A 3aTBepMKEHHSA. 3MiHu | Tuny -
3MiHM 3 siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOro NikapcbKoro 3acoby. 3miHa y
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
MeToAax BUNPOBYBaHHSA rOTOBOrO /iKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBepKeHnX
MeTofAax BUNPOGYyBaHHS).
HesHauHa 3miHa y 3aTBEPAKEHNX METOAAX
BMNPO6YBaHHSA BiANOBIAHO 40 MoHorpadii EP
«HasanbHi nikapcbki 3acobu» Ana T.
"OAHOPIAHICTb [03K, WO A0CTaBNsAETbCA".
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHSA
226. | HA3O- cnpeii Ha3asTbHUIA, TOBAPUCT YkpaiHa KOHTPO/b AKOCTI, YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 6e3 UA/9393/01/01
CMPEN 0,5 mr/mn; no 15 mn BO 3 BMNYCK cepil: 3MiHu | TMNY - 3MiHK Woao peuyenma
Y KOHTeiHepi 3 OBMEXXEH ToBapucTBo 3 6e3nekn/edhekTVBHOCTI Ta hapMakoHariagy
po3nuoBaveM; no (e]}0) 0bMexeHot (iHWi 3MiHW).
1 KOHTelHepy 3 BIAMOBIOA BiANOBIA&/IbHICTIO OHOBNEHHA TEKCTY MapKyBaHHS NePBUHHOI Ta
posnustoBayem B NbHICTHO "[ocnigHnii 3aBog BTOPVHHOI YNakoBOK JlikapCbKOro 3acoby, a
nauuj 3 KapToHy «KOPTOPA "rHUC, came: - BUly4yeHo iHdhopmaLiiio, 3a3HaveHy
uiA YKpaiHa,; POCiliCbKOK0 MOBOIO; - NEepPEHECEHO MiXKHAPOHi
«300POB’'A BCi cTagii NO3HaYeHHS OAUHULIb BUMIPIOBAHHS;
» BMPOGHMLITBA, - YTOUYHEHO iHdhopMaLiio LoA0 /1oroTmny
KOHTPO/b SKOCTI, 3asBHMKa Ta TeXHIYHOI iHdhopMaLiT;
BMNYCK cepil: - BHECEHO He3HauHi pefdakUiiiHi npaBku nNo
ToBapucTBO 3 TEKCTY MapKyBaHHSA NepBUHHOT Ta BTOPUHHOT
06MeXeHo yrnakoBOK NikapcbKoro 3acoby.
BiANOBIA&NBHICTIO TepmiH BBEAEHHS 3MiH - NPOTArom 6 micauis
"®apmaueBTnyHa nicns 3aTBepmAkKeHHs
KOMMaHis
"3p0pos'a”,
YkpaiHa,
BCi cTagii
BMPOGHMLTBA, OKPIM
KOHTPOJIIO AKOCTi Ta
BMNYCKY cepil:
ToBapucTBo 3
0bMexeHoto
BIANOBIA&/IbHICTIO
"®apmaueBTnyHa
KoMnaHis
"3popos'a",
Ykpaina
227. | HA3O0- cnpeii HasaslbHUIA, TOBAPUCT YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 6e3 UA/13145/01/01
CMPE GEBI po3uuH 0,25 mr/mn; BO 3 BUPOBHMLTBA, 3MiHu | TMNY - 3MiHK Woao peuenma
no 15 mn y donakoHi OBMEXXEH KOHTPO/b SIKOCTI, 6e3nekn/edhekTVBHOCTI Ta hapMakoHariagy
3i ck1a 3 KnanaHom- oK BMNYCK cepil: (iHWi 3MiHW).
Hacocom, BIAMOBIOA ToBapucTBo 3 OHOBNEHHA TEKCTY MapKyBaHHA NEPBUHHOI Ta
Hasa/1bHO NBHICTHO 06MeXeHo BTOPVHHOI YNaKoBOK JlikapCbKOro 3acoby, a
HacafKoto- «KOPIMNOPA BifNOBIAA/IbHICTIO came:
posnuoBayem Ta uiA "®apmaueBTnyHa - BUTyY€eHO iH(hopMaLito, 3a3Ha4eHy pocCilicbKor
3axXUCHUM «300POB’'A KOMNaHis MOBOIO;
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KOBMaykom; no 1 » "3p0pos'a”, - NepeHeceHo MKHaApPOAHI NO3HAYEHHS OAMHULbB
hnakoHy B KOpOO6Lj; YKkpaiHa; BMIpPIOBaHHS;
no 20 mn y pnakoHi BCi cTagii - YTOUYHEHO iH(hopMaLLiio LLOA0 10roTUnYy
nonimepHomy 3 BMPOGHMLTBA, OKPIM 3asBHMKa Ta TEXHIYHOT iHhopmaL;i;
KnanaHoM-HacocoMm, KOHTPOJTI0 AKOCTi Ta - BHECEHO He3HauHi pefakuiliHi npaBku No
Ha3a/IbHO0 BUMYCKY Cepii: TeKCTY MapKyBaHHs NEPBUHHOI Ta BTOPUHHOT
HacafKoto- ToBapucTeo 3 yNaKoBOK /TiKapCbKOro 3acoby.
posnuaBayem Ta 06MeXeHo TepMiH BBEIEHHS 3MiH - MPOTAroM 6 micAauis
3axX1CHUM BiANOBIAANLHICTIO nicns saTBepakeHHs
KoBna4kom; no 1 "®apmMaueBTNYHa
hnakoHy B KOPO6L KOMnaHis
3 KapTOHY "3p0pos'a”,
YKpaiHa
228. | HA3O- cnpeii HasaslbHUiA, TOBAPUCT YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 6e3 UA/12989/01/01
CMPE 3 0,5 mr/mn; no 15 mn BO 3 BMPOGHMLTBA, 3MiHu | TMNy - 3MiHK Woao peyenma
EKCTPAKTO y donakoHi 3i ckna 3 OBMEXEH KOHTPO/b AKOCTI, 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
M ANNIOE KfianaHoM-HacocoM, oK BMNYCK cepil: (iHLi 3MiHN).
Ha3asibHO BIAMOBIOA ToBapucTBo 3 OHOB/EHHSA TEKCTY MapKyBaHHS NePBUHHOI Ta
HacafKoto- NBHICTIO 0bMexeHot BTOPUHHOT YMakoBOK NikapCbKoro 3acoby, a
po3nuaBayemM Ta «KOPIMOPA BiANOBIA&/IbHICTIO came:
3aXUCHUM LA "®apmMaueBTUYHA - BUy4eHo iHhopmauito, 3a3HaveHy poCiiCbKoo
KoBnaykom; no 1 «30POB’A KOMMaHis MOBOIO;
donakoHy y Kopobui; » "3p0poB'a”, - NepeHeceHo MKHaPOAHI NO3HAYEHHS OAUHULb
no 20 mn y pnakoHi YkpaiHa; BMMIpIOBaHHS;
nonimepHomy 3 BCi cTagii - YTOUYHEHO iHdhopMaLiio LWoA0 /1oroTmny
KflanaHoM-HacocoM, BUPOBHMLTBA, OKPIM 3asBHMKa Ta TeXHIYHOI iHdhopMaLiT;
Ha3a/1bHO KOHTPOJIO SKOCTi Ta - BHECEHO He3HauHi pejakLiliHi npaBku B TEKCT
HacafKoto- BUNYCKy cepil: MapKyBaHHS YNakoBOK Nikapcbkoro 3acoby.
posnuaoBayem Ta ToBapucTeo 3 TepMiH BBeieHHS 3MiH - NPOTArom 6 micAuiB
3aXMCHUM 06MexeHo nicns saTBepmakKeHHs
KoBMaykom; no 1 BiANOBIAA/IbHICTIO
hnakoHy y Kopoobui "®apMaueBTUYHA
KOMMNaHis
"3p0pos'a”,
YKpaiHa
229. | HANTE3IH® TabneTkun, BKpUTI KPKA, a.4., CnoBeHis BiANoBiAaIbHNIA 3a CnoseHis/ BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 6e3 UA/8938/01/01
NNiBKOBOO HoBo mecTo BMPOGHMLTBO "in IHais 3MiHu | TUnYy - 3MiHKM 3 AkocTi. CepTudikaT peyenma

060/10HKOI0, N0 275
mr no 10 TabneTok y
6nicTepi; no 1 abo 2
6nictepu B
KapTOHHI KopoobLi

bulk", nepsuHHy Ta
BTOPUHHY YMakoBKY,
KOHTPO/b Ta BUMYCK
cepii

KPKA, a.4., Hoso

mecTo, CrioBeHis;
BiAnoBiganbHUIA 3a

BMPOGHMLTBO "in
bulk”, nepsuHHY Ta
BTOPWHHY YNakoBKy

FOHiuem

BignosigHocTi/IE-cepTudikar BignosigHocCTi
€sponelicbkiin hapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BU/yUYEHHS cepTudikata
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei: ans
A®I; ana BuxigHoro
martepiany/peareHTy/NPoOMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCA Y BUPOOHULTBI AdDI; ans
[0NOMDKHOT peyoBrHK (cepTudpikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOBeHW cepTUddiKaT Bif Y)Xe 3aTBEpAKEHOr0
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

Na6opaTopiec
NimiTep, HAis;
BiiNOBIAaNbHUIA 3a
KOHTpPO/b cepii
(hi3nuHi Ta XiMiyHi

MEeTOAN KOHTPOIO):

Nab6eHa 4.0.0,
CnoseHisa

BMPOGHMKA - MOAaHHSA OHOBJ/IEHOrO cepTudikaTy
BignosigHOCTI €Bp. ®apm. ana AP Bif BXe
3aTBEpAKEHOro Bupo6Huka DIVI'S
LABORATORIES LTD, IHgia CEP Ne R1-CEP
2007-110-Rev 03 (3atBepmkeHo: R1-CEP 2007-
110-Rev 02. 3MiHn | TURY - 3MiHK 3 SKOCTI.
CepTtudpikaT BignosigHocTi/l E-cepTudoikar
BiANOBIAHOCTI EBponeiichbkili
thapmakonei/mMmoHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTIi abo
BWIYYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ans
BVXiHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
A®I; ona AONOMIKHOT peqoBuHU (cepTudikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNEeHWi cepTUdikaT Bif, y)Xe 3aTBEpAXEHOro
BMPOOHUKA - NOJaHHA OHOB/IEHOro cepTuduikary
BignosigHocTi €Bp. ®apm. ans AdI Bif BXe
3aTBEpMAKEHOro BMpobHuka DIVI'S
LABORATORIES LTD, IHgia CEP Ne R1-CEP
2007-110-Rev 04 (nonepeaHs Bepcis: R1-CEP
2007-110-Rev 03. 3MiHu | TUNY - 3MiHU 3 AKOCTI.
[oTOBWIA NiKapCbkunii 3aci6. KOHTPOb TOTOBOrO
nikapcbkoro 3acoby. 3MiHa y meTogax
BUNPOOYBaHHA rOTOBOTO NiKapCbKoro 3acoby
(iHWi 3MiHM y MeTogax BunNpobyBaHb
(BK/TOYAtOUM 3aMiHy @60 JONOBHEHHS)) - 3aMiHa
MeTtoay TLWX Ha BEPX y Bunpo6yBaHHi
«laeHTubikauis HanpokceHy HaTpito». OgHa
aHasliTMYHa MeToAvKa AN BUNPobyBaHHA ABOX
napameTpiB SKOCTi (KiNbKiCHWIA BMICT Ta
iaeHTudikauis) € 6inbLL YyTAMBOIO | NPUAATHO
AN KUTTEBOIO LMKy KOHTPOSIO 3a fobpe
BCTaHOB/IEHUM pe3y/ibTaToM NpPoayKLuii. 3MiHu |
TUNy - 3MiHK 3 SIKOCTi. FOTOBWIA NiKapcbKuii
3aci6. KOHTposib rOTOBOTO NiKapCbKoro 3acoby.
3MiHa y MeTogax BunpobyBaHHA roTOBOrO
niKapcbKoro 3acoby (iHwWi 3MiHM y meTogax
BMMPOGYBaHb (BK/THOYaO4M 3amiHy abo
[OMOBHEHHS)) - 3aMmiHa meToay Y® Ha BEPX y
BUNPO6YBaHHi «KinbkKicHUIA BMICT HanpoKceHy
HaTpito». OfiHa aHaiTMYHa MeTofmnka Ans
BMNPOBYBaHHS ABOX NapamMeTpiB AKOCTI
(KinbKicHWIA BMICT Ta igeHTudikaLis) € 6inbLu
YyT/IMBOIO | NPUAATHOIO A/ XWUTTEBOIO LKITY
KOHTPO/II0 3a A06pe BCTAHOBNEHVM
pe3ynbTaToM npoayKuii. 3MiHu | Tuny - 3miHun 3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
AKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJ/IH0 AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA AiNbHULI, Ha 5K 34iCHI0ETbCA

KOHTPONb/BUNPOGYBaHHSA cepii) - AoAaBaHHSA
BVMPOGHMYOT AiNbHUL, Ha 5Kl 34iCHI0ETLCA
KOHTpONb cepii MN3 (isnyHi Ta XiMiuHi meToau
KOHTpO/t0) — JlabeHa A.0.0, CnoseHisi/Labena
d.o.o., Slovenia - 3miHu | TUMY - 3MiHK 3 AKOCTI.

[OTOBWIA Nikapcbkuii 3aci6. 3miHK y
BMPOGHMLTBI. 3MiHW Y NpoLeci BUpO6HULITBA
roTOBOIO /1iKapCbKOro 3acoby, BK/IOYaoun
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NpY
BMPOGHWLITBI FOTOBOTO NiKapCbKOro 3acoby
(He3HauHa 3miHa y mpoueci BUpobHMLTBA) -
He3HayHa 3MiHa B npoLeci BUpo6HuuTea N3, a
came Ha eTari 3millyBaHHS A0AaETbCA
anbTepHaTUBHWI CMOCIO 3MilLyBaHHS 3
[oAaBaHHAM AOMOMDKHOT PeYOBUHY LLeNon103un
MiIKPOKPUCTaNiYHOI. 3MiHW | TUny - 3MiHK 3
AKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa po3mipy cepil (Bk/IKUakun
JianasoH po3mipy cepii) roTOBOro Nikapcbkoro
3aco06y (36inbweHHs Ao 10 pasiB NOPIBHSAHO i3
3aTBEPAKEHUM PO3MIPOM) - 36iMbLUEHHSI PO3MIpY
cepii N3. 3aTBEpA)KeHO: AianasoH cepii Bif
450,000 go 1,350,000 TabneTok
3anponoHoBaHo: AianasoH cepii Big 450,000 go
1,800,000 Ta6neTokK - 3miHu | TURy - 3MiHK 3
AKocTi. [o0ToBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauiii Ta/abo foNYCTUMUX MEX FOTOBOrO
NiKapCcbKoro 3acoby (BUyYEHHS HE3HAYHOrO
nokasHuka (Hanpuknag 3actapisioro NokasHuka,
TakKoro sk 3anax Ta cmak, abo igeHTudikauis
6apBHVKIB YN CMaKOBUX 406ABOK)) — BUAAIEHHS
napameTpy «lMTomMe onTnyHe o6epTaHHsA» 3i
cneuudpikauii 13 sk 3acTapinoro Ta
HeaKTyaslbHOro, OCKI/IbKW Lieil TeCT € TUMOBUM
Ha igeHTUdIKaLilo NiKapcbKoi pevoBUHN.

BEPX Ta 3a peakuji€to npeuunitawii, TpeTii
iAeHTudiKauiiHuiA TecT He NOTpibeH - 3MiHu |

laeHTudikalis nposoaMTbLCA ABOMA MeTOAaMU —

TUny - 3MiHM WoAo 6e3nekn/edpeKkTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) - 3MiHW BHECEHO

y TEKCT MapKyBaHHs NepBuHHOI (. 6) Ta
BTOPWUHHOT (N. 3, 8, 14, 17) ynakoBKu /likapCbKOro
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3aco6y. 3miHu | Trny - 3MiHK 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHN Y BUPOGHULTBI. 3MiHN Y
npoveci BUpOOHULTBA FOTOBOrO NiKapCbKOro
3aco6y, BK/OYaUY NPOMDKHUIA MPOAYKT, WO
3aCTOCOBYETHCS MPW BUPOGHULTBI FOTOBOrO
nNikapcbKoro 3acoby (iHLi 3MiHN) — 3MiHa
nakyBasIbHOrO mMaTepiasly Hepo3dacoBaHoro
npoaykty. insa 36epiraHHa TabneTok, A0
nakyBaHHS BBOAATLCA NOABIMHI NOMieTUIEHOBI
nakeTu. Takox, pefakLiiHe BUNpaBieHHs
MOMUJIKM B YacCi BUTPUMKY NPOAYKTY. SMiHu |
TUNy - 3MiHK 3 SIKOCTi. FOTOBWIA NiKapcbKuii
3aci6. KOHTposib rOTOBOTO NiKapCbKoro 3acoby.
3MmiHa y MeTogax BunpobyBaHHA rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX MeToAax BUNPOOYBaHHS) —
BHECEHHS1 He3HauYHWX 3MiH B MeTog BEPX 'y
BUNPO6YBaHHi «KinbkKicHUIA BMICT HanpoKceHy
HaTpilo», a came GinbLU geTaslizoBaHuUiA onuc,
[oAaBaHHA NPUroTyBaHHSA PO3UMHY 3paska 3
noapibHeHnx Tabnetok. 3miHu | Tuny - 3miHu 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapcbKoro 3acoby (iHLi 3MiHW) -
nepeknag rekcty MKHA Ha ykpaiHCbKy MOBY

230.

HANMTE3IH®
DOPTE

TabneTku, BKpUTI
nNiBKOBOIO
060/10HKO0, M0 550
mr; no 10 TabneTok
y 6nictepi, no 1 abo
2 6nictepu y
KapTOHHIA Kopoo6Li

KPKA, a.4.,
HoBo mecTo

CnoBeHis

BMPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPONb Ta BUMYCK
cepii:

KPKA, a.4., HoBo
mecTo, CrioBeHis;
BMPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPUHHE
nakyBaHHS:
FOHiuem
Nab6opaTopiec
Nimitea, IHgis;
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
XEMO®APM A.L.,
Cepbis;
KOHTPO/b cepii
(chiznyHi Ta XimiuHi
MeTOAM KOHTPO/HO):
JlabeHa 4.0.0,

CnoseHis/
IHAis/Cepbis

BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis:
3MiHu | TUnYy - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BU/TyUYEHHS cepTudikata
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei: ans
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[,0NOMDKHOT pevyoBrHU (cepTudpikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNeHWi cepTUdikaT Bif, yxe 3aTBEepAXEHOro
BMpO6HUKa - [ogaHHA OHOB/IEHOro cepTudiikaty
signosigHocti EP CEP R1-CEP 2007-110-Rev
03 (nonepeaHs Bepcis CEP R1-CEP 2007-110-
Rev 02) ansa A®Il HanpokceHy HaTpito Bif, BXe
3aTBepAKeHoro Bupo6Huka Divi's Laboratories
Limited, y 3B’3Ky 3i 3MiHOI0 Ha3BMW paiioHy B
anpeci BUpo6HvKa. 3MiHu | Tuny - 3MiHu 3
akocTi. CepTtudpikaT BignosigHocCTI/IE-
cepTudikaT BigNoBigHOCTI EBpoNeichkiii
hapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTudikara BifnosigHOCTi a6o

3a
peyenmom

UA/8938/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
CnoBeHis BWyYEHHS cepTudikaTta BifnoBigHOCTI

€Bponeiickkili hapmakonei: gns A®l; ons
BUXiQHOTO MaTepiany/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; oA fonoMiXHOT pevyoBuHY (cepTudpikat
BifnoBigHOCTI €Bponelickkili hapmakonel) -
OHOBReHW cepTUdiKaT Bif, y)xe 3aTBEPAXEHOr0
BMpOo6HUKa - [ogaHHA OHOB/IEHOrO cepTudiikaty
signosigHocti EP CEP R1-CEP 2007-110-Rev
04 (nonepegaHs Bepcis CEP R1-CEP 2007-110-
Rev 03) ansa A®Il HanpokceHy HaTpito Bif, BXe
3aTBepAXeHoro Bupo6Huka Divi's Laboratories
Limited. 3miHu | Tvny - 3miHn 3 AKoOCTi. FOTOBUIA
nikapcbkuii 3aci6. KOHTposb rotToBoro
nikapcbkoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHSA roTOBOrO /liKapCbKoro 3acoby
(iHWi 3MiHM y MeTogax B1UNpobyBaHb
(BkNtovaroum 3amiHy abo [OMNOBHEHHS)) - 3amiHa
mMeToay TLX Ha meTog BEPX y BunpobyBaHHi
«lgeHTudikauiss HanPoKCeHy HaTpito». 3MiHY |
TUNy - 3MiHK 3 SIKOCTi. FOTOBWIA NiKapcbKuii
3aci6. KOHTposib rOTOBOTO NiKapCbKoro 3acoby.
3MmiHa y MeTogax BunpobyBaHHA roTOBOrO
niKapcbKoro 3acoby (iHwWi 3MiHM y meTogax
BMMPOGYBaHb (BK/THOYaO4M 3amiHy abo
[OMOBHEHHS)) - 3aMiHa meToay TLUX Ha meToq
BEPX y Bunpo6yBaHHi «KinbkicHuiA BMicT
HanpoKCeHy HaTpito». 3MiHW | Tuny - 3MiHK 3
sKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOOHULTBI. 3MiHA iMnopTepa/3MiHu, Lo
CTOCYOTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOroO Jlikapcbkoro 3acoby (3amiHa abo
[0AaBaHHA [inbHULI, Ha AKIA 34iCHI0ETLCS
KOHTPO/Ib/BMNPOGYBaHHSA cepil) - flogaBaHHs
BMPOGHUKA, BiAMOBIAA/ILHOMO 3a KOHTPO/Ib cepil
(thi3nyHi Ta XiMiyHI MeToamn KOHTposto) JlabeHa
4.0.0, CnogeHisi /Labena d.o.o, Slovenia. 3miHu |
TMNy - 3MiHK 3 SIKOCTi. [OTOBWIA Nikapcbkuii
3aci6. KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby.
3MiHa y MeTofax BUNpPoByBaHHS roTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHNX MeToAax BUNpPobyBaHHS) -
BHeceHHA He3HauHMX 3MiH 40 METOAVKM
KOHTpO0 3a N. «KinbkicHe BU3HaYeHHs Ta
iaeHTUiKaLiss HanpoKCeHy HaTpito». 3MiHu |
Tnny - 3MiHK 3 SKOCTI. [OTOBWIA NikapCbKnii

3aci6. KOHTpO/1b TOTOBOTO iKapChKoro 3acoby.

3MiHa y MeTofax BUNPO6YyBaHHS TOTOBOrO
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBepMXEHNX MeToAax BUNPOOYBaHHS) -
BHeCEeHHS He3HauYHMX 3MiH 0 METOAMKM
KOHTPO/IO 3a N. «lgeHTndikauis IHgurokapMiHy».
3MiHu | TNy - 3MiHKW 3 AKOCTi. FoTOBMIA
NiKapCbKWii 3aci6. 3MiHW Y BUPOOHWLTBI. 3MiHN Y
npovueci BUPOOHULITBA FOTOBOrO NiKapCbKOro
3aco06y, BKIOYaUM NPOMDKHUI NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI TOTOBOrO
nNikapcbKoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOOHULTBA) - BHECEHHA He3HaYHUX 3MiH [0
p.3.2.P.3.3 Onuc BMpo6HUYOro npouecy Ta
KOHTPO/II0 npoLiecy, a came — introduction of
microcrystalline cellulose as a diluent, additional
binder and compression aid. fkicHuii Ta
KINbKICHWI cknag, He 3MiHUBCA. 3MiHW | Tuny -
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa po3Mipy cepil (BKIouaoum
Jiana3oH po3Mipy cepii) roTOBOro JlikapCbKOro
3aco6by (36inbLueHHs 0o 10 pasiB NOPIBHAHO i3
3aTBEPLKEHNM PO3MIPOM) - 36iNbLUEHHS
MakcHMasibHOro po3Mmipy cepii TabneTok,
BKPUTKX NNiBKOBOK 060/I0HKOIO, HAMpPOKCeHY No
550 mr 3 800 000 fo 960 000 TabneTok.
3arBepmkeHo: The standard production batch
sizes are in the range from 240.000 to 800.000
film coated tablets manufactured by the
equivalent equipment. 3anponoHoBaHo: The
standard production batch sizes are in the range
from 240.000 to 960.000 film coated tablets
manufactured by the equivalent equipment.
3MiHu | TNy - 3MiHKW 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTposb roToBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AONYCTUMUX MEX FTOTOBOrO
NiKapCcbKoro 3acoby (BUyYEHHS HE3HAYHOrO
nokasHuka (Hanpuknag 3actapisioro nokasHuka,
Takoro ik 3anax Ta cMak, abo igeHTudikauis
6apBHUKIB UM CMaKoBUX 406aBOK)) - BuaaneHHs
n. «MuTome onTuyHe obepTaHHsA 3i
cneundikauii Ha I'N13. 3miHn | TUNY - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) - 3MiHW BHECEHO
y TEKCT MapKyBaHHs NepBuHHOI (. 6) Ta
BTOPVHHOI (N. 3, 8, 12, 14, 17) ynakoBku
nikapcbKoro 3acoby. 3MiHu | Tuny - 3MiHn 3
sKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHW Y NpoLueci BUpobHULTBA
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

roTOBOIO /1iKapCbKOro 3acoby, BK/I0Yaoun
MPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NpY
BMPOGHULITBI FOTOBOrO NiKAPCLKOro 3acoby (iHLwi
3MiHW) - Ans 36epiraHHsA TabneToK, BKPUTUX
NNiBKOBOK 060/10HKO, A0 NakyBaHHSA (film
coated tablets until packaging) BBogATbCA
NoABilHI MoNieTUIeHoBI NakeTn. Takox,
BHECEHHS YTOYHEHHS B Yaci BUTPUMKM A1 BCiX
HaniBthabpukartis, a came — 3a3HaYeHHs «[0»
(up to). 3miHu | TMNY - 3MiHK 3 SKOCTI. FoTOBMIA
nikapcbkuii 3aci6. KOHTposb roToBoro
niKkapcbkoro 3acoby (iHWi 3mMiHM) - OHOBEHHS
MK$ gns nikapcbkoro 3acoby, a cave -
BUKNAAEHHS TEKCTY AEePXaBHOK MOBOI, 3rigHO
cyyacHuX BUMOT, 6e3 3MiHM aHaNiTUYHNX
MeTOZiB, ajie 3 BUNPaB/IeHHAM LesKunx
TEXHIYHWX NOMWUMNOK Ta HE3HAYHUMM KOPEKLisiMM
onuncy MeTogiB.

231.

HANPOKCEH
-340POB'A

TabneTku, BKpUTI
nNiBKOBOIO
060/10HKOI0, M0 550
mr; no 10 Tabnetok
y 6nictepi; no 1 abo
2 6nictepu y
KOpOO6Lii 3 KapTOHY

TOBAPUCT
BO 3
OBMEXXEH
[e]}0)
BIANOBIOA
NbHICTHO
«KOPIMOPA
LA
«30POB’A

»

Ykpaina

ToBapucTBO 3
06MexeHot
BiANOBIA&NBHICTIO
"®apmaueBTnyHa
KoMnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis:
3MiHu | TUNY - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKiil XxapakTepucTuLj Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
MEeAMYHOro 3aCTOCYBaHHSA Ha MmiacTasi
perynsipHoO OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acToCyBaHHS NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo Ak pesynbTar
OL|iHKM 3BITY 3 JOC/iMKEHb, MPOBEAEHNX
BIANOBIAHO A0 NMnaHy nefiaTpUyHNX AOCAILKEHb
(PIP) (3mMiHy y3rofxeHo 3 KOMMEeTEeHTHUM
YNOBHOB&XXEHVM OPraHom).
3MiHU BHECEHO [0 IHCTPYKUiT AN MEeANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainis
"Oco61BOCTi 3acTocyBaHHS", "M06IYHI peakwi”
BiANOBIAHO [0 OHOBMEHOI iHGhopMaLii 3 6e3nekn
Ailo40T peyoBrHN (HaNpOKCeHy) 3rigHo 3
pekomeHpauisvu PRAC.

CynyTHSA 3miHa - 3MiHW Woa0
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
BHeceHHs abo 3miHa(v1) 4o 3060B'A3aHb Ta YMOB
BMAAYi peecTpauiliHoro nocBigYeHHs,
BK/IOYaoum MnaH ynpasniHHA pusvkamu
(3acTocyBaHHA TEKCTY, KW NOrOKEHWA 3
KOMMNETEHTHUM OpraHoMm). 3asiBHUKOM HafaHo
OHOB/IEHUIA [naH ynpaBniHHA pu3nkammn Bepcis
2.1. 3MiHM BHECEHO [0 YacTuH: | «3aranbHa
iHchopmauis» V «3axoam 3 MiHiMi3aLii pusunkie»

3a
peyenmom

He
nionsiecae

UA/17414/01/01




171

n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0YeHHs

VI «Pe3tome nnaHy ynpasniHHA pusnkamus VII
«Jlogatkn» ([0faTOK 2) y 3B’A3KY 3 OHOB/IEHHAM
iHbopmaLii 3 6e3neku Aito4oi pevyoBUHN
HanpoKCeH BiAMOBIAHO A0 aKTyaslbHOT
pedhepeHTHOI iHdhopMaLil, o € PyTUHHUMMA
3axogamu 3 MiHimizauii pusukis. Pestome Mnany
ynpae/iHHA pu3nkamu Bepcis 2.1 oAaETbCA.

232.

HATPIIO
ACKOPBAT

NOPOLLIOK
KpucTaniyHmin abo
KpucTanu
(cy6eTaHuin) y
naketax
nonieTnIeHoBUX
Ans
thapmaueBTUUYHOTO
3acTOCyBaHHA

AT
"KNIBCbKW
"
BITAMIHHI
" 3ABOA"

YkpaiHa

HopricT
dapmac’toTikan
pyn Ko., N1TA,.

Kutaii

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
YTOUYHEHHS1 HaNUCaHHA NPU3HAYEHHS
cy6cTaHuii B Hakasi MO3 Ykpaitu Ne 1029 Big,
27.06.2025 B npoueci BHeCEHHA 3MiH (3MiHu |
Tuny - 3MiHn 3 akocTi. CepTuddikat
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiit hapmakonei/MoHorpadii. 3miHu,
MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MOHorpadii APY a6o
€Bponelicbkoi hapmakonel, abo iHwoT
HaujoHabHOI hapmakonei gepxasu €C (3miHa
y cneyudikauisix, NoB'A3aHa 3i 3miHamu B JdY,
abo €sponelicbkiii hapmakonei, abo iHLUii
HaujioHasnbHIli hapmakonei gepxasu €C). 3MiHa
noB'A3aHa 3 OHOBJ/IEHHSIM [OKYMEHTIB
BMPOGHMKa Ha cybcTaHLito Hatpito ackopbar,
BumpobHuuTea "Northeast Pharmaceutical Group
Co., Ltd.", KuTai4, L0 BiANOBiAaOTb OHOB/IEHIN
MoHorpadii EP «Sodium ascorbate: 1791» i
CTOCYHTbCS po3ainis «Jomiwka E» (kncnota
wasenesa), «3anizo», «Hikenb», «CynposigHi
OOMILLKM». TakoX BHOCATLCA 3MiHW LLOA0
«Mpun3HaveHHs» cybcTaHuil B PeecTpauiinHomy
nocBigyeHHi (3aTBepAXeHo: AN BUPOOHMLTBA
HeCTepu/IbHUX NiKapcbkux hopm;
3anpornoHoBaHo: A1a hapmaLleBTUYHOIO
3aCTOCyBaHHS) Sk 3a3HaY€HO B 3aTBEPAKEHNX
MKSA N13). Pepakuis B Hakasi - 419 BUPO6HULTBA
HecTepuIbHUX fikapcbknx chopm. BipHa
pepakuis - ansa papmaleBTUYHOTO
3acTOCyBaHHSA.

UA/13450/01/01

233.

HATPIIO
Xnopugy
PO34VH
0,9%

PO34MH ANA iH ek
0,9% no 2 mn, 5mn
a6o no 10 mn B
amnynax
nonimMepHux; no 10
amnyn B navui

MpusatHe
akuioHepHe
TOBapUCTBO

"IHdpy3ia”

Ykpaina

MpusaTHe
akuioHepHe
TOBapUCTBO

"Indpysia”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis:
3MiHu | TUnYy - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/IE-cepTudikar BignosigHoCTi
€sponelicbkin dhapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei: ans
A®I; ana BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUPObHUUTBI ADI; ans

3a
peyenmom

UA/12049/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
[OMOMDKHOT peyoBMHY (cepTudiikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOBNEHWIA cepTUdikar Bif yxe 3aTBepaKeHoro
BMPOGHMKa. MNogaHHs OHOBMEHOrO cepTudiikata
BiAnoBigHOCTI €Bponelicbkiin hapmakonei R1-
CEP 2008-105-Rev 02 (3aTBepmkeHo: R1-CEP
2008-105-Rev 01) ana fitoyoi peyoBrHK HaTtpito
X10puA Bif, 3aTBEpKEHOro BUpobHMKka DANSK
SALT A/S, Denmark. 3miHa Bifgbynach, y 3B'a3ky
3i 3miHoto BnacHuika (Name of Holder) CEP 3
Dansk Salt A/S Ha Mariager Salt Specialties A/S,
BMPOGHUWYA AiNbHULA, afpeca Ta YCi BUPO6HUUI
onepauji 3anvwatTbcsa He3MiHHUMK. itoua
pepakuis: CEP Ne R1-CEP 2008-105-Rev 01
MKA N3 CKNAL Hartpito xnopug (Dansk Salt
AJS, fanis) NponoHoBaHa peaakuis: CEP Ne
R1-CEP 2008-105-Rev 02 MKA /13 CKNA[,
Hatpito xnopug (Dansk Salt A/S, faHis*) *
BiANOBIAabHMI 3a NaKyBaHHSA Ta BUMYCK cepii -
Mariager Salt Specialties A/S, [laHis
234. | HEBINIET® Tabnetkn no 5 mr; MeHapiHi Jiokcembypr Bupo6HMK, HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3a He UA/9136/01/01
no 7 TabneTtok y IHTEpHeLLOoH BiANOBiAA/IbHWIA 32 3MiHu | TURY - 3MiHK Woao peyenmom | niossi2ae
6nictepi; no 1 an BMPOOHULITBO «in 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsay.
6nictepy B OnepenwoH bulk» Ta kOHTpOSIb 3MiHa y KOpOTKiil xapakTepucTuLj NikapCbkoro
KapTOHHI kopo6Lyj; c cepiii: BEP/IH- 3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
no 14 tabneTtok y Iokcembypr XEMI AT, MeAMYHOro 3aCTOCyBaHHA Ha niacTasi
6nicTepi; no 1 abo HimeuunHa; perynsipHO OHOB/IIOBAHOrO 3BiTYy 3 6e3neku
no 2 6nictepu B Brpo6HMK, nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
KapTOHHI Kopo6Lyj; BiAnoBiganbHUIA 3a 3acToCyBaHHSA NikapcbKoro 3acoby B
no 10 TabneTtok y BMPO6GHMLTBO "in nicnsipeecTpaviiiHnii nepiog, abo Sk pesynbtat
6nicTepi, no 9 bulk" (Tinbkn OLLiHKVM 3BIiTYy 3 AOC/iKEHb, MPOBEAEHNX
6nictepis B rpaHynsuis), BiANOBIAHO A0 NnaHy nejiaTtpudHNX AOCNiAXKeHb
KapTOHHI Kopobui nepBrHHe Ta (PIP) (iHWi 3MiHK). 3MiHM BHECEHO B IHCTPYKLIitO
BTOPUHHE [N MeANYHOro 3acTOCyBaHHSA NiKapCbKoro
nakyBaHHs, 3acoby A0 po3ainis "B3aemMogis 3 iHWMMU
KOHTPO/b cepii Ta nikapcbknMmn 3acobamu Ta iHWi BUAW B3aeMogiii"
BWMNYCK Cepil: Ta "Oco6/MBOCTi 3aCTOCYBaHHA" BiANOBIAHO A0
BEPNIH-XEMI AT, OHOBJEHOT iH(hopMmaLi Lwoao 6e3neku
HimeuunHa 3aCTOCYBaHHSA Ajil040i PeYOBUHU 3rigHO 3
pekomeHpaieto PRAC.
TepMiH BBEEHHS 3MiH - MPOTAroM 6 micsauis
nicns 3aTBeppkKeHHs.
235. | HEMPOUUTWU | po3uuH opasibHuii, TOB "lOpis- YkpaiHa TOB "HOpia-Papm” YkpaiHa BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a UA/19253/01/01
H®C 100 mr/mn no 30 mn, dapm"” 3MiHu | TMNy - 3MiHKW 3 AKOCTi. FOTOBMIA peuenmom

abo no 100 mn, abo
no 200 M1 pO3YnHY
y nonimMepHomy
donakoHi; no 1

nikapcbkuii 3aci6. KOHTponb roToBOro

nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHSA roTOBOrO NiKapCbKOro 3acoby

(iHWi 3MiHM y MeTogax BUNpobyBaHb
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
chnakoHy pasom 3 (BK/tOYALOUM 3aMiHYy @60 [OMOBHEHHS)) - 3MiHa B
OpasIbHVM LINPULLOM MeToAax KOHTPOJI0 Ta CynyTHA 3MiHa B
y nayui 3 kKapToHy cneupudikauii 3miHa B cneumdikauii 3a
nokasHukamm "lgeHtudpikauis. LUutukonid®,
"lopeHTudpikauisa. Kanito copbar”, "laeHTudikauis.
MeTunnaparigpokcnbeHsoat" Ta "laeHTudikauis.
MponinnaparigpokcnbeHsoart”, a came onvc
KpUTEPITB NPUAHATHOCTI NPYBEAEHO Y
BiANOBIAHICTL A0 MoHOorpadii APY «LutnkoniHy
PO3YMH OpasIbHW», YNHHE BULAHHA. CynyTHA
3MiHa - 3MiHM 3 AKOCTi. [OTOBWIA NikapcbKuii
3aci6. KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB cneundikauii Ta/abo
[OMYyCTUMMX MEX roTOBOTO NiKapcbkoro 3acoby
(iHLWi 3MiHW). 3MiHK | TUNY - 3MiHK 3 AKOCTI.
["oTOBWIA Nikapcbkunii 3aci6. 3miHN y
BMPOOHULTBI. 3MiHK Y npoLeci BUpo6HMLTBa
roTOBOro NikapCbKOro 3acoby, BKIYaun
MPOMDKHWI NPOAYKT, LLIO 3aCTOCOBYETLCA NP
BUPOBHULTBI rOTOBOrO NikapCbKoro 3acoby
(He3HayHa 3miHa y npoueci BUpobHULTBA) -
3MiHV B Y BUPOOHULTBI, & came BUMpaB/ieHHS
MOMWJIK NPV PO3PaxyHKY BEPXHLOT MeXi
TeopeTnyHOi HaBaxkn AP| (LiMTUKONIH HaTpito)
[0)151 3aTBEPAKEHMX PO3MIpIB CEpIl.
236. | HEKCMNPO-20 | Tabnetku, BKpUTI ToppeHT IHais ToppeHT IHais BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/12543/01/01
060/10HKOI0, dapmacbHoTi PapmacbloTikanc 3MiHn | TURY - 3MiHK Woao peyenmom
KVLLKOBOPO3YMHHI N0 kanc Jitg, nTp 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
20 mr; no 10 (iHWi 3mMiHW). OHOB/IEHO TEKCT MapKyBaHHS
Tabnetok y 6nictepi; NepPBUHHOT Ta BTOPVMHHOI YNaKoBKW NiKapCbKOro
no 2 6nictepu B 3aco6y. BBegeHHs 3MiH MPOTAromM 6-Tu MicsuiB
KapTOHHI ynakoBL,i; nicnsa 3aTBepKEHHS.
no 7 Tabnetok y
6nicTepi; no 2
6nictepu B
KapTOHHI ynakosL,i
237. | HEKCNPO-40 | Tabnetku, BKpUTI ToppeHT IHais ToppeHT IHais BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/12543/01/02
060/10HKOI0, dapmacbHoTi dapmacbloTikanc 3MiHu | TMNY - 3MiHK Woao peuenmom
KMLLKOBOPO34YMHHI N0 kanc 1Tg, nig 6e3nekn/edhekTVBHOCTI Ta hapMakoHarisgy
40 mr; no 10 (iHWi 3miHW). OHOB/IEHO TEKCT MapKyBaHHSA
TabneTtok y 6nictepi; NepBUHHOT Ta BTOPUHHOI YNaKoBKY JliKapCbKOro
no 2 6nictepu B 3aco6y. BBegeHHs 3MiH MpPOTAroM 6-Tu micsiuis
KapTOHHIA ynakoBLi; nicnsa 3aTBepXeHHs.
no 7 Tabnetok y
6nictepi; no 2
6nictepy B
KapTOHHI ynakoBsL,i
238. | HITPO-MIK® KOHLEHTpaT Ans TOB HB® YKpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3a UA/2622/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
pPO34unHy Ana «MIKPOXIM akujioHepHe 3MiHu | TURY - 3MiHK Woao peyenmom
iHcpysiiA, 1 mr/mn no » TOBapucTBO 6e3nekn/etheKTUBHOCTI Ta thapMakoHarnsgy.
5 mn B amnyni; no "lekxim-Xapkis" BBefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHuX
10 amnyn y nauui 3 npo cucTemy dpapmakoHarnsgy (BBefjeHHs
KapTOHY y3arasibHeHUX JaHuX Npo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOT 0cobw,
BiANOBIAA/IbHOT 32 34iCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnaay 3asBHuUKa gisi 3ailiCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiiNOBIfANLHOI 3a 3[iiCHEHHS hapmakoHarnsgy
(BKNIHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3miHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) 3miHa yrnoBHOBaXXeHOT 0co6u
3asBHUKA, BiANOBIAA/IbHOI 3a hapMakoHarnsg,
[Jitoua pepakuin: €sctparosa IpyHa IropiBHa.
MponoHoBaHa pepakuis: Montox Hatanis
€BreHiBHa. 3MiHa KOHTAKTHUX JaHNX
YNOBHOBaXXEHOT 0CO6Y 3asiBHIKA,
BifNoBifasIbHOI 3a dhapmakoHarnsg
239. | HOBOCEBEH | nopowiok A/T HoBo [aHis BignosigansHuii 3a Oanis/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/5178/01/04
® niochinizoBaHuin ans Hopgaick BUMYCK Cepiit HimeyunHa 3MiHu | TUNYy - 3MiHK 3 aKocTi. AdI. peuenmom
NPUroTyBaHHA rOTOBOrO NPOAYKTY: Brpo6HMLUTBO. 3MiHM B npoueci BUpobHMLTBa

PO34nHYy A5 iH'EKUINA
no 5 mr (250 KMO);
1 ckAAHWIA hnakoH 3
niochinizoBaHUM
NOPOLLKOM Y
KommnnekTi 3 1
nonepegHL0
3anoBHEHUM
LUNPULIOM, SIKWIA
MiCTUTb 5 Mn
PO34MHHMKA
(rictuauH, BOAA ANs
iH'EKLLiIA), LUTOKOM

A/T Hoso Hopagick,
[aHis;
OinbHuus
BMPOGHMLITBA, Ha
AKi NpoBOANTLCA
KOHTPONb/BMNPOGYB
aHHs cepii roToBOro
NPOAYKTY:

A/T Hoso Hopgick,
[aHis; QinbHnus
BMpPOOHULTBA, Ha
AKili NPOBOAUTBLCA
KOHTPO/b/BMNPOGYB

A®| (He3HayHa 3MiHa y npoueci BUpobHULTBa
Adl)

Hes3HauHi 3miHM B npoueci BUpobHULTBA Aito4oil
peyoBVHM enTakory anbda /19 BBEAEHHS
anbTepHaTUBHOI NpoLeaypy 3aMOPOXyBaHHS
a30ToM A5 MPOMiXHOro npoaykty rFVlla etany
4, AK AOMNOBHEHHA A0 3aTBEPAXXEHOT npoueaypn
3aMOpPOXyBaHHSA eTaHOMOM. Takox BHOCATLCA
pefakuiiHi 3miHn B po3gin 3.2.A.1. 3minu | Tuny
- 3miHu 3 sKocTi. A®l. BuUpo6HMULTBO. 3MiHK B
npoueci BupobHuuTBa APl (He3Ha4YHa 3miHa Y
npoueci BupobHuutea A®l) HesHauHi 3MiHM B
npoveci BUpobHULITBA Ait0UOT PEHOBUHN

NOpLUHSA, aHHA cepii roToBoro enTakory anba (akTMBOBaHW) AN AOAABaHHSA
nepexigHukom ans npoaykty: A/IT HoBo a/lbTepHaTUBHOIO 3a4aHOro 3HayeHHsa onia Z1
chnakoHa B Hopgick, OaHis; notoky entoujii 5 CV/h B npoLeci ounLLeHHS
iHOVBIAYaNbHiiA LinbHnus, Ha skl npomixHoro npoaykty rFVlla, etany 4, y
ynakoBLi y NnpoBOANTLCA BMPOGHMYOMY NpumiLLeHHi ED Ha BUpoGHMUYOMY
KapTOHHIA KopoobLi BUIOTOBJIEHHSA nignpvemMcTsi B KanyHabopsi, AaHis. 3miHu |
PO3UMHHKKA Y My - 3MiHKU 3 AKOCTi. ADl. BUpo6bHMLTBO. 3MiHN
nonepeaHs0 BMNPOGYBaHb abo AOMNYCTUMUX MEX Y NPOLECi
HanoBHeHOMY BMpO6HULTBA A®PI, 110 BCTAHOB/EHI Y
Lwinpuui Ta ioro cneumagikauisx (iHwi 3miHn) 3amiHa metogy IPA-
nepsuHHE Tecty (ELISA- test) Ha eTanax Bupo6HuuTea C1,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

nakyBaHHs: BeTtep
Papma-depTiryHr
v6X yHa Ko. KT,
HimeyuunHa;
LinbHnus
BMPOOHULTBA, Ha
AKili NPOBOAUTBLCSA
KOHTpO/b/BUNPOGYB
aHHA PO3YMHHUKA Y
nonepegHL0
HanoBHEHOMY
wnpuui: Bettep
Papma-depTiryHr
'm6X yHg Ko. KT,
HimeuunHa;
LinbHnus
BMPOOHULTBA, Ha
AKi NpoBOANTLCA
KOHTPO/b/BMNPOGYB
aHHA PO3UMHHKKA Y
nonepeaHLo
HanoBHEHOMY
wnpuui: Bettep
Papma-depTiryHr
'v6X yHa Ko. KT,
HimeuuunHa;
AinbHuus
BMPO6HMLITBA, HA
AKi NpOBOANTLCA
KOHTPONb/BMNPOGYB
aHHA PO3UMHHKKA Y
nonepegHL0
HanoBHEHOMY
winpuui: Bettep
Papma-depTiryHr
v6X yHa Ko. KT,
HimeyuunHa;
LinbHnus
BMPOOGHULTBA, Ha
AKili NPOBOAUTBLCSA
BTOPWHHE
nakyBaHHS TOTOBOrO
npoaykty: A/T Hoso
Hopgaick, JaHis;
AinbHuus
BMPO6HMLITBA, HA
AKi NpOBOANTLCA
BVMPOGHMLTBO

C2, C3 (T-flasks, Cell factories, cultivation tanks
and main bioreactor) 3 «0,3-1,5 Mr/n» Ha
«MOHITOPWMHIOBWIA aHani3» B NPOLLECi
BMPOGHMLTBA A4/15 aHasi3y BMICTY «rFVlla».
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Hepo3dacoBaHOro
NpPOAYKTY,
hiNbTpyBaHHs,
HanoBHEHHA Ta
niodpinizauis
nopotuky: A/T Hoso
Hopgaick, [aHis
240. | HOBOCEBEH | nopoluok A/T Hoso [aHia BignosiganbHuii 3a [Oanis/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/5178/01/05
® niodhinizoBaHnin ons Hopgick BUMYCK cepil Himeuunna 3MiHn | TURY - 3MiHK 3 SKocTi. API. peyenmom
NPUroTyBaHHs rOTOBOrO NPOAYKTY: Bnpo6HMLTBO. 3MiHM B Npoueci BUPOGHMLTBA

PO34UHY ON15 iH'EKUIA
no 2 mr (100 KMO);
1 ckNsHWA dhnakoH 3
niodpinizoBaHnM
NOPOLLKOM Y
KomnnekTi 3 1
nonepegHLo
3arnoBHEHUM
LUNPULIOM, SIKWIA
MICTUTb 2 M
PO34MHHMKA
(rictnauH, BOAa ons
iH'EKLNA), LUTOKOM
NOpLUHSA,
nepexigHvkom gns
hnakoHa B
iHaVBIAYyanbHii
ynakoBLi y
KapTOHHIlA KOpooLi

A/T Hoso Hopgick,
[aHis; AinbHuus
BMPOGHMLITBA, Ha
AKi NpoBOANTLCA
KOHTPONb/BMNPOGYB
aHHs cepii roToBOro
npoaykty: A/T HoBo
Hopgick, OaHis;
LinbHnus
BMpPOOHULTBA, Ha
AKili NPOBOAUTBLCA
KOHTPO/b/BMNPOGYB
aHHsA cepii roToBoro
npoaykty: A/T Hoso
Hopgick, OaHis;
LinbHuus, Ha akil
nNpoBOANTLCSA
BUrOTOBJIEHHSA
PO3YMHHKKA Y
nonepeAHbL0
HanoBHEHOMY
Lwinpuui Ta ioro
nepBuHHE
nakyBaHHs: BeTTep
dapma-depTiryHr
v6X yHa Ko. KI,
HimeuuunHa;
LinbHnus
BMPOOGHULTBA, Ha
AKili NPOBOAUTBLCSA
KOHTPONb/BUNPOGYB
aHHA PO3YMHHUKA Y
nonepegHL0
HanoBHEHOMY
wnpuui: Bettep
Papma-depTiryHr
'm6X yHa Ko. KT,
HimeuunHa;

A®| (He3HayHa 3MiHa y npoLeci BUpo6HULTBA
Adl)

He3HauHi 3mMiHM B npoueci BUpobHULTBA Aito4oil
peyoBVHM enTakory anbgha AN BBEAEHHN
aIbTepHaTMBHOI NPoLlefypy 3aMOPOXYBaHHS
a30ToM A/151 MPOMiXHOro npoaykty rkVlla etany
4, AK AONOBHEHHSA A0 3aTBEPAXXEHOT npoueaypun
3aMOpOXyBaHHS €TaHO/I0M. TakoX BHOCATLCA
pefakuiiiHi 3miHn B po3gin 3.2.A.1. 3minu | TUny
- 3MiHu 3 AkocTi. ADl. BUpobHMLUTBO. 3MiHV B
npoueci BupobHuutea A®| (He3HayHa 3miHa y
npoteci Bupo6HuuTea A®l) HesHauHi 3miHu B
npoueci BUpOOHULTBA Ail0HOI peHOBUHU
enTakory anba (akT1BoBaHwin) 415 AoAaBaHHA
a/lbTePHATMBHOIO 33aHOr0 3HaYeHHsA ans Z1
notoky entouii 5 CV/h B npoueci ounLeHHs
npomikHoro npogykTy rFVlla, etany 4, y
BMPOGHMYOMY NpumMilLeHHi ED Ha BUpoGHMUYOMY
nignpuemctsi B KanyHaoopsi, JaHis. 3Minu |
TUny - 3MiHM 3 aKkocTi. A®l. BUpobHULTBO. 3MiHK
BMNpPOGYyBaHb abo AOMYCTUMUX MeX Y NPOLECi
BMpOOHULTBa A®PI, 1110 BCTAHOB/IEHI Y
cneundikauisx (iHwi 3miHn) 3amiHa metogy IPA-
TecTy (ELISA- test) Ha eTanax Bupo6HuyTBa C1,
C2, C3 (T-flasks, Cell factories, cultivation tanks
and main bioreactor) 3 «0,3-1,5 mr/n» Ha
«MOHITOPMHIOBUWIA aHani3» B NpoLeci
BMPOOHULTBA 4718 aHanisy BMIicTy «rFVIlax.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
LinbHnus

BMpPOOHULTBA, Ha
AKi NpoBOANTLCA
KOHTPO/b/BMNPOGYB
aHHA PO3UMHHKKA Y
nonepeaHLo
HanoBHEHOMY
wnpuui: Bettep
Papma-depTiryHr
v6X yHa Ko. KT,
HimeuuunHa;
AinbHuus
BMPO6HMLTBA, Ha
AKi NpoBOANTLCA
KOHTPONb/BMNPOGYB
aHHA PO3UMHHKKA Y
nonepegHLo
HanoBHEHOMY
wnpuui: Bettep
Papma-depTiryHr
v6X yHa Ko. KT,
HimeyuunHa;
LinbHnus
BMPOOHULTBA, Ha
AKili NPOBOAUTBLCSA
BTOPWHHE
nakyBaHHS TOTOBOrO
npoaykty: A/T Hoso
Hopgaick, JaHis;
AinbHuus
BMPO6HMLTBA, Ha
AKi NpoBOANTLCA
BMPOGHMLTBO
Hepo3dacoBaHOro
NpOAYKTY,
hiNbTpyBaHHs,
HanoBHEHHA Ta
niodpinizauis
nopotuky: A/T Hoso
Hopgick, faHis;
LinbHnus
BMPOOGHULTBA, Ha
AKili NPOBOAUTBLCSA
BMPOGHMLTBO
Hepo3acosaHoro
NPOAYKTY,
PiNIbTPYBaHHS,
HanoBHEHHA Ta
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o

3acoby yrnakoska) nocsioYyeHHs1

niodpinizauis
nopotuky: A/T HoBo
Hopgaick, [aHis
241. | HOO®EH® Tabnetku no 250 mr; | AT «Ondpax» Natsis AT «Ondpa» Natsis BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 3a He UA/3773/01/01
no 10 TabneTtok y 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peuyenmom | nidsisizae

6nictepi; no 2
6nictepn y nauui
KapTOHHIlA

HallMeHyBaHHs Ta/abo agpecu 3asBHuKa
(BnacHvka peecTpauiiHoro noceig4eHHs). 3miHa
Ha3BW Ta agpecu 3asBHUKa. 3MiHK | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micus NPOBaKEHHS AiSNbHOCTI
BMpOo6HUKa/iMnopTepa roToBoro /ikapcbkoro
3aco0by, BK/IKYAKUM OiNbHULL BUNYCKY cepii abo
MicLie MPOBEAEHHSA KOHTPOJIIO AKOCTI.
([isnbHICTb, 3a SKy Bignosifae
BMPOGHUK/IMNIOPTEp, BKIKOYAKOYM BUMYCK CEpIlf).
3miHa Ha3BuM Ta agpecu BUpo6Huka NN3. 3miHu
BHECEHO B iHCTPYKLit0 415 MEAUYHOIO
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ginm
«Bunpo6HUK», «MicLie3HaxomKeHHs BUPOOHMKa
Ta ioro agpeca Micus NpoBafXeHHs
LOiSNBHOCTI» 3 BiANOBIAHUMMN 3MiHAMM Y TEKCTI
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby,
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBepMKEHHSA. 3MiHK | TNy - 3MiHK Woao
6e3nekn/echeKTUBHOCTI Ta hapmMakoHarnsgy.
BBeeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy dhapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHux npo cuctemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobu,
BiANOBIA&NbHOI 3a 34i/iCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmMakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiIMiHHA BiJ, YNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy). 3MiHa KOHTaKTHUX AaHnX
YMNOBHOBaXEHOT 0CO6Y 3asBHMKa,
BiANOBIAA/IbHOT 3@ 34iICHEHHS
chapmakoHarnsgy.
3MiHa MicLe3HaxomKeHHs macTep-taiina
cuctemu chapmakoHarnagy (y 3B's3ky i3
aAMiHICTPaTMBHOO 3MiHO). 3MiHM | THNy -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micus NPOBaKEHHS AiSNbHOCTI
BMPOGHMKa (BK/THOYaKOUK, 3a HEOOXIAHOCTI, Micue
npoBeAeHHA KOHTPOIK0 SKOCTI), ab0o BNacHuka
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

macTep-haiina Ha A®l, abo noctavasbHuKa
Adl/BuxigHoro matepiany/peareHTy/npoMixKHOro
NPOAYKTY, L0 3aCTOCOBYHOTLCA Y BUPOGHULITBI
A®| (SKWO 3a3HAYEHO Y OCBE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTudikaTa BiANoBILHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaKeHOMY
[ocbe, abo BUPOBHMKA HOBOT AOMOMDKHOT
PEYOBUHM (SKLLO 3a3HAYEHO Y 0CbE). 3MiHa
Ha3Bu Ta agpecy BupobHuka APl 3MiHn | Tuny -
3MmiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn). 3MiHM BHECEHO B
TEKCT MapKyBaHHA NEePBUHHOI (MYHKT 6) Ta
BTOPUHHOT (NyHKT 12, 13, 17) ynakoBOK
NiKapcbKoro 3acooy.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMAKEHHS.

242,

HOCO/MIH®MN
noc

cnpeii HasaslbHUiA
no 30 r y 6as0Hi; no
1 6anoHy y navyj 3
KapTOHY

AT "CTtoma"

YkpaiHa

AT "Ctoma"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
(iHWi 3MiHW).

OHOBNEHO TEKCT MapKyBaHHA NEePBUHHOI Ta
BTOPWHHOT YNakoBKW NiKapcbKoro 3acoby,
30Kpema BUy4eHo iHhopmalito, 3a3HaveHy
POCIliCbKOI0 MOBOO, Ta BUAAIEHO
POCiliCbKOMOBHY BEPpCito iHCTpYKL,i 415
MeAMYHOro 3acToCyBaHHA NiKkapCbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MicauiB nicns
3aTBEPAKEHHS

6e3
peyenma

UA/8171/01/01

243.

HYBIDKUN®

Tabnetku no 50 mr,
no 10 TabneTtok y
6nicTepi, no 3
6nictepy B KOPO6L

TOB «TeBa
YkpaiHa»

YkpaiHa

BUPOGHMLTBO
Hepo3dgacoBaHo!
NPOAYKLUIT, KOHTPO/Ib
cepii: LledbanoH
TOB, CUWA;
nepBuHHe, BTOPUHHE
nakyBaHHs Ta [103BiN
Ha BUMYCK cepii:
MAIBA XpBartcka
[.0.0., Xopsarig

CLIA/
Xopsaris

BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis:
3MiHu | TMNYy - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) - OHOBMIEHHSI TEKCTY MapKyBaHHS
NMepBUHHOT Ta BTOPMHHOI YNakoBOK /1ikapCbKOro
3acoby. BBegeHHs 3MiH MPOTAroM 6-Tu MicsuiB
nicns 3aTsepakeHHs

3a
peyenmom

UA/17446/01/01

244,

HYBIDXUN®

Tabnetkn no 150 wmr;
no 7 TabneTtok y
6nictepi, no 1
6nicTtepy y kopoo6uyj;
no 10 Tabnetok y
6nictepi, no 3
6nictepn y Kopobui

TOB «TeBa
YKpaiHa»

YkpaiHa

BUPOBHMLTBO
Hepo3dhacoBaHOT
NPOAYKLii, KOHTPOsb
cepii: LlechasioH
TOB, CUWA;
nepBuHHE, BTOPUHHE
nakyBaHHS Ta [03BiN
Ha BUMYyCK cepii:
MIBA XpBaTcka
[.0.0., XopBarisi

CLIA/
Xopsaris

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edekTBHOCTI Ta hapmakoHarnsagy
(iHWi 3MiHW) - OHOBMIEHHSI TEKCTY MapKyBaHHS
NepBUHHOT Ta BTOPUHHOI YNaKOBOK J1iKapCbKOro
3aco6y. BBefeHHs 3MiH NpPOTAroM 6-Tu Mmicsuis
nicnsa 3aTBepayKeHHs

3a
peyenmom

UA/17446/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
245. | HYBIO)XXWN® | Ttabnetku no 250 wmr, TOB «TeBa YkpaiHa BMPOGHMLTBO CLIA/ BHECEHHS 3MiH [0 peecTpaLjiiiHiX MmaTepianis: 3a UA/17446/01/03
no 7 Tabnetok y YkpaiHa» Hepo3dhacoBaHoT Xopsaris 3MiHu | TUNY - 3MiHK WoA0 peyenmom
6nictepi, no 1 NPOAYKLUIiT, KOHTPO/b 6e3nekn/edhekTUBHOCTI Ta hapMakoHariagy
6nicTepy y kopobuj; cepii: LlechanoH (iHWi 3MiHW) - OHOB/IEHHSI TEKCTY MapKyBaHHS
no 10 TabneTtok y TOB, CUWA,; NepBUHHOT Ta BTOPUHHOI YNaKOBOK J1iKapCbKOro
6nicTepi, no 3 nepBuHHE, BTOPUHHE 3aco6y. BBegeHHsA 3MiH NpOTAromM 6-Tu micsiuis
6nicTepu y kopobui nakyBaHHs Ta [03BiN nicns 3aTBepAkKeHHs
Ha BUMycK cepii:
MNIBA XpBaTcka
[.0.0., XopBarisi
246. | OBECTUH® cynosuTopii AcneH Ipnangis Brpo6HuK PpaHuin BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 6e3 UA/2281/02/01
BariHasibHi no 0,5 Papma [,030BaHOi hopmu, 3MiHu | TMNy - 3MiHK Woao peyenma
mr; no 5 TpelgiHr BMPOGHUK, 6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
cynosuTopiiB y NimiTen BiAnoBiganbHUIA 3a BBeneHHs abo 3MiHM [0 y3ara/ibHeHUX JaHnX
6nictepi; no 3 KOHTPONb Ta BUMYCK npo cuctemy hapmakoHarnsgy (BBefeHHs
6nictepu y cepii: lOHiTep y3arasibHeHVX AaHuX Npo cucTemy
KapTOHHIlA KOpooLi IHaacTpic thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobu,
BiANOBIA&NbHOI 3a 34i/iCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnsgy 3asBHUKa AN 34iCHEHHS
thapmakoHarnsagy B YKpaiHi, K0 BOHa
BiIMiHHA BiJ, YNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy) - 3MiHa KOHTakTHOT 0co6u
3asBHVKa, BifNOBiAaIbHOI 3a thapmakoHarnsg, B
YkpaiHi. [itoua pegakuia: Kyuma Bonogumump
OnekcaHgpoBuy. MNponoHoBaHa peaakLis:
Bynwura Nigis OnekciiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6M 3asBHMKA,
BignoBifasIbHOI 3a dpapmMakoHarnsa B Ykpaii
247. | OKCUPI® cnpeli HazaNbHUA, ToBapuncTBO Ykpaina MPAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 nionsieae UA/20664/01/01
nosoBaHuii 0,05 %; 3 "XIMOGAPM3ABO/, 3MiHuW | TUNY - AOMiIHICTpaTVBHI 3MiHW. 3MiHa peyenma
no 10 mny 06MEXEHO "YEPBOHA 3IPKA" HaliMeHyBaHHs Ta/abo agpecu Micus
chnakoHax Bignosigasib NpPOBaXeHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
noniMepHux 3 HICTIO roTOBOrO /1iKapCbKOro 3acoby, BK/Io4atoun
po3nuatsayemM "IHHOUEBT OinbHUL BUNYCKY cepii abo micLe npoBeAeHHs
HazasibHUM, Ne 1y MKA" KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a 5Ky BignoBigae

nauui

BMPOGHMK/IMNOpTEp, BK/OYaUM BUMYCK Cepiid) -
3MiHa HalilMeHyBaHHs BUPo6HUKa /13, 6e3 3MiHN
MicL BUPOGHMLTBA. 3MiHVM BHECEHO B pO3fin
"BUpPOGHMK" B IHCTPYKLiO 4719 MeAN4HOro
3aCTOCYBaHHSA NiKapcbKoro 3acoby Ta sk
HacnifoK - BIANOBIAHI 3MiHW Yy TEKCTi MapKyBaHHS
ynakoBKM Nikapcbkoro 3acoby (n. 11) wopao
BMPOGHUWKA. BBEAEHHSA 3MiH NPOTATrOM 6-TW
MicsLIB MiCNs 3aTBEPAKEHHS.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
248. | ONIME/Nb emynbCisa ans Bakctep Benebris BxigHUIA KOHTPOSb, Benebris BHECEHHS 3MiH [0 peecTpaLjiiiHiX MmaTepianis: 3a UA/17379/01/01
N4E iHcpysiid; no 1000 mn C.A. KOHTPO/1b 3MiHu | TNy - 3MiHKW 3 AKOCTi. FoTOBMIA peuyenmom
y TpUKamepHomy NMPOMiXHOr0o nikapcbkuii 3aci6. KOHTposb roToBoro
nnacTyKoBoMy NPOAYKTY, nikapcbkoro 3acoby. 3miHa y meTogax
nakeTi B 3aXUCHiit BUPOBHULTBO, BMNPOGYBaHHSA rOTOBOrO /liKapcbKoro 3acoby
060/10HLUj, Wo nakyBaHHs, (iHWi 3MmiHM y MeTogax BunpobyBaHb
MICTWUTb MOr/IMHaY KOHTPO/Ib AKOCTi Ta (BKNHOYAKOUN 3aMiHy @60 [OMOBHEHHS))
KVCHIO; Mo 6 nakeTis BMNYCK cepil: [lopaBaHHA MeTo4y ONTUYHOI eMiCiliHOT
Y KapTOHHii kopobuyj; Bakctep C.A. cnekTpoMeTpii 3 iHAYKTVBHO 3B’A3aHOI0 N1a3Mot0

no 1500 mny
TprYKaMepHoMy
n1acTMKoBOMY
nakeTi B 3aXWCHii
060/10HLj, Wo
MiCTUTb MOrAvHaY
KWCHIO; M0 4 nakeTu
Y KapTOHHiIli KopoobLLi;
no 2000 mny
TprKaMepHOMy
n1acTMKoBOMY
nakeTi B 3aXUCHiii
060/10HLj, WO
MICTWUTb MOr/IMHaY
KWUCHIO; Mo 4 naketn
Y KapTOHHIli kopoobLi

(ICP-OES), sk anbTepHaTUBHOrO, 415
BMNPOBYBaHHS ifeHTuikawii Ta KinbkicHoro
BU3HAYeHHs HaTpito B [N3. 3arBepakeHuii
MeTOoZ NOosTyM’sIHO-eMiCiliHa CNeKTPoMeTPist.

3MiHu | TNy - 3MiHKW 3 AKOCTi. FOTOBMIA

nikapcbkuii 3aci6. KOHTposb roToBoro
nikapcbKkoro 3acoby. 3miHa y meTogax
BUNPOOYBaHHA rOTOBOTO NiKapCbKOro 3acoby
(iHWi 3MiHM y MeTogax BunpobyBaHb
(BKNHOYAKOUN 3aMiHy @60 [OMOBHEHHS))
[lopaBaHHA MeTo4y ONTUYHOI eMicCiliHOT
CnekTpoMeTpii 3 iHAYKTVBHO 3B’A3aHOI0 N1a3Mot0

(ICP-OES), sk anlbTepHaTUBHOrO, 415

BMNPOBYBaHHS ifeHTuikawii Ta KinbkicHoro
BM3HAYeEHHs Kanito B /13, 3aTBEpAXEHNIT MeTop,
nonym’sstHo-eMiciliHa cnekTpomMeTpis. 3MiHu |
TMNy - 3MiHK 3 SIKOCTi. [OTOBWIA Nikapcbkuii
3aci6. KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHS roTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHW y MeTogax

BMNPOGYBaHb (BK/IOYaoun 3amiHy abo
[0MNoBHEHHS)) [logaBaHHS METOAY ONTUYHOT

eMICIliHOT cnekTpoMeTpii 3 iHAYKTVBHO 3B’13aHOH0
nnasmoto (ICP-OES), ik anbTepHaTUBHOro, Ans
BMNpOGYBaHHSA igeHTUdikaLii Ta KilbkicHoro
BM3HAYEHHA MarHito B [/13. 3aTBepaKeHuit
MeToA, —aTOMHO-a6cop6LiiiHa cnekTpocKonis.
3miHu | TYny - 3MiHKW 3 AKoCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTposb rotToBoro
nikapcbkoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHSA roTOBOrO /IiKapCbKOro 3acoby
(iHWi 3miHW y MeTofax BUNPO6yBaHb
(BKIHOYAOYM 3aMiHy ab0 [ONOBHEHHS))
[lopaBaHHa MeTo4y ONTUYHOI eMiCiiHOT
CMeKkTpPoMeTpIl 3 iIHAYKTUBHO 3B’A3aHOI0 N/1a3MOK0

(ICP-OES), sk aflbTepHaTUBHOrO, A1
BMNpOoGYBaHHSA igeHTUdikaLii Ta KilbkicHoro
BM3HAYEHHA KasbLito B [N13. 3aTBEpAKEHN

MeToA —aTOMHO-ab6cop6LiiiHa cnekTpocKonisi.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

3miHu | TYny - 3MiHKW 3 AKoCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTposb rotToBoro
nikapcbkoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHSA roTOBOrO /liKapCbKoro 3acoby
(iHWi 3MiHM y MeTogax BUNpobyBaHb
(BKIHOYAKOYM 3aMiHy ab0 [ONOBHEHHS))
[JlofaBaHHs asibTEPHATVBHOIO MeTOAY
iaeHTugiKaLii Ta KinbKiCHOro BU3Ha4YeHHs
amiHokmcnoT 3a gonomorot YEPX ans
npomikHoro /13, a came cymilli amiHokucnot CS-
TB npu 3iACHEHHI KOHTPOJIIO B NPOLIECI
BUPOGHMLITBA [0 BXE 3aTBEPAXKEHOro MeToay
BEPX. 3MiHn | Tuny - 3MiHn 3 skocTi. [oToBWMiA
nikapcbkuii 3aci6. KOHTposb rotToBoro
nikapcbkoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHSA roTOBOrO /liKapCbKoro 3acoby
(iHWi 3MiHM y MeTogax B1UNpobyBaHb
(BKIKOYAOYM 3aMiHy ab0 [ONOBHEHHS))
[JlofaBaHHs asibTEPHATVBHOIO MeTOAY
iaeHTugiKaLii Ta KinbKiCHOro BU3Ha4YeHHs
amiHOKMC/OT 3a A0NOMOroK ybTpaedeKkTBHOI
pigvHHOT xpomaTorpadii (YEPX) gna M3
(3aTBepmxeHunii Metog BEPX). 3miHu | Tuny -
3MiHn 3 akocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BigNoBigHOCTI EBpoNeinchkiii
thapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeoOXIAHICTIO NpUBEAEHHS Y BIANOBIAHICTbL A0
MoHorpadii JPY abo €Bponencbkoi
thapmakonei, abo iHLWOoT HauioHa/IbHOT
thapmakonei gepxasu €C (3miHa 'y
cneuudikauisix, NoB'A3aHa 3i 3MiHamu B JdY,
abo €sponelicbkiii hapmakonei, abo iHLUii
HauioHasbHin thapmakonei aepxasu €C)
MprBeaeHHs crnieumdikaLii r1ko3m, MoHorigpar
BupobHuka CARGILL S.L.U., Spainy
BIANOBIAHICTb A0 Ajto4oi MoHorpadii €sp.dapm.
0178.3MiHm | TMNY - 3MiHK 3 AKocTi. CepTudikar
BignosigHocTi/lE-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo OHOBMEHOroO cepTudikaTa
BiANOBIAHOCTI ab0 BU/TyYEHHSA cepTudikata
BifNOBigHOCTI E€Bponelickkilii hapmakonei: ans
A®l; ansa BuxigHoro
matepiany/peareHTy/NPoOMKHOIo NPOAYKTY, WO
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADl; ans
[OMOMDKHOT peyoBMHY (cepTudiikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOB/EHWIA cepTUdiikaT Bif yXe 3aTBepaKeHoro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

BMPO6HUKa MNogaHHs OHOBMIEHOro cepTudikaty
BignosigHocTi €E® CEP Ne R1-CEP 1997-059-
Rev 04 ana A®I rioko3mn, MOHorigpaTy Bif BXe
3aTBepaxeHoro BupobHuka CARGILL S.L.U.,
Spain (3aTBepmkeHo: CEP Ne R1-CEP 1997-
059-Rev 03). 3miHu | TNy - 3MiHK 3 AkocTi. AdI.
KoHTponb A®l. 3miHa y napameTpax
cneuudikayin Ta/abo gonycTMMmUX MeEX,
BM3HAYEHUX Y cneumdiikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(monoBHeHHSA cnevudikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifMoBigHMM METOA0M BUNPOOYBaHHS)
[lonoBHeHHs cneuudikaLii rnokosm,
MOHOTiApaTy HOBUM MOKa3HUKOM «BakTepianbHi
€HA0TOKCUHM» 3 BiANOBIAHUM METOA0M
BUNPOBYBaHHSA. 3MiHU | TUNY - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo fonycTMMmX MeX,
BM3HaYeHUX y cneuudikauisx Ha Adl, abo
BUXIZAHWUA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTBCS Y NpoLeci BUpobHuuTea Ad|
(4ONOBHEHHS cneumdikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifNoBigHMM METOA0M BUNPOOYBaHHS)
[onoBHeHHs cnevudikauii onii coeBoi
padpiHoBaHOT HOBMM NOKa3HNKOM «BakTepiasibHi
€HO0TOKCMHW» 3 BifNOBIAHUM METOA0M
BMNPOo6YyBaHHA. 3MiHN | TURY - 3MiHK 3 SKOCTI.
A®|. KoHTponb A®I. 3miHa y napameTpax
cneumdikaLin Ta/abo gonycTMMmnX MeX,
BM3HAYEHUX Y cneumdiikauisx Ha Adl, abo
BUXIiAHWIA/NPOMKHUIA NpOAyKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuytea AdI
(monoBHeHHS cnevudikaLii HOBUM NOKa3HUKOM
SIKOCTi Ta BigMNoBigHMM METOA40M BUNPOOYBaHHS)
[lonoBHeHHs crneumdikavii onii onMekoBol
padhiHOBaHOi HOBMM MOKa3HNKOM «bakTepiasibHi
©HA0TOKCUHW» 3 BiANOBIAHUM METOA0M
BUNPOBYBaHHA. 3MiHN | TUNY - 3MiHW 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikayin Ta/abo gonycTMMmUX MeX,
BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BUXIiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BUKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(monoBHeHHSA cnevudikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifMoBigHMM METOA0M BUNPOOYBaHHS)
[lonoBHeHHs cneuudikaLii rnokosm,
MOHOTripaTy, HOBUM NOKa3HUKOM
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

«MikpobionoriyHa ynctoTa» 3 BignoBiAHNM
MeTOLO0M BUNPOOBYBaHHA. 3MiHW | TUMy - 3MiHK 3
AKocTi. A®Il. KoHTposb AdL. 3miHa y napameTpax

cneuudikauin Ta/abo gonycTMMKX MeEX,

BM3HaYeHUX y cneuudikauisx Ha Adl, abo

BUXIZAHWIA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTBCS Y NpoLeci BUpobHuuTea Ad|

(8ONOBHEHHS cneumdikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifNoBigHMM METOA40M BUNPOOYBaHHS)
[onoBHeHHs cnevudikauii onii coeBoi
padhiHoBaHOT HOBMM NOKAa3HUKOM

«MikpobionoriyHa ynctoTa» 3 BignoBiAHUM
METOA0M BUMPOOYBaHHSA. 3MiHW | TUMy - 3MiHK 3

aKkocTi. CepTudikar BignosigHOCTI/TE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/mMmoHorpadii. NogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BifnoBigHOCTI a0
BWYYEHHS cepTudikarta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons

BUXiQHOro MaTepiany/peareHTy/npomixKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y BUPOBGHULTBI

A®I; ona 4ONOMIXKHOT peqyoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
BunyueHHs cepTudikartis (3a HasBHOCTI
My/nbTUNETHOrO cepTudikata Ha martepiasn)
Bunyuyernua CEP Ne R1-CEP 2014-002-Rev 00
ana A®l anaHiHy Bupo6HuyTBa Shanghai
Ajinomoto Amino Acid Co., Ltd., China. 3miHn |
TMny - 3MiHK 3 AKkocTi. CepTudikar

BignosigHocTi/IE-cepTudikar BignosigHOCTI

€Bponelicbkiin dhapmakonei/moHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO cepTudikaTa

BiANOBIAHOCTI ab0 BUYyYEHHNA cepTudikata

BiANOBIAHOCTI €Bponeiickbkili hapmakonei: gns
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPWCTOBYIOTLCS Y BUPOOHNLTBI ADI; ans
[0NOMDKHOT peyoBrHU (cepTudpikat
BifnoBigHOCTI €Bponelickkili hapmakonel) -
HoBwii cepTudpikat Ha HecTepunbHUin A®I, akuii
6yfe BYKOPUCTOBYBATUCS A/19 BUPOGHMLTBA
CTEPUIBHOTO NiKapcbKoro 3acoby, AKLWo Boja
BMKOPWCTOBYETHCA HA OCTaHHIX eTanax CUHTe3y

Ta mMaTepiasn He BiflbHUIA Bif 6GakTepiasibHNX

€HAOTOKCMHIB [NogaHHA HOBOro cepTuduikary
BignoBigHOCTI E® ansa AdD| anaHiHy
Bupo6HuUTBa SHANGHAI AJINOMOTO AMINO
ACID CO,, LTD., China CEP Ne RO-CEP 2018-
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
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145-Rev 00.3miHu | TMNY - 3MiHKU 3 SKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KOHTPOb roTOBOr0
nikapcbkoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHSA roTOBOrO /liKapCbKoro 3acoby
(ansa npuBeseHHs y BianosigHicTb 3 dY abo
€Bponeiicbkoto hapMakoneeto Ta BUyYEHHS
NocCUNaHHA Ha 3acTapinuii BHYTPILLHIA MeToq
BMNPOBYBaHHS i ioro Homep) MpuBeaeHHs
MEeTOAMNKMN BUNPOBYBaHHs /13 3a NOKa3HMKOM
«MexaHi4Hi YacTkv» y BifnoBigHICTb MOHOTrpadii
€Bp.®apm.2.9.19 3MiHun | TUNY - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeoOXIAHICTIO NpUBEAEHHS Y BIANOBIAHICTbL A0
MoHorpadii APY abo €Bponeincbkoi
thapmakonei, abo iHLWOoT HauioHa/IbHOT
thapmakonei gepxasu E€C (3miHa 'y
cneumdikauisix, NoB'A3aHa 3i 3MiHamu B JdY,
abo €sponelicbkiin hapmakonei, abo iHLUii
HauioHasbHin thapmakonei aepxasu €C)
MprBeaeHHs crnieumdikaLii onii coeBoi
padhiHoBaHOT y BiANOBIAHICTb Ait040i MOHOrpadil
€sp.®apm.1473. 3miHn | TMNY - 3MiHK 3 AKOCTI.
CepTtudpikaT BignosigHocTi/l E-cepTudpikart
BiANOBIAHOCTI EBponeiichbkili
thapmakonei/mMmoHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTIi abo
BW/YYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ans
BVXiHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
A®I; ona AONOMIKHOT peqoBuHU (cepTudikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNEeHWi cepTUdikaT Bif, y)Xe 3aTBEpAXEHOro
BMpOo6HUKa MogaHHSA OHOBNEHOTO cepTudiikaTy
BignosigHocTi E® ansa Ad®| TpuntodhaHy Bif BXe
3aTBepaAxeHoro BupobHuka AJINOMOTO
HEALTH AND NUTRITION NORTH AMERICA,
INC., USA CEP Ne R1-CEP 1998-137-Rev 05
(3aTBepaxeHo: R1-CEP 1998-137-Rev 04). Mig
yac oHoeneHHA CEP Bigbynocsa foaasaHHA
BMPOGHWYOI Ai/TbHNLi 3 BUPOBHMLTBA NPOMDKHUX
npopyktis — AJINOMOTO HEALTH &
NUTRITION NORTH AMERICA, INC. Ajinomoto
Heartland Ingredients Plant. Cneundikauis Ta
npoginb AOMILLIOK 3a1WAaTbCA HE3MIHHUMU.
3Minu | TMNYy - 3MiHK 3 sikocTi. CepTudikar
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BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkiii hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onqa BuxigHOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[OMOMDKHOT peyoBMHY (cepTuddikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNEHWi cepTUdikaT Bif, y)Xe 3aTBEPAXEHOro
BMpOo6HUKa MogaHHA OHOBNEHOTO cepTudiikaTy
BignosigHocTi €E® ana APl nisuHy auerary Big
BXe 3aTBepmKeHoro BupobHuka AJINOMOTO
HEALTH AND NUTRITION NORTH AMERICA,
INC., USA CEP Ne R1-CEP 2014-063-Rev 02
(3aTBepmxeHo: CEP Ne R1-CEP 2014-063-Rev
01). OHOBNEHHS NOB’A3aHe 3 Nepernsgom
BMNPOGYBaHHSA Ha ifeHTUIKaLilo, OHOB/EHI
MeXi AN HIHMAPYH-NO3UTUBHUX PEYOBUH
BiANOBIAHO MOHoOrpacii €sp.dapm. 3miHa
MOLUTOBOTO iHAEKCY NPOMDKHOI BUPOGHNYOT
AinbHAUI. 3MiHW | TUNY - 3MiHW 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONechbkili
hapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudikara BifnosigHOCTIi a6o
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiickkili hapmakonei: gns A®l; ons
BUXiQHOTO MaTepiany/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; oA fonoMiXHOT pevyoBuHY (cepTudpikat
BifnoBigHOCTI €Bponelickkili hapmakonel) -
OHOBReHW cepTUdiKaT Bif, y)xe 3aTBEPAXEHOr0
BMpo6HUKa MojaHHA OHOBNEHOTO cepTudikaTy
BignosigHocTi E® ans AP| METIOHIHY Bif, BXe
3aTBepmxeHoro BupobHnka EVONIK REXIM
(NANNING) PHARMACEUTICAL CO., LTD.,
China CEP Ne R1- CEP 2005-190-Rev 04
(3atBepmxeHo: CEP Ne R1-CEP 2005-190-Rev
03). OHOBEHHS NOB'A3aHe 3i 3MIHOK MOLUTOBOrO
iHaekcy/Homepa 6yaisni komMnaxii. PakTnyHe
MiCLie3HaXOMKEHHS He 3MiHMNocs. 3MiHu | Tuny -
3MiHu 3 aKocTi. CepTudikaT BignosigHoCTI/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/mMmoHorpadii. NogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BifnoBigHOCTI a0
BWIYYEHHS cepTudikarta BifnoBigHOCTI
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€Bponeiicbkili hapmakonei: gns A®l; ons
BUXiQHOro MaTepiany/peareHTy/npomixKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y BUPOBGHULTBI
A®I; ona 4ONOMIXKHOT pevyoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOBNEHWIA cepTUddikar Bif yxe 3aTBepaKeHoro
BMPO6HUKa MNogaHHs OHOBMEHOro cepTudiikaty
BignosigHocTI €EP ana A®I rniuuHy Big BXE
3aTBEpPAXEHOro BUpo6HrKa EVONIK REXIM
(NANNING) PHARMACEUTICAL CO., LTD.,
China CEP Ne CEP 2008-099-Rev 05
(3atBepmxeHo: CEP Ne CEP 2008-099-Rev 04).
OHOB/IEHHA NOB’A3aHe 3i 3MiHOK0 NOLITOBOrO
iHaekcy/Homepy 6yaiBni KoMnaHii. akTnyHe
MiCLe3HaXOMKEHHS He 3MiHMNocA. 3MiHu | Tuny -
3miHu 3 sKkocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/mMmoHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTIi abo
BW/YYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ans
BVXiZHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
A®I; ona AONOMIKHOT peqoBuHU (cepTudikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNEeHWi cepTUdikaT Bif, y)Xe 3aTBEpAXEHOro
BMpOo6HUKa MogaHHA OHOBNEHOTO cepTudikaTy
BignosigHocTi EP ansa A®| kucnotn
acnapariHoBOI Big, BXe 3aTBEPAKEHOr0
BMpo6HMKa EVONIK REXIM (NANNING)
PHARMACEUTICAL CO., LTD., China NeCEP
2004-216-Rev 04 (3aTBepaxeHo: CEP NeR1-
CEP 2004-216-Rev 03). OHOBNEHHA NOB’A3aHe
3i 3MIHOIO MOLLTOBOTO iHAEKCY/HOMepy GyaiBni
KOMnNaHii. PakTUyHe MicLLe3HaxXOoMKEHHS He
3MiHWNocsA. 3MiHu | TUNY - 3MiHX 3 SKOCTI.
CepTtudikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiichbkili
thapmakonei/mMmoHorpadii. NMogaHHs HOBOro abo
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTI abo
BWYYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BVXiHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
A®I; ona AONOMIKHOT peqoBuHU (cepTudikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNEeHWi cepTUdikaT Bif, y)Xe 3aTBEpAXEHOro

BMpo6HUKa MogaHHsA OHOBNEHOTO cepTudiikaTy
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BignosigHocTi E® ansa Ad| kanito xnopugy Big,
BXE 3aTBep/pKeHoro BupobHuka K+ S Minerals
and Agriculture GmbH, Germany CEP Ne R1-
CEP 2010-380-Rev 04 (3atBepgxeHo: CEP Ne
R1-CEP 2010-380-Rev 03). 3MiHu | TUny - 3MiHn
3 aKocTi. CepTudpikat signosigHocTi/lE-
cepTudikaT BigNoBigHOCTI EBpoNeinchkiii
hapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudikara BifnosigHOCTi a6o
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiickkili hapmakonei: gns A®l; ons
BUXiQHOTO MaTepiany/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; oA fonoMixXHOT pevyoBuHY (cepTudpikat
BifnoBigHOCTI €Bponelickkili hapmakonei) -
OHOBREeHW cepTUdikaT Bif, y)xe 3aTBEpAXEHOr0
BMpo6HUKa MojaHHA OHOBNEHOTO cepTudikaTy
BignosigHocTi E® ans AP| HaTpito aueTaTy
TpWrigpaTy Bif, BXe 3aTBEPAXKEHOr0 BUPOGHMKA
Niacet BV, The Netherland CEP NeCEP 2018-
029-Rev 02 (3aTBepmxeHo CEP Ne RO-CEP
2018-029-Rev 01).3miHu | TNy - 3MiHU 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KoHTposb
OOMNOMDKHMX peqyoBUH. 3MiHa y MeTofAax
BUMNPOOYBaHHA [OMOMiKHOI PEHOBWHM
(BMnyyeHHs MeToAy BUMPOOYBaHHSA, AKLLO
anbTepHaTVBHUI MeTo BUNPOBYBaHHA Bxe
3aTBepAXeH0) BunyyeHHs in-house metoay
nonym’ssHoi hoToMeTpIi 4719 BUSHAYEHHS BMICTY
Kanito B ONOMiXHI/ peyoBUHi HaTpilo onear.
HasiBHWIA 3aTBEpPAKEHNIT anbTepHaTUBHUIA
MeTOo/, aTOMHO-eMICiiHOT cnekTpoMeTpii. 3MiHu ||
TUNy - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii
3aci6. KOHTposib rOTOBOTO NiKapCbKoro 3acoby.
3MiHK, AKi CTOCYIOTbCSA BUPOBHMYOrO npoLiecy y
peasibHOMY 4aci abo BUMyCKy 3a napameTpamMu
[N TOTOBOrO NiKapcbkoro 3acoby BeeaeHHs
BUMYCKy 3a NnapameTpamu gnsa Tecty
«CTepWbHICTb», KUl A03BOIEHWIA ANs
npenaparis, AKi NigAalTbCA KiHLEBIN
cTepwnisauii B NepBUHHOMY NakKyBaHHi.
CTepusbHICTb NPOAYKTY NiATBEPMAXKYETLCA
BHYTPILUHbOTEXHOIOMNYHUM KOHTPOSIEM

249.

ONIME/Nb
N7E

emMynbCia aAnsa
iHcpy3ii no 1000 mn
y TpUkamepHoMy
nnacTyKoBoMy
nakeTi B 3aXMCHii

Bakctep
C.A.

Benbrisa

BxigHWIA KOHTPOSb,
KOHTPO/b
MPOMiXXHOIO
NpOAYKTY,
BMPOGHMLITBO,

Benbris

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MmiHu | TMny - 3MiHKn 3 AKocTi. FoToBUIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa y MeTofax

BMNPO6YBaHHSA roTOBOrO JIiKapCbKOro 3acoby

3a
peyenmom

UA/17380/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
060/10HUj, Wo nakyBaHHs1, (iHWi 3MmiHM y MeTogax B1unpobyBaHb
MIiCTUTb MOrAvHay KOHTPO/b AKOCTi Ta (BKNHOYAKOUN 3aMiHY ab0 [JOMOBHEHHS))
KWCHIO; Mo 6 nakeTiB BUMYCK Cepil: [lofnaBaHHA METOAY ONTUYHOT eMiCiliHOT
Y KapTOHHIll KOpooLi; Bakctep C.A. CNeKTPOMETPIi 3 iIHAYKTVBHO 3B’A3aHOI0 N1a3Mot0

no 1500 mny
TpMKaMepHoOMy
nnacTyKoBoMy
nakeTi B 3aXUCHiit
060/10HLUj, Wo
MICTUTb MOrnvHaY
KMCHIO; MO 4 nakeTtu
Y KapTOHHii kopobuy;
no 2000 mny
TpMKamMepHoMy
nnacTyKoBOMy
nakeTi B 3aXMCHii
060/10HLj, Wo
MiCTUTb MOrAvHaY
KUCHIO; M0 4 nakeTtu
Y KapTOHHili kopobLi

(ICP-OES), ik anlbTepHaTUBHOrO, AN
BMNpOoOGYBaHHSA igeHTUdiKaLii Ta KilbkKicHoro
BU3HAYeHHs HaTpito B [N13. 3arBepmkeruii
MeToz, NosTyM’ siHO-eMiCiliHa CNeKTPOMETPIs.

3MiHu | TUNY - 3MiHK 3 AkocTi. FoToBUIA

nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3miHa y meToaax
BMNPOGYBaHHA roTOBOrO /iKapCbKOro 3acoby
(iHWi 3miHM y MeTogax BunpobyBaHb
(BKNKOYAKOUN 3aMiHY ab0 [LOMOBHEHHS))
[lonaBaHHA METOAY ONTUYHOT eMiCiliHOT
CNeKTpOMETPIi 3 iIHAYKTVBHO 3B’3aHOI0 N1a3Mot0

(ICP-OES), ik anlbTepHaTUBHOro, AN

BMNpOoOGYBaHHSA igeHTUdiKaLii Ta KilbKicHOro
BU3HaueHHsA kanito B [/13. 3aTBepakeHunii meToq
nonym'ssHo-eMiciliHa cnekTpomMeTpist. 3MiHu |
TUNy - 3MiHK 3 SIKOCTi. FOTOBWIA NiKapcbKuii
3aci6. KOHTposib rOTOBOTO NiKapCbKoro 3acoby.
3MmiHa y MeTogax BunpobyBaHHA roTOBOrO
niKapcbKoro 3acoby (iHwWi 3MiHM y meTogax

BMMPOGYBaHb (BK/THOYaO4M 3amiHy abo
[ONOBHEHHS)) [JoAaBaHHS MeToAy ONTUYHOT

eMiciliHoi cnekTpoMeTpii 3 iHAYKTUBHO 3B'A3aHOI0
nnasmoto (ICP-OES), sk anbTepHaTUBHOTO, A1A
BMNPOBYBaHHSA ifeHTuikawii Ta KinbkicHoro
BU3HAYEHHA MarHito B [N13. 3aTBepaxKeHuii
MeTOo/ —aTOMHO-a6Ccopo6LjiiHa CNekTPOCKoNis.
3MiHu | TNy - 3MiHKW 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTposb roToBoro
nikapcbkoro 3acoby. 3MiHa y meTogax
BUNPOOYBaHHA rOTOBOTO NiKapCbKoro 3acoby
(iHWi 3MiHM y MeTogax BunpobyBaHb
(BK/HOYAKOUN 3aMiHY @60 [OMOBHEHHS))
[lopaBaHHA MeTo4y ONTUYHOI eMicCiliHOT
CnekTpoMeTpii 3 iHAYKTVBHO 3B’A3aHOI0 N1a3Mot0

(ICP-OES), sk anbTepHaTUBHOrO, 415
BMNPOBYBaHHS ifeHTuikawii Ta KinbkicHoro
BU3HaAYeHHA KanbLito B [N13. 3aTBepakeHuii

MeTOo/ —aTOMHO-a6Ccopo6LiiHa CNekTPOCKONis.
3MiHu | TNy - 3MiHKW 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTposb roToBoro
nikapcbkoro 3acoby. 3MiHa y meTogax

BUNPOOYBaHHA rOTOBOTO NiKapCbKOro 3acoby

(iHWi 3MiHM y MeTogax BUNpobyBaHb
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(BKNHOYAKOUN 3aMiHy @60 [OMOBHEHHS))
[JlofaBaHHs anbTepHaTUBHOIO MeToAy
iaeHTudiKalii Ta KinbKiCHOro BU3HaYeHHS
amiHOKMCNOT 3a gonomMorot YEPX ans
npomixHoro /13, a came cymiLli aMmiHokucnot CS-
TB npw 34jiiCHEHHI KOHTPOJHO B NPOLIECI
BUPOGHMLITBA [0 BXE 3aTBEPAXEHOro MeToay
BEPX. 3MiHn | TUny - 3MiHK 3 sikocTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTposb roToBoro
nikapcbkoro 3acoby. 3MiHa y meTogax
BUNPOOYBaHHA rOTOBOTO NiKapCbKOro 3acoby
(iHWi 3MmiHM y MeTogax BunNpobyBaHb
(BKNHOYAKOUN 3aMiHy @60 [JOMOBHEHHS))
[JlofaBaHHs anbTepHaTUBHOIO MeToAy
iaeHTudiKaLii Ta KiNnbKiCHOro BU3HaYeHHS
aMiHOKMC/IOT 3a A0MOMOroK y/bTpaeeKTUBHOI
pianHHOT xpomatorpadii (YEPX) ana 3
(3aTBEpMXEHMI MeTOg, BEPX).
3miHu | TUny - 3MiHn 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikar BignosigHoCTi
€Bponelicbkiit hapmakonei/moHorpadii. 3miHu,
MoB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpagii AdY abo
€Bponeiicbkoi thapmakonei, abo iHLWOoi
HaujoHanbHoI hapmakonei gepxasu €C (3miHa
y cneyudpikauisix, nos'asaHa 3i smiHamu B Y,
abo €sponelicbkiin hapmakonei, abo iHLWii
HaujioHasnbHIli hapmakonei gepxasu €C)
MpuBeneHHs cneumaikavii rnoko3un, MoHorigpaT
BuMpobHuka CARGILL S.L.U, Spain 'y
BiANOBIAHICTb A0 Ajto40i MOHorpadii €Bp.dapm.
0178. 3minu | Tuny - 3MiHK 3 AkocTi. CepTudikar
BignosigHocTi/IE-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUYyYEHHNA cepTudikata
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: ans
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; ans
[0NOMDKHOT pevyoBrHU (cepTudpikat
BifnoBigHOCTI €Bponelickkili hapmakonel) -
OHOBReHW cepTUdiKaT Bif, y)xe 3aTBEPAXEHOr0
BMpOo6HUKa - [ogaHHA OHOB/IEHOro cepTudiikaty
BignosigHocTi E® Ne R1-CEP 1997-059-Rev 04
ans A®I rnoko3n, MOHOTiApaTy Bif, BXe
3aTBepaxeHoro BupobHuka CARGILL S.L.U.,
Spain. (3aTBepmkeHo: CEP Ne R1-CEP 1997-
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059-Rev 03). 3miHu | TUny - 3miHK 3 AkocTi. AdI.
KoHTposnib A®L. 3miHa y napameTpax
cneumdikayin Ta/abo gonycTMMmnX MeX,
BM3HAYEHUX y cneumdikauisx Ha Adl, abo
BUXIiAHWIA/NPOMKHUIA NpOAyKT/peareHT, Wwo
BVKOPVCTOBYIOTbCS Y npoueci BupobHuytea AdI
(monoBHeHHS cnevudikaLii HOBUM NOKa3HUKOM
SIKOCTi Ta BigMNoBigHMM METOA40M BUNPOOYBaHHS)
[lonoBHeHHs crneumdikavii rokosu,
MOHOTriApaTy, HOBUM NOKa3HUKOM «BakTepianbHi
©HA0TOKCUHMW» 3 BiANOBIAHUM METOA0M
BUNPOBYBaHHA. 3MiHN | TUNY - 3MiHW 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikalin Ta/abo gonycTuMmx Mex,
BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BVXIiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(monoBHeHHSA cnevudikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifMoBigHMM METOA0M BUNPOOYBaHHS)
[lonoBHeHHs cnewumdikayii onii coeBoil
padpiHoBaHOT HOBMM NOKa3HUKOM «BakTepiasibHi
€HA0TOKCUHM» 3 BiANOBIAHUM METOA0M
BUNPOBYBaHHSA. 3MiHM | TUNY - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo fonycTMMmX MeX,
BM3HAYeHUX y cneuudpikauisx Ha Adl, abo
BUXIZHWUIA/NPOMIKXHUIA NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTBCS Yy NpoLeci BUpobHuuTea Ad|
(8ONOBHEHHS cneumdikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifNoBigHMM MEeTOA40M BUNPOOYBaHHS)
[lonoBHeHHs creumdikavii onii 01MBKOBOT
padpiHoBaHOT HOBMM NOKa3HNKOM «BakTepiasibHi
€HO0TOKCMHW» 3 BifNOBIAHUM METOA0M
BMNPOo6YyBaHHA. 3MiHN | TURY - 3MiHK 3 SKOCTI.
A®|. KoHTponb A®I. 3miHa y napameTpax
cneumdikayin Ta/abo gonycTMMmUX MEX,
BM3HAYEHUX y cneumdiikauisx Ha Adl, abo
BUXIiAHWIA/NPOMKHUIA NpOAyKT/peareHT, Wwo
BVKOPVCTOBYIOTbCS Y npoueci BupobHuytea AdI
(monoBHeHHS cnevudikaLii HOBUM NOKa3HUKOM
SIKOCTi Ta BigMNoBigHMM METOA40M BUNPOOYBaHHS)
[lonoBHeHHs creumdikavii rokosn,
MOHoOrifpaTy, HOBUM MOKa3HNKOM
«Mikpob6ionoriyHa uncToTa» 3 BifMnoBiAHNM
MEeTOA0M BUMPOOBYBaHHSA. 3MiHW | TUMY - 3MiHK 3
akocTi. A®Il. KoHTponb A®I. 3miHa y napameTpax
cneuudikayin Ta/abo gonycTuMmx Mex,
BM3HAYEHUX Y cneumdiikauisx Ha A®l, abo
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BVXIiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(monoBHeHHSA cnevudikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifMoBigHMM METOA0M BUNPOOYBaHHS)
[lonoBHeHHs cnevmdikayii onii coeBoil
pagpiHOBaHOT HOBMM NOKa3HUKOM
«MikpobionoriyHa ynctoTa» 3 BignoBiAHNM
METOA0M BUMPOGYBaHHS. 3MiHM | TUMNy - 3MiHK 3
akocTi. CepTtudpikaT BignosigHocTI/lE-
cepTudikaT BigNoBigHOCTI EBpoNeichkiii
hapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudikara BifnosigHOCTi a6o
BWyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiickkili hapmakonei: gns A®l; ons
BUXiQHOTO MaTepiany/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; oA foNoMiKHOT pevyoBuHY (cepTudpikat
BifnoBigHOCTI €Bponelickkili hapmakonel) -
BunyueHHs cepTudpikatis (3a HassBHOCTI
My/IbTUNIETHOIO cepTuddikata Ha martepian)
BunyyernHs CEP Ne R1-CEP 2014-002-Rev 00
ona A®l anaHiHy Bupo6HuytBa Shanghai
Ajinomoto Amino Acid Co., Ltd., China. 3miHu |
TUny - 3MiHu 3 akocTi. CepTuddikat
BignosigHocTi/lE-cepTudikat BigNoBiAHOCTI
€Bponelicbkiit hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[OMOMDKHOT peyoBuHY (cepTuddikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
HoBuii cepTudpikat Ha HecTepunbHUilt A®I, akuii
6yae BMKOPUCTOBYBATUCSA A1 BUPOOHMLTBA
CTepuIbLHOrO NiKapcbkoro 3acoby, AKL0 BoAa
BMKOPWCTOBYETHCA HA OCTaHHIX eTanax CMHTe3y
Ta MaTepian He BiNbHWIA Bif, 6akTepiasbHNX
€HJO0TOKCUHIB - MNoJaHHsA HOBOro cepTudikaty
BignoBigHoCTI €EP ana AP| anaHiHy
BMpo6HMLUTBa SHANGHAI AJINOMOTO AMINO
ACID CO., LTD., China CEP Ne RO-CEP 2018-
145-Rev 00. 3MiHu | TUNY - 3MiHW 3 AKOCTI.
[oTOBWI1 NikapCbkuii 3aci6. KOHTPOb TOTOBOrO
nikapcbkoro 3acoby. 3MiHa y meTogax
BUNPOOYBaHHA rOTOBOTO NiKapCbKOro 3acoby
(onsa npuBeaeHHs y BignosigHicTs 3 Y abo
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€BponeicbKolo hapmakoneeto Ta BUyUYeHHs
NOCUMaHHA Ha 3acTapinuii BHYTPILLHIA MeTon
BMNPOBYBaHHS i ioro Homep) MpuBeaeHHs
MeToAVKM BUNPo6yBaHHA /13 3a NokasHMKOM
«MexaHiyHi YacTkun» y BigNoBigHICTb MOHOrpadii
€Bp.Papm.2.9.19. 3miHu | TUNy - 3MiHK 3 AKOCTI.
CepTtudpikaT BignosigHocTi/l E-cepTudoikar
BiANOBIAHOCTI EBponeiichbkili
thapmakonei/mMmoHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTIi abo
BWIYYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ans
BVXiHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
A®I; ona AONOMIKHOT peqoBuHU (cepTudikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNEeHWi cepTUdikaT Bif, y)Xe 3aTBEpAXEHOro
BMpO6HUKa - [ogaHHA OHOB/IEHOTO cepTuduikaty
BignosigHocTi E® ansa Ad®| TpuntodhaHy Bif BXe
3aTBepaAxeHoro BupobHuka AJINOMOTO
HEALTH AND NUTRITION NORTH AMERICA,
INC., USA CEP Ne R1-CEP 1998-137-Rev 05.
(3aTBepaxeHo: R1-CEP 1998-137-Rev 04). Mig
yac oHoefeHHA CEP Big6ynocsa foaasaHHA
BMPOGHWYOI Ai/TbHNLi 3 BUPOBHMLTBA NPOMDKHUX
npopyktis — AJINOMOTO HEALTH &
NUTRITION NORTH AMERICA, INC. Ajinomoto
Heartland Ingredients Plant. Cneundikauis Ta
npoginb AOMILLIOK 3a1LWAaTbCA HE3MIHHUMU.
3Minn | TUnYy - 3MiHn 3 axkocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BigNoBiAHOCTI
€Bponelicbkii hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[OMOMDKHOT peyoBMHU (cepTuddikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNEeHWi cepTUdikaT Bif, y)Xe 3aTBEpAXEHOro
BMpO6HUKa - [ogaHHA OHOB/IEHOTO cepTuduikaty
BignosigHocTi €E® ans A®I| nisuHy auerary Bif
BXe 3aTBepmKeHoro BupobHuka AJINOMOTO
HEALTH AND NUTRITION NORTH AMERICA,
INC., USA CEP Ne R1-CEP 2014-063-Rev 02
(3aTBepmxeHo: CEP Ne R1-CEP 2014-063-Rev
01). OHOB/MEHHS NOB’sA3aHe 3 Nepernsgom
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BMNPOGYBaHHSA Ha ifeHTUIKaLilo, OHOB/EHI
MeXi AN HIHMAPYH-NO3UTUBHUX PEYOBUH
BiANOBIAHO MOHoOrpacii €sp.dapm. 3miHa
MOLUTOBOTO iHAEKCY NPOMDKHOI BUPOGHNYOT

AinbHAUI. 3MiHW | TUNY - 3MiHW 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONechbkili
hapmakonei/moHorpadii. NMogaHHA HoBoro abo

OHOBJ/IEHOrO cepTudikara BifnosigHOCTi a6o

BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiickkili hapmakonei: gns A®l; ons

BUXiQHOTO MaTepiany/peareHTy/npoMiXXHOro

NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; oA fonoMixXHOT pevyoBuHY (cepTudpikat
BifnoBigHOCTI €Bponelickkili hapmakonei) -

OHOBREeHW cepTUdikaT Bif, y)xe 3aTBEpAXEHOr0

BMpOo6HUKa - [ogaHHA OHOB/IEHOro cepTuduikaty
BignosigHocTi E® ans AP| METIOHIHY Bif, BXe
3aTBepmxeHoro BupobHnka EVONIK REXIM

(NANNING) PHARMACEUTICAL CO., LTD.,
China CEP Ne R1- CEP 2005-190-Rev 04

(3atBepmxeHo: CEP Ne R1-CEP 2005-190-Rev
03). OHOBEHHS NOB'A3aHe 3i 3MIHOK MOLUTOBOrO
iHaekcy/Homepa 6yaisni komMnaHii. PakTnyHe
MiCLie3HaXOMKEHHS He 3MiHMNocs. 3MiHu | Tuny -
3MiHu 3 aKocTi. CepTudikaT BignosigHoCTI/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/mMmoHorpadii. NogaHHs HoBOro abo

OHOBJIEHOTO cepTudikaTa BifnoBigHOCTI a0

BUYYEHHS cepTudikarta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons

BUXiQHOro MaTepiany/peareHTy/npomixKHOro

NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y BUPOBGHULTBI
A®I; ona 4ONOMIXKHOT pevyoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -

OHOBNEHWIA cepTUddikar Bif yxe 3aTBepaKeHoro

BMPO6GHUKa - MNogaHHs OHOBIEHOTO cepTudiikaTy

BignosigHocTI EP ana API rniuuHy Big BXeE

3aTBEpPAXEHOro BUpo6HKka EVONIK REXIM

(NANNING) PHARMACEUTICAL CO., LTD.,

China CEP Ne CEP 2008-099-Rev 05
(3atBepmxeHo: CEP Ne CEP 2008-099-Rev 04).
OHOB/IEHHA NOB’sA3aHe 3i 3MiHOK0 NOLITOBOrO
iHaekcy/Homepy ByaiBni KoMnaHii. PakTnyHe
MiCLe3HaXOMKEHHS He 3MiHMNocA. 3MiHu | Tuny -
3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/MmoHorpadii. NogaHHs HoBoro abo
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OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTIi abo
BW/YYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BVXiZHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
A®I; ona AONOMIKHOT peqoBuHU (cepTudikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNEeHWi cepTUdikaT Bif, y)Xe 3aTBEpAXEHOro
BMpPO6HUKa - [ogaHHA OHOB/IEHOTO cepTuduikaty
BignosigHocTi EP ansa A®| kucnotn
acnapariHoBOI Big, BXe 3aTBEPAKEHOr0
BMpo6HMKa EVONIK REXIM (NANNING)
PHARMACEUTICAL CO., LTD., China Ne CEP
2004-216-Rev 04 (3aTBepaxeHo: CEP NeR1-
CEP 2004-216-Rev 03). OHOBNEHHA NOB’A3aHe
3i 3MiHOIO MOLLTOBOTO iHAEKCY/HOMepy GyaiBi
KOMnNaHii. PakTUyHe MiCLLe3HaxXOoMKEHHS He
3MiHWNocsA. 3MiHu | TUNY - 3MiHX 3 SKOCTI.
CepTtudpikaT BignosigHocTi/l E-cepTudpikart
BiANOBIAHOCTI EBponeiichbkili
thapmakonei/mMmoHorpadii. NMogaHHs HOBOro abo
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTIi abo
BWYYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BVXiHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
A®I; ona AONOMIKHOT peqoBuHU (cepTudikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNEeHWi cepTUdikaT Bif, y)Xe 3aTBEpAXEHOro
BMpO6HUKa - [ogaHHA OHOB/IEHOTO cepTuduikaty
BignosigHocTi E® ansa Ad| kanito xnopugy Bif
BXE 3aTBep/pKeHoro BupobHuka K+ S Minerals
and Agriculture GmbH, Germany CEP Ne R1-
CEP 2010-380-Rev 04 (3atBepgxeHo: CEP Ne
R1-CEP 2010-380-Rev 03). 3MiHu | TUny - 3MiHn
3 aKocTi. CepTudpikar signosigHocTi/lE-
cepTudikaT BigNoBigHOCTI EBpoNeichkiii
hapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudikara BifnosigHOCTi a6o
BWyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiickkili hapmakonei: gns A®l; ons
BUXiQHOTO MaTepiany/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; oA fonoMiXHOT pevyoBuHY (cepTudpikat
BifnoBigHOCTI €Bponelickkili hapmakonel) -
OHOBNeHW cepTUdikaT Bif, y)Xe 3aTBEpAKEHOr0
BMPOGHMKA -
MofaHHsA OHOB/IEHOTO cepTudikarty
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BignosigHocTi E® ans A®| HaTpito aueTaTy
TpurigpaTy Bif BXe 3aTBep)KeHOro BUpo6HMKa
Niacet BV, The Netherland CEP Ne CEP 2018-

029-Rev 02 (3atBepgxeHo CEP Ne RO-CEP

2018-029-Rev 01). 3miHn | TNy - 3MiHW 3 SIKOCTI.

CeprtudpikaT BignosigHocTi/l E-cepTudikart

BiANOBIAHOCTI EBpONechbkili

thapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3

HeoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii JPY abo €Bponencbkoi
thapmakonei, abo iHLWOoT HauioHa/IbHOT
thapmakonei gepxasu E€C (3miHa 'y
cneuudikauisix, NoB'A3aHa 3i 3MiHamu B JdY,
abo €sponelicbkiin hapmakonei, abo iHLWii
HauioHanbHiln hapmakonei fgepxasu €C)
MprBeaeHHs crneumdikawii onii coeBoi
padhiHoBaHOT y BiANOBIAHICTb Ait04H0i MOHOrpadil
€sp.®apm.1473. 3miHn | TMNY - 3MiHK 3 SKOCTI.
[oToBMIA Nikapcbkuii 3aci6. KoHTposb
[OMOMiXKHUX PeYOBMH. 3MiHa Yy MeToAax
BMNPOGYBaHHA [OMOMDKHOI PEYOBUHM
(BnnyyeHHs meToAdy BUNPOOYBaHHS, SKLLO
anbTepHaTVBHWI MeTo BMNPOOyBaHHA Bxe
3aTBEpAKEHO) BunyyeHHs in-house meTtoay
nosym’siHoi hOTOMETPIT 415 BU3HAYEHHS BMICTY

Kanito B LONOMKHI peYOBUHI HaTpito oneart.

HasBHWiA 3aTBEpAKEHNIA asibTepPHATUBHUIA
MeTOo/ aTOMHO-eMICiHOT cnekTpomMeTpii. 3miHu ||
TMNy - 3MiHK 3 SIKOCTi. [OTOBWIA Nikapcbkuii
3aci6. KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby.
3MiHU, AKi CTOCYHOTbCA BUPOBHNYOro npoecy y
peanbHOMy Yaci abo BMnycky 3a napameTpamm
0151 TOTOBOrO NiKapCbKoro 3acoby -
BeefieHHs BUNycKy 3a napameTpamun 418 TecTy
«CTepWbHICTb», AKWiA AO3BOEHWI AnA
npenaparis, ki NigfanTbCA KiHLEBIl
cTepunisauii B NepBMHHOMY MaKyBaHHi.
CTepunbHICTb NPOAYKTY NiATBEPAXYETHCA
BHYTPILUHbOTEXHONOMYHNM KOHTPO/IEM.

250.

ONIMENb
N9E

emynbCis ans
iHchy3iiA; no 1000 mn
y TpUKaMmepHoMy
n1acTUKoBOMy
nakeTi B 3aXMCHIi
060/10HLUj, Wo
MiCTUTb MorAmMHaY
KUCHIO; MO 6 nakeTis
Y KapPTOHHIl kopobLi;

Bakctep
CA.

Benbris

BxigHUIA KOHTPOSb,
KOHTPO/b
MPOMiXXHOr0o
NpPOAYKTY,
BUPOBHULTBO,
nakyBaHHs,
KOHTPO/1b SIKOCTi Ta
BMNYCK cepil:
Bakctep C.A.

Benbris

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKkoro 3acoby. 3miHa y meTogax

BMNPOBYBaHHSA roTOBOrO JIiKApCLKOro 3acoby
(iHWi 3miHM y MeTogax BunpobyBaHb
(BkNHOYAKOUN 3aMiHy @60 [OMOBHEHHS))
[ofaBaHHA MeToAy ONTUYHOT eMiCiAHOI
CNeKTpoMETPIi 3 iHAYKTVBHO 3B’A3aHOK0 N1a3MoH0

3a
peyenmom

UA/17381/01/01
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no 1500 mny (ICP-OES), sk anbTepHaTUBHOrO, 415
TpUKamepHomy BMNPOBYBaHHSA ifeHTuikawii Ta KinbkicHoro
nnacTMKoBOMy BU3HAYeHHs HaTpito B [N3. 3arBepakeHuii

nakeTi B 3aXMCHIll
060/10HLj, Wo
MICTUTb NOrIMHaY
KVCHIO; MO 4 naketn
Y KapTOHHIli kopoobLLi;
no 2000 mny
TprKaMepHOMy
n1acTMKoBOMY
nakeTi B 3aXUCHiii
060/10HLj, WO
MiCTUTb MorAnHaY
KWUCHIO; Mo 4 naketn
Y KapTOHHIli kopoobLi

MeToZ NOsTyM’sIHO-eMiCiliHa CNeKTPoOMeTPis.
3MiHu | TNy - 3MiHKW 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTposb roToBoro
nikapcbkoro 3acoby. 3MiHa y meTogax

BUNPOOYBaHHA rOTOBOTO NiKapCbKoro 3acoby

(iHWi 3MiHM y MeTogax BunNpobyBaHb
(BkNHOYAKOUN 3aMiHy @60 [LOMOBHEHHS))
[ofaBaHHA MeToAy ONTUYHOT eMiCiAHOI

CnekTpoMeTpii 3 iHAYKTVBHO 3B’A3aHOI0 N1a3Mot0
(ICP-OES), sk anbTepHaTUBHOrO, 415
BMNPOBYBaHHS ifeHTuikawii Ta KinbkicHoro
BM3HAYeHHs Kanito B [/13. 3aTBEpAXEHUIT MeTop,
nonym’'sstHo-eMiciliHa cnekTpomMeTpis. 3MiHu |
TMNy - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii
3aci6. KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby.
3MiHa y MeTofax BUNpPobyBaHHS roTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHW y MeTogax
BMNPOGYBaHb (BK/IOYaoun 3amiHy abo
[IONOBHEHHS)) AoAaBaHHA MeToAy ONTUYHOT
eMICIliHOT cnekTpoMeTpii 3 iHAYKTVBHO 3B’13aHOH0
nnasmoto (ICP-OES), ik anbTepHaTuBHOro, Ans

BMNpOGYBaHHSA igeHTUdikaLii Ta KilbkicHoro

BM3HAYEHHA MarHito B [/13. 3aTBepaKeHuit

MeTO/, —aTOMHO-abCcopO6LiiHa cnekTpoMeTpist.
3miHu | TYny - 3MiHKW 3 AKoCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTposb rotToBoro
nikapcbkoro 3acoby. 3miHa y meTofax

BMNPOGYBaHHSA roTOBOrO /IiKapCbKOro 3acoby

(iHWi 3miHW y MeTofax BUNPO6yBaHb
(BKNtOYaKOUN 3aMiHy abo [ONOBHEHHS))
[0AaBaHHA MeToAy ONTUYHOT eMiCiAHOI

CMeKkTpoMeTpil 3 iIHAYKTUBHO 3B’A3aHOI0 N/1a3MOK0

(ICP-OES), sk aflbTepHaTUBHOrO, AN1s

BMNpOoGYBaHHSA igeHTUdikaLii Ta KilbkicHoro

BM3HAYEHHA KasbLito B [N13. 3aTBEpAKEHN

MeTO/, —aTOMHO-abCcop6LiiHa cnekTpoMeTpist.
3miHu | TMny - 3MiHKW 3 AKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTposb rotToBoro
nikapcbkoro 3acoby. 3miHa y metofax

BMNPOGYBaHHS roTOBOrO /liKapCbKoro 3acoby

(iHWi 3miHW y MeTofax BUNPO6yBaHb
(BKIHOYAKOYM 3aMiHy ab0 [ONOBHEHHS))
[0/aBaHHA a/lbTEPHATUBHOIO MeTOaY

iaeHTugiKaLii Ta KinbKiCHOro BU3Ha4YeHHs
amiHokMcnoT 3a gonomorow YEPX ans
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

npomikHoro /13, a came cymilli amiHokucnot CS-
TB npu 3iACHEHHI KOHTPOJIIO B NPOLIECI
BUPOGHMLITBA [0 BXE 3aTBEPAKEHOro MeToay
BEPX. 3MiHn | Tuny - 3MiHn 3 sikocTi. [oToBWMiA
nikapcbkuii 3aci6. KOHTposb rotToBoro
nikapcbkoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHS roTOBOrO /liKapCbKoro 3acoby
(iHWi 3mMiHM y MeTogax BUNpobyBaHb
(BKKOYAOYM 3aMiHy ab0 [ONOBHEHHS))
[0/aBaHHA a/lbTEPHATUBHOIO MeTOaY
iaeHTugiKaLii Ta KinbKiCHOro BU3Ha4YeHHs
amiHOKMC/OT 3a A0NOMOroK ybTpaedeKkTUBHOI
pigvHHOT xpomaTorpadii (YEPX) ana M3
(3aTBepaxeHuii meTos BEPX).
3MiHn | TUnYy - 3MiHn 3 axkocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BigNoOBIAHOCTI
€Bponelicbkii hapmakonei/MmoHorpadii. 3miHu,
MoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHA Y
BiANOBIAHICTb A0 MOHorpadii APY a6o
€Bponelicbkoi hapmakonel, abo iHwoi
HaujoHabHOT thapmakonei gepxasun €C (3miHa
y cneyudikauisix, NoB'A3aHa 3i 3miHamu B JdY,
abo €sponelicbkiii hapmakonei, abo iHLUii
HauioHasbHin thapmakonei aepxasu EC)
npuBeaeHHs cneundikauii r11oKko3un, MoHorigpaT
BupobHuka CARGILL S.L.U., Spainy
BiANOBIAHICTb A0 Ajtoyoi MoHorpadii €sp.dapm.
0178. 3miHu | TUNYy - 3MiHK 3 sKocTi. CepTudpikar
BignosigHocTi/lE-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo OHOBMEHOroO cepTudikaTa
BiANOBIAHOCTI ab0 BU/TyYEHHSA cepTudikata
BifNOBigHOCTI E€Bponelickkilii hapmakonei: ans
A®l; ansa BuxigHoro
matepiany/peareHTy/nPoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (cepTudiikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOBNEHWIA cepTUdikar Bif yxe 3aTBepaKeHoro
BMPOGHMKA - MOAaHHSA OHOBJ/IEHOrO cepTudikaTy
BignosigHocTi €EP Ne R1-CEP 1997-059-Rev 04
ana A®I rnoko3u, MOHorigpaTy Bif, BXe
3aTBepmxeHoro BupobHuka CARGILL S.L.U.,
Spain. (3aTBepmkeHo: CEP Ne R1-CEP 1997-
059-Rev 03). 3miHu | TNy - 3MiHK 3 AkocTi. AdI.
KoHTponb A®l. 3miHa y napameTpax
cneuudikayin Ta/abo gonycTuMmx Mex,
BM3HAYEHUX Y cneumdiikauisx Ha A®l, abo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

BVXIiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(monoBHeHHSA cnevudikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifMoBigHMM METOA0M BUNPOOYBaHHS)
[OONOBHEHHS cnevmdikavii rioKosn,
MOHOrigpaTy, HOBUM NOKa3HUKOM «BakTepianbHi
€HA0TOKCUHM» 3 BiANOBIAHUM METOA0M
BUNPOBYBaHHSA. 3MiHM | TUNY - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo fonycTumMmx Mex,
BM3HAYeHUX y cneuudpikauisx Ha Adl, abo
BUXIZHWUIA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTBCS Yy NpoLeci BUpobHuuTea Ad|
(8ONOBHEHHS cneumdikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifNoBigHMM MEeTOA0M BUNPOOYBaHHS)
[OOMNOBHEHHS crieumdikavii onii coeBoi
padpiHoBaHOT HOBMM NOKa3HNKOM «BbakTepiasibHi
€HO0TOKCMHW» 3 BifNOBIAHUM METOA0M
BMNPo6yBaHHA. 3MiHN | TURY - 3MiHK 3 SKOCTI.
A®|. KoHTponb A®I. 3miHa y napameTpax
cneumdikaLin Ta/abo gonycTMMmnX MeX,
BM3HAYEHUX y cneumdikauisx Ha Adl, abo
BUXIiAHWIA/NPOMKHUIA NpOAyKT/peareHT, Wwo
BVKOPVCTOBYIOTbCS Y npoueci BUpobHuytea A®I
(monoBHeHHS cnevudikaLii HOBUM NOKa3HUKOM
SIKOCTi Ta BigMNoBigHMM METOA40M BUNPOOYBaHHS)
[ONOBHEHHA cneumdikauii onii onmekosol
padhiHOBaHOi HOBMM MOKa3HNKOM «bakTepiasibHi
©HA0TOKCUHW» 3 BiANOBIAHUM METOA0M
BUNPOBYBaHHA. 3MiHW | TUNY - 3MiHK 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikayin Ta/abo gonycTMMmUX MeX,
BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BUXIiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BUKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(monoBHeHHSA cnevudikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifMoBigHMM METOA0M BUNPOOYBaHHS)
[OONOBHEHHS cnevmdikavii raoKosn,
MOHOTrifpaTy, HOBUM NMOKa3HUKOM
«MikpobionoriyHa ynctoTa» 3 BignoBiAHNM
METOA0M BUMPOGYBaHHS. 3MiHM | TUMNy - 3MiHK 3
AKocTi. A®Il. KoHTposb AdL. 3miHa y napameTpax
cneuudikauin Ta/abo fonycTMMmX MeX,
BM3HaYeHUX y cneuudikauisx Ha Adl, abo
BUXIZHWUA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTBCS Yy NpoLeci BUpobHuuTea Ad|
(8ONOBHEHHS cneumdikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifNoBigHMM METOA0M BUNPOOYyBaHHS)




200

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

[OOMNOBHEHHSA crieumdikavii onii coeBoi
padhiHoBaHOT HOBUM NOKa3HUKOM
«MikpobionoriyHa ynctoTa» 3 BignoBiAHUM
METOA0M BUMPOOGYBaHHSA. 3MiHW | TUMNy - 3MiHK 3
akocTi. CepTudikat BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BifgnoBigHOCTI a0
BWNYYEHHS cepTudikarta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons
BUXiQHOro MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y BUPOBGHULTBI
A®I; onsa 4ONOMIXKHOT peqyoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
BunyueHHs cepTudikartis (3a HasBHOCTI
My/NbTUNETHOrO cepTudikata Ha martepiasn)
Buny4yeHHs CEP Ne R1-CEP 2014-002-Rev 00
ana A®l anaHiHy Bupo6HuuTBa Shanghai
Ajinomoto Amino Acid Co., Ltd., China.
AnbTepHaTUBHUIA BUPOGHMK anaHiHy
AJINOMOTO HEALTH AND NUTRITION
NORTH AMERICA, INC., USA 3a/imiiaetbes.
3MiHu | TUNY - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosBigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUYyYEHHNA cepTudikata
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: ans
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; ans
[0NOMDKHOT pevyoBrHU (cepTudpikat
BifnoBigHOCTI €Bponelickkili hapmakonel) -
HoBwii cepTudpikat Ha HecTepunbHUin A®I, akuii
6yfe BYKOPUCTOBYBATUCS A/19 BUPOGHMLTBA
CTEPUIBHOTO NiKapCcbKoro 3acoby, AKLWOo Boja
BMKOPWCTOBYETHCA HA OCTAHHIX eTanax CUHTe3y
Ta mMaTepias He BiflbHUiA Bif 6GakTepiasibHNX
€HAO0TOKCUHIB - MOAAHHS HOBOTO cepTudikary
BignoBigHOCTI E® ansa AdD| anaHiHy
BMpoG6HMLUTBa Shanghai Ajinomoto Amino Acid
Co., Ltd., China CEP RO-CEP 2018-145-Rev 00.
3miHu | TYny - 3MiHK 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTposb rotToBoro
nikapcbkoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHS roTOBOrO /liKapCbKoro 3acoby
(ansa npuBeaeHHs y BiagnosigHicTb 3 dY abo
€Bponeiicbkoo hapMakoneen Ta BUyYEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
NoCUNaHHA Ha 3acTapiniuii BHYTPILLHIA MeToq

[04aBaHHA BUPOOHMNYOT AiNbHWLI 3 BUPO6HMLTBA

3a/MLATbCA HE3MIHHUMUW. 3MiHK | TUMY - 3MiHK

thapmakonei/MmoHorpadii. NMogaHHs HoBOro abo

BUMNPOBYBaHHS i i0ro HoMep) NpUBEAEHHS
MEeTOAMNKM BUNPOBYBaHHs /13 3a NOKa3HMKOM
«MexaHi4Hi YacTkv» y BignoBigHICTb MOHOTrpadii
€sp.®apm.2.9.19. 3MiHu | TUNY - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii JPY abo €Bponencbkoi
thapmakonei, abo iHLWOoT HauioHa/IbHOT
thapmakonei gepxasu E€C (3miHa 'y
cneuudikauisix, NoB'A3aHa 3i 3MiHamu B JdY,
abo €sponelicbkiin hapmakonei, abo iHLWii
HauioHasbHin thapmakonei aepxasu €C)
npuBeaeHHs cneuudikawii onii coeBoi
pachiHoBaHOI y BIAMOBIAHICTb A0 Aitoyol
MoHorpadii €sp.®apm.1473. 3MiHu | TUNY -
3miHu 3 sKkocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/mMmoHorpadii. NMogaHHs HOBOro abo
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTIi abo
BWYYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BVXiHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
A®I; ona AONOMIKHOT peqoBuHU (cepTudikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNEeHWi cepTUdikaT Bif, y)Xe 3aTBEpAXEHOro
BMPOOHUKA - NOJaHHA OHOB/IEHOro cepTuduikary
BignosigHocTi E® ansa Ad®| TpuntodhaHy Bif BXe
3aTBepaAxeHoro BupobHuka AJINOMOTO
HEALTH AND NUTRITION NORTH AMERICA,
INC., USA CEP Ne R1-CEP 1998-137-Rev 05
(3aTBepmxeHo: CEP Ne R1-CEP 1998-137-Rev
04). Nig vac oHoBneHHs CEP Bigbynocs

npomixxHoro npogykty — AJINOMOTO HEALTH
& NUTRITION NORTH AMERICA, INC.,
Ajinomoto Heartland Ingredients Plant.
Creuudikanis Ta npodinb AOMILLOK

3 aKkocTi. CepTudpikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii

OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTIi abo
BW/YYEHHS cepTudikaTa BifgnoBigHOCTI

€Bponeiicbkiii hapmakonei: ans A®l; ans
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BVXiHOrO Matepiany/peareHTy/npomikHOro

NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
A®I; ona AONOMIKHOT peqoBuHU (cepTudikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNEeHWit cepTUdikaT Bif, y)xe 3aTBEpAXEHOro
BMPOOHUKA - NOJaHHA OHOBJIEHOro cepTudikaty
BignosigHocTi €E® ans A®I| nisuHy auerary Bif
BXe 3aTBepmKeHoro BupobHuka AJINOMOTO
HEALTH AND NUTRITION NORTH AMERICA,
INC., USA CEP Ne R1-CEP 2014-063-Rev 02
(3aTBepmxeHo: CEP Ne R1-CEP 2014-063-Rev
01). OHOBNEHHS NOB’A3aHe 3 Nepernsgom
BMNPOGYBaHHSA Ha ifeHTUIKaLilo, OHOB/EHI
MeXi AN HIHMAPYH-NO3UTUBHUX PEYOBUH
BiANOBiAHO MoHorpacii EP. 3miHa nowtosoro
iHOEeKCY NPOMDKHOT BUPOGHMYOT AinbHULI. 3MiHu |
TMny - 3MiHK 3 AKkocTi. CepTudikat
BignosigHocTi/IE-cepTudikar BignosigHOCTI
€Bponelicbkin dhapmakonei/moHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUYyYEHHNA cepTudikata
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: gns
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPWCTOBYIOTLCS Y BUPOOHNLTBI ADI; ans
[0NOMDKHOT peyoBrHU (cepTudikat
BifnoBigHoOCTI €Bponelickkili hapmakonel) -
OHOBNeHW cepTUdikaT Bif, y)Xe 3aTBEpAKEHOr0
BMpPOOHUKA - NOJaHHA OHOBJIEHOro cepTudikary
BignosigHocTi E® ans AP| METIOHIHY Bif, BXe
3aTBepmxeHoro BupobHnka EVONIK REXIM
(NANNING) PHARMACEUTICAL CO., LTD.,
China CEP Ne R1-CEP 2005-190-Rev 04
(3atBepmxeHo: CEP Ne R1-CEP 2005-190-Rev
03). OHOBEHHS NOB'A3aHEe 3i 3MIHOK MOLUTOBOrO
iHaekcy/Homepa 6yaisni komMnaHii. PakTnyHe
MiCLe3HaXOMKEHHS He 3MiHMNocs. 3MiHn | Tuny -
3MiHu 3 aKocTi. CepTudikaT BignosigHoCTI/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/mMmoHorpadii. NogaHHs HoBOro abo
OHOBJIEHOrO cepTudikaTa BifnoBigHOCTI a0
BWYYEHHS cepTudikarta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons
BUXiQHOro MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y BUPOBGHULTBI
A®I; onsa 4ONOMIXKHOT peqyoBuHU (cepTudikar

OHOB/EHWIA cepTUdiikaT Bif yXe 3aTBepaKeHoro

BiANOBIAHOCTI EBponeiickkili hapmakonei) -
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

BMPOGHMKA - MOAaHHSA OHOBJ/IEHOrO cepTudikaTy
BignosigHocTI EP ana API rniuuHy Big BXeE
3aTBEpPAXEHOro BUpo6HrKka EVONIK REXIM
(NANNING) PHARMACEUTICAL CO., LTD.,
China CEP Ne CEP 2008-099-Rev 05
(3atBepmxeHo: CEP Ne CEP 2008-099-Rev 04).
OHOB/IEHHA NOB’sA3aHe 3i 3MiHOK0 NOLITOBOrO
iHaekcy/Homepy 6yaiBni KoMnaHii. akTnyHe
MiCLe3HaXOMKEHHS He 3MiHMNocA. 3MiHu | Tuny -
3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/MmoHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTI abo
BW/yYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BVXiHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
A®I; ona AONOMIKHOT peqoBuHU (cepTudikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNEeHWi cepTUdikaT Bif, y)Xe 3aTBEpAXEHOro
BMPOOHUKA - NOJaHHA OHOB/IEHOro cepTuduikary
BignosigHocTi E® ansa A®| kucnotn
acnapariHoBOI Big, BXe 3aTBEPAKEHOr0
BMpo6HMKa EVONIK REXIM (NANNING)
PHARMACEUTICAL CO., LTD., China CEP
2004-216-Rev 04 (3atBepaxeHo: CEP Ne R1-
CEP 2004-216-Rev 03). OHOBNEHHA NOB’A3aHe
3i 3MIHOIO MOLLTOBOTO iHAEKCY/HOMepy GyaiBni
KOMnNaHii. PakTUyHe MicLLe3HaxXOoMKEHHS He
3MiHWMNocsA. 3MiHu | TUNY - 3MiHX 3 SKOCTI.
CepTtudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiichbkili
thapmakonei/mMmoHorpadii. NMogaHHs HOBOro abo
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTIi abo
BWIYyYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BVXiHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
A®I; ona AONOMIKHOI peqoBuHU (cepTudikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNEeHWi cepTUdikaT Bif, y)Xe 3aTBEpAXEHOro
BMPOOHUKA - NOJaHHA OHOBJIEHOro cepTudikaty
BignosigHocTi E® ansa Ad| kanito xnopugy Bif,
BXE 3aTBep/pKeHoro BupobHuka K+ S Minerals
and Agriculture GmbH, Germany CEP Ne R1-
CEP 2010-380-Rev 04 (3atBepgxeHo: CEP Ne
CEP Ne R1-CEP 2010-380-Rev 03). 3MiHu |
T1ny - 3MiHu 3 akocTi. CepTudiikat
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkiii hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onqa BuxigHOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[OMOMDKHOT peyoBMHY (cepTuddikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNEHWi cepTUdikaT Bif, y)Xe 3aTBEPAXEHOro
BMPOOHUKA - NOJaHHA OHOBJ/IEHOro cepTudikary
BignosigHocTi E® ans A®| HaTpito aueTaTy
TpurigpaTy Bif BXe 3aTBepa)KeHOro BUpo6HMKa
Niacet BV, The Netherland CEP Ne 2018-029-
Rev 02 (3atBepmkeHo: CEP Ne RO-CEP 2018-
029-Rev 01). 3miHu | TMNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTposb
[OMOMKHUX PEYOBUH. 3MiHa y MeToAax
BUMNPOOYBaHHA [OMOMIXHOI PEHOBUHM
(BNyYeHHs1 MeToAy BUNPOOYBaHHSA, SKLLO
anbTepHaTVBHUI MeTof BUNPOOYyBaHHA BXe
3aTBEepAKEHO) BUNYyYEHHS in-house meToay
nonym’ssHoi hOTOMETPIT 4718 BUSHAYEHHS BMICTY
Kanito B JOMOMDKHI pEYOBWHI HaTpito oneart.
HasiBHUIA 3aTBEpPAXKEHNI anbTepHATUBHUIA
MeTo[, aTOMHO-eMiCiiiHOT cnekTpomeTpil. 3miHu |1
Tnny - 3MiHK 3 SKOCTI. [OTOBWIA NikapCbKnii
3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby.
3MiHW, SKi CTOCYIOTbCSA BUPOBGHMYOro npoLecy y
peanbHOMY Yaci abo BMNycKy 3a napameTpamm
0151 TOTOBOrO NikapcbKoro 3acoby -
BBEJEHHS BUNYCKY 3a napaMeTpamu Ans Tecty
«CTepWbHICTb», AKuUIA AO3BOIEHWIA AnA
npenaparis, siki NigAarTbCA KiHLEBIN
cTepunisauii B NepBUHHOMY NaKyBaHHi.
CTepunbHICTb NPOAYKTY NiATBEPAXKYETHCA
BHYTPILUHbOTEXHOIOMNYHUM KOHTPOJIEM.

251.

O/IMECAPTA
H
MAKNEO/AC
10

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 10
mr; no 10 TabneTok
y 6nicTepi; no 3 abo
9 6nicTepiB y
KapTOHHI ynakosL,i

Makneogc
dapmacboT
nkasnc
Nimiteq

IHgis

Makneozc
dapmacbloTUKanc
Nimiten

IHais

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MiHu | TURY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsay.
3MiHa y KOpOTKiil xapakTepucTuLj NikapCbkoro
3aco6y, TEKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynsipHoO OHOBJ/IHOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiHiii nepiog, abo sk pesynbtat

3a
peyerimom

He
nionsieae

UA/19531/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

OLLiHKVM 3BiTYy 3 AOC/iAKEeHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy nejiaTtpudHNX AOCNiAXeHb
(PIP) (3MiHy y3rofXeHo 3 KOMMEeTEHTHUM
YNOBHOB&XXEHUM OpraHom) - 3MiHW BHECEHO [0
IHCTPYKLUT 419 MEeAUYHOro 3acTOCYBaHHSA
nikapcbKoro 3acoby y po3gisin "OcobanBocCTi
3actocyBaHHs", "lNob6iuHi peakuii” BignoBigHO 40
OHOB/EHOI iHhopMaLii 3 6e3nekun Aito4yol
peyoBuHW. BBEAEHHA 3MiH NPOTATOM 6-TW
MiCALB Mic/1a 3aTBepAKEHHS

252,

ONIMECAPTA
H
MAK/MEO/AC
20

TabneTku, BKPUTI
NiBKOBOO
obonoHkoto, no 20
Mmr; no 10 TabneTok
y 6nicTepi; no 3 abo
9 6nicTepiB y
KapTOHHIA ynakoBL,i

Makneogac
PapmacbioT
nkasc
NimiTen

IHais

Makneoac
PapmacboTHKaNc
Nimiteq

IHais

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHu | TMNy - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHa Y KOpOTKiil XxapakTepucTuLj NikapcbKoro
3ac06y, TEKCTI MapKyBaHHSA Ta iIHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA Ha NiAcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiliHnii nepiog, abo sk pesynbTart
OLLiHKM 3BIiTYy 3 AOCAIKEHb, MPOBEAEHNX
BiANOBIAHO A0 MiaHy neiaTpUYHNX AOCHILKEHb
(PIP) (3MiHY y3rokeHo 3 KOMNEeTEeHTHUM
YNOBHOB&XEHNM OpraHoMm) - 3MiHU BHECEHO [0
IHCTPYKUT 4719 MEANYHOro 3acTOCYBaHHSA
nikapcbKoro 3acoby y po3gisin "OcobmnBocTi
3actocyBaHHs", "Mob6iuHI peakuii" BignoBigHO A0
OHOBJIEHOI iHhopMaLil 3 6e3neku Ajtoyoi
peyoBVHW. BBEAEHHS 3MiH MPOTAroM 6-Tu
MicsILiB NicNs 3aTBEPAKEHHS

3a
peyenmom

He
nionsieae

UA/19531/01/02

253.

O/IMECAPTA
H
MAKNEOAC
40

TabneTku, BKpUTI
nNiBKOBOIO
o60onoHkoto, no 40
Mr; no 10 TabneTok
y 6nictepi; no 3 abo
9 6nictepiB y
KapTOHHIA ynakoBL,i

Makneoac
®apmacbioT
nKauic
Nimiteq

IHAisA

Makneoac
PapmacboTrKanc
Nimiten

IHAjA

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHu | TMNY - 3MiHK Woao
6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKiil XapakTepucTuLji Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ana
MEeAMYHOro 3aCTOCYBaHHSA Ha MiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOCyBaHHS MikapCbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo Ak pesynbTar
OL|iHKM 3BITY 3 AOC/iMKEHb, MPOBEAEHNX
BIANOBIAHO A0 NMiaHy nefiaTpUYHNX AOCAILKEHD
(PIP) (3MiHY y3rofpkeHo 3 KOMNeTEeHTHUM
YNOBHOBaXXEHUM OpraHoMm) - 3MiHW BHECEHO [0
IHCTPYKLi 415 MEAMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ainu "OcobnunBocTi
3acTocyBaHHs", "Mo6ivHi peakuii" BignoBigHO 40
OHOB/IEHOI iHpopMaLii 3 6e3neku ajtoyoi

3a
peyenmom

He
nionsieae

UA/19531/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
peyoBVHW. BBELEHHSA 3MiH MPOTArOM 6-Tn
MicALiB Nicna 3aTBepAKeHHs
254. | oM30n NopoLUOK A8 OPIrAHOCK OAE Codhapimekc — MopTyranis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/17079/01/01
po34nHy ons H IHgycTpia Kimika e 3MiHu | TURY - 3MiHK WoAao peyenmom
iHcpysiid, 40 mr; no 1 NAN®CAEH dapmacsbtoTika, C.A. 6e3nekun/ethekTBHOCTI Ta hapMakoHarnagy
a6o no 10 chnakoHis CA3 (Ed (iHLWi 3MiHW) - 3MiHN BHECEHO Y TEKCT
3 MOPOLLKOM Y 3ET 1) MapKyBaHHs NePBUHHOI (M. 6) Ta BTOPUHHOT (1.
KopobL; 3, 17) ynakoBOK nikapcbkoro 3acoby. TepMiH
BBEAEHHS 3MiH MPOTAroM 6 micauis nicns
3aTBEPAKEHHS
255. | OTUMAKC® Kpanni ByLUHi; no 16 BIOKOAEKC PpaHuin BIOKOAEKC PpaHuis BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 6e3 UA/5205/01/01
ry donakoni; no 1 3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenma

donakoHy pasom 3
nNacTyKoBO
KpanesibHULEero y
KapTOHHIlA KopoobLi

HaliMeHyBaHHs Ta/abo agpecu 3asaBHUKa
(BNacHvka peecTpauiiHoro nocBigyeHHs). 3miHa
MiCLie3HaXOMKEHHS OPUANYHOI 0CO6M 3asiBHUKA
(BnacHvka peecTpauiiiHoro NocBigYeHHs). 3MiHM

| TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3amiHn go
y3ara/ibHeHUX AaHunx npo cuctemy
thapmakoHarnagy (BBefeHHs y3arasibHeHuX
AaHux npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXEHOI 0c06W, BiANOBIAaLHOI 3a
3[iiCHEHHSI hapMakoHarsay; KOHTakTHOT 0cobu
3 thapmakoHarns4y 3asBHuKa 415 34iACHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiMiHHA Bif, YNOBHOBaXeEHOI 0cobH,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A ddapmakoHarnsagy
(BKIHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
PO3MiLLEHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy). 3miHa KOHTaKTHUX JaHux
YMOBHOBaXEHOT 0CO6Y 3asBHMKa,
BignoBiganbHOI 3a chapmakoHarnsg. 3miHa
MiCLie3HaxoMKeHHs1 macTep-daiina cucremu
hapmakoHarnsagy. 3miHa micus 34iACHeHHS
OCHOBHOI AiiNIbHOCTI 3 chapmakoHarnsgy. 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BifnoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. [jitova pegakuis:
Llanka OneHa BonogumupisHa. MNponoHoBaHa
pepakuis: Bucoubka Onbra puropisHa. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNKA,
BiANOBIAAbLHOI 32 hapmakoHarnsg B YkpaiHi.
3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu Micud
NPoBa/PKEeHHA AiSNbHOCTI BUpobHUKa/imnopTepa
roTOBOrO MiKapCbKOro 3acoby, BK/Yaun
AiNbHULI BUNYCKy cepii abo MicLie NpoBeAEeHHS
KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a 5Ky BignoBigae
BMPOGHUK/iMNOpTEp, BK/IKOYAK4M BUMYCK Cepilt).
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

256.

OTPUBIH

3MiHa MicLe3HaxX0MKeHHS opUANYHOI 0Co6U
BMPOGHMWKa 6€3 3MiHM MicLit BUPOGHMLITBA

Kpanni HaszanbHi 0,1
%; no 10 mny
hN1aKoHI 3 KPULLIKOLO-
nineTkot; no 1
chnakoHy B
KapTOHHI navui

XaneoH KX
CAPN

LLsefuapis

XaneoH KX C.a.p.n.

LLiseiuapis

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MmiHu | TYny - 3MiHKW 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y
cknagj (4ONOMKHUX peyoBMHAX) roTOBOro
nikapcbKoro 3acoby (iHLWi AOMOMDKHI pe4YoBUHM) -
Byapb-sKa He3HauyHa 3MiHa KifibkiCHOro cknagy
[OMNOMDKHVUX PEYOBWH Y FOTOBOMY JTiKApCbKOMY
3ac006i - He3HaYHi KOpUryBaHHS KiflbKicHOro
cKnagy AOMNOMDKHUX PEYOBUH Ta KOPEKLMHI
3MiHM y po3gini 3.2.P.1. Onwuc i cknag,
nikapcbKoro 3acoby, a came BUMNPaB/EHHS
TEXHIYHOT MOMWSIKMN Y KiIbKOCTi BOAU OUULLEHOT
Ta BUJaIeHHs anbTePHATUBHOIO BUKOPUCTAHHSA
6eH3aKoHil0 Xnopuay cyxoro. KopekuiiHi 3miHn
nepes6ayaloTb BUAANEHHS NOKa3HUKA
TeopeTUYHOI N'YCTUHM PO34MHYy npenapary Ta
Aesiki yTouHeHHs y po3gini 3.2.P.3.2. Cknag Ha
cepito. 3MiHu | TUNy - 3MiHW 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3MiHK
BMMNpoGYyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/EHMX Y cnevudikayisx, nig yac
BVMPOGHMLTBA rOTOBOTO J1iKapCbKOro 3acoby
(oofaBaHHSA HOBOro MeToAy BUNPOOYBaHHSA Ta
[0NyCTUMUX MEX) - A0AaBaHHA MeToay
BHYTPILLUHbONPOLLECHOTO KOHTPO/0 «[MoBHOTa
po3unHeHHs» («Dissolution of components»)
meTofom «Visual inspection» Ta BuganeHHs
KOHTPO/I0 NapamMeTpiB nepeMillyBaHHs.
3MmiHu | TYny - 3MiHKW 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHK
BMNpoGyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHNX Y cnieuudikauisx, nig vyac
BUPOGHMLTBA FOTOBOIO NiKAPCbKOro 3acoby
(BWNYYEHHSA HECYTTEBOrO BUNPOOYBaHHS B
npoLeci BUPO6HULITBA) - BUMTyYEHHS
HecyTTEBOro MeToAy BMPOOBHNYOro KOHTPO/IO
«3anax» Ta KOpeKLjiHi 3miHn y po3gini 3.2.P.3.3.
Onuc BUPO6GHMYOro NpoLecy Ta KOHTPOsIO
npotecy, 6e3 3MiH y BUpo6HMYOMY NpoLieci.

6e3
peyenma

UA/5206/01/02

257.

O®NOKCAL
H

pO3unH Ns iHQysil,
200 mr/100 ms; no
100 mny
KOHTelHepi; no 1
KOHTEliHepy B
NONIBIHIIXTOPUAHIT
nnisLi B kopobui

AHaHTa
Megikeap
nra.

Benuka
BpuTaHis

€sponaiic
Xentkeap M.T. JITA,.

IHais

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis:
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/edpekTMBHOCTI Ta thapMakoHarnsay.
BHeceHHs abo 3miHa(1) A0 3060B'si3aHb Ta YMOB
BMAAui peecTpauiiHoro nocBigYeHHs,
BK/IOYalouM MnaH ynpasniHHA pusnkamu
(3acTocyBaHHSA TEKCTY, SKWA NOTOMKEHN 3

3a
peyerimom

UA/10735/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KOMMNETEHTHUM OpraHoMm). 3asBHUKOM HaJaHo
OHOBMEeHUI MNaH ynpasniHHSA pusukamu Bepcis
1.1 3miHn BHeceHo [0 YacTuH: | «3aranbHa
iHchopmavisy» Il «MnaH 3 chapmakoHarnagy» V
«3axoay 3 MiHiMizauii pusnkie» VI «Pestome
nnaHy ynpasniHHA pusukamu» VIl «donatkv»
(mopatkm 2, 3, 10, 11, 12) y 3B'A3Ky 3
BNPOBaKEHHAM [0[ATKOBUX 3aX0A4iB 3
MiHiMi3aLii pu3nkiB ANna pusnky «AHespusmMa Ta
po3LiapyBaHHSA aopTu».

Pestome MnaHy ynpaBniHHA pyu3vkamy Bepcis
1.1 foaaetbes.

258.

NAHALON
EKCTPA

TabneTku, BKpUTI
060/10HKOI0; M0 12
TabneTtok y 6nictepi;
no 1 6nictepy B
KapTOHHIlA KOpooLi

XaneoH HOK
TpelgiHr
Nimiteq

Benuka
BpuTaHis

"nakcoCmiTKnaiH
[anrapsaH flimitTes

IpnaHgjs

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKiil XxapakTepucTuLji Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
MEeAMYHOro 3aCTOCYBaHHSA Ha MiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acToCyBaHHS NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 JOC/iMKEHb, MPOBEAEHNX
BIANOBIAHO A0 MiaHy neiaTpUYHNX AOCAILKEHD
(PIP) (3mMiHy y3rofxeHo 3 KOMMEeTEeHTHUM
YNOBHOB&XXEHUM OpraHoMm) - 3MiHW BHECEHO [0
IHCTPYKLi 415 MEAMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3zainis "Bsaemogis 3
HLWMMK NiKapCcbKMMK 3acob6amu Ta iHWi BUAn
B3aemogiin", "OcobamMBOCTI 3acTOCyBaHHS",
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMEHOI
iHbopmaLii 3 6e3neku Aito4oi pevyoBUHU
(napauetamony) 3rigHO 3 pekoMeHaaLisiMu
PRAC

6e3
peyenma

nionsieae

UA/2691/01/01

259.

NAHALON
EKCTPA
E[BAHC

TabneTtku, BKPUTI
NiBKOBOO
060/10HKO0; Mo 12
TabneTtok y 6nictepi;
no 1 6nictepy B
KapTOHHIlA KopoobLi

XaseoH FOK
TpeligiHr
Nimiteq

Benvka
BpuTtaHis

FnakcoCwmitKnaiiH
[aHrapsaH Nimites

Ipnangis

BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis:
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
3MiHa y KOpOTKiii xapakTepucTuLi NikapcbKoro
3aco6y, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTart
OLLiHKM 3BIiTYy 3 AOCAIfKEHb, MPOBEAEHNX
Bi4NOBIAHO A0 NnaHy negiatpuyHNX JOCifXeHb
(PIP) (3MiHy y3rokeHo 3 KOMNeTEeHTHUM
YMOBHOB&XEHVM OpraHoMm) - 3MiHU BHECEHO 10

6e3
peuyenma

nionsieae

UA/13747/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
IHCTPYKLUT 4719 MeANYHOro 3acTOCYBaHHSA
nikapcbKoro 3acoby A0 po3zinis "Baaemogis 3
HLIMMK NiKapCbKMMKM 3aco6amMu Ta iHLWi BUAK
B3aemogiin", "OcobamMBOCTi 3acTOCyBaHHS",
"Mo6ivHi peakui’™ BigNOBIAHO O OHOB/EHOT
iHbopmaLii 3 6e3neku Aito4oi pevyoBUHN
(napaueTamory) 3rigHO 3 pekoMeHaaLlissMm
PRAC
260. | NAPALETAM | cynosuTtopii TOBAPUCT YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 6e3 He UA/13185/01/01
on pekTasnbHi no 80 wmr; BO 3 reyn" 3MiHu | TURY - 3MiHK Woao peyenma nionsizae
no 5 cynosutopiis y OBMEXXEH 6e3nekn/edekTMBHOCTI Ta thapMakoHarnsgy.
CTpuni; No 2 cTpunm oK 3MiHa y KOpOTKiil xapakTepucTuLi NikapCbkoro
B NauyLj 3 KapToHy BIANOBIAA 3aco6y, TEKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
JIbHICTHO MeAMYHOro 3aCTOCyBaHHA Ha niacTasi
«KOPTIOPA perynsipHO OHOB/IIOBAHOrO 3BiTYy 3 6e3neku
L4 nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
«30POB’A 3aCcTOCyBaHHS NikapcbKoro 3acoby B
» nicnsipeecTpaviiiHnii nepiog, abo Sk pesynbtat
OLLiHKVM 3BIiTYy 3 AOCiAKEeHb, NPOBEAEHNX
BiANOBIAHO A0 NnaHy nejiatpudHNX AOCNiXKeHb
(PIP) (3MiHy y3rofXeHo 3 KOMMETEHTHUM
YNOBHOB&)XXEHVM OPraHom)
3MiHV BHECEHO [0 IHCTPYKLIT 4151 MeanyHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWMMU slikapcbkumn 3acobamu Ta
iHWi BUAW B3aemogiit", "OcobnmnBocCTi
3actocyBaHHs", "Mob6iuHI peakuii" BignoBigHO A0
OHOBJIEHOI iHhopMaLil 3 6e3neku Ajtoyoi
peyoBuHM (NapaueTtamony) 3rigHo 3
pekomeHgauisimm PRAC.
TepmiH BBEAEHHS 3MiH - NTPOTAroM 6 micauis
nicns 3aTBepKeHHS.
261. | NAPALETAM | cynosuTtopii TOBAPUCT YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 6e3 He UA/13185/01/02
on pekTasibHi no 150 BO 3 reyn 3MiHu | TMNY - 3MiHK Woa0 peyenma niosisieae
Mr; o 5 OBMEXEH 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsay.
CynosunTopiiB y oK 3MiHa y KOpOTKiil XxapakTepucTuLj NikapCbkoro
CTpuni; No 2 cTpunu BIANOBIOA 3aco6y, TEKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
B Nnauuj 3 KapTOHY NbHICTIO MeAMYHOro 3aCTOCyBaHHA Ha niacTasi
«KOPTOPA perynsipHo OHOB/IIOBAHOrO 3BiTYy 3 6e3neku
LA nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
«30POB’A 3aCTOCyBaHHSA Nikapcbkoro 3acoby B

»

nicnsipeecTpaviliHnii nepiog, abo sk pesynbtat
OL|iHKM 3BIiTY 3 JOC/iIKEHb, MPOBEAEHNX
BiANOBIAHO A0 NNaHy neiatpuyHNX AOCNIAXKEHb
(PIP) (3MiHy y3rofXeHo 3 KOMMeTEeHTHUM
YNOBHOB&)XXEHVM OpraHom)
3MiHV BHECEHO [0 iHCTPYKLIT 4151 MeANYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
"B3aemogis 3 iHWMMU slikapcbkumn 3acobamu Ta
iHWi BUAW B3aemogiit", "OcobnmnBocCTi
3actocyBaHHs", "Mob6iyHI peakuii" BigNoBsigHO A0
OHOBJIEHOI iHGhopMaLii 3 6e3neku Ajtoyoi
peyoBuHM (NapaueTtamorny) 3rigHo 3
pekomeHgauismm PRAC.
TepmiH BBEAEHHS 3MiH - TPOTAroM 6 micauis
nicns 3aTBepKeHHs.
262. | NEMO3AP NMOPOLLOK CaH IHais CaH IHais BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/16240/01/01
niocpinizoBaHuin ons dapmacbioT dapmacboTKas 3MiHu | TMRY - 3MiHK 3 SKocTi. API. peyenmom
PO34UHY ON15 iH'EKUIA nKkan IHpacTpi3 NTa,. CT1abinbHIiCTb. 3MiHa nepioay NOBTOPHMX
Ta iHdysili o 40 wmr; IHpacTpi3 BMNpobyBaHb/nepiogy 36epiraHHa abo ymMoB
no 1 dpriakoHy 3 Nimiteq 36epiraHHa A®I (3a BigCcyTHOCTI Y
NOPOLLKOM Y 3aTBEPMAXEHOMY [0Cbe cepTudikaTa
KapTOHHI ynakosLi BIANOBIAHOCTI €BpoNelichbkili hapmakonel, Wwo
BK/IlO4A€E Nepiof, MOBTOPHOTO BUMPOOYBaHHS)
(nepiof NoBTOPHOro BMNPO6yBaHHA/Nepios,
36epiraHHs) - 3MEHLUEHHS - SMEHLUEHHS TEPMiHY
npugaTtHocTi A®| esomenpaszony Hatpito. [itoya
pefakuis: TepmiH npugatHocTi APl — 36 micsuiB
MponoHoBaHa pegakuis: TepMiH NpUAATHOCTI
A®| — 18 micauis
263. | NEMOS3AP TabneTku CaH IHAis CaH IHAisa BHECEHHS 3MiH [0 peecTpayjiiiHux maTepianis: 3a UA/13925/01/02
racTpope3nNCTEHTHI dapmacsioT PapmacbioTnKaU 3MiHn | TURY - 3MiHK Woao peyenmom
no 40 mrno 7 nKan IHoacTpi3 flimiteq, 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
TabneTtok y 6nictepi; IHaacTpi3 BBeneHHs ab0 3MiHM [0 y3arasibHeHUX AaHNX
no 2 6nictepu y Nimiteq npo cuctemy chapmakoHarnsgy (BBefeHHs
KapTOHHI KOpo6L; y3arasibHeHUX JaHnx Npo cucTemy
no 30 TabneTok y hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobw,
chnakoHi; no 1 BiANOBIAANbHOI 3a 34i/iCHEHHSA
donakoHy y dhapmakoHarnsgy; KOHTakTHoi ocobu 3
KapTOHHIlA KopooLi hapmakoHarnsgy 3asiBHUKa 15 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa
BiIMiHHA BiJ YNOBHOBaXeHOI 0co6H,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHOT
ocobu 3asBHMKa, BiANOBIAA/ILHOI 3a
thapmakoHarnag,.
[Oitoua pepakuis: Dr. Vivek Ahuja. MponoHoBaHa
pegakuist: Himanika Arora. 3miHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3as1BHNKA,
BiANoBiAa/IbHOI 32 hapMakoHarnsga.
264. | NEMO3AP TabneTkn CaH IHais CaH IHais BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/13925/01/01
racTpopesnCTeHTHi dapmacbioT dapmMacbloTUKa 3MiHu | TUNYy - 3MiHK Woao peyenmom
no 20 mrno 7 nKan IHpacTpi3 Nimiteq, 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
TabneTok y brictepi; IHgacTpi3 BBegeHHs1 ab0o 3MiHM A0 y3ara/ibHEHUX JaHNX
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

no 2 6nictepu y
KapTOHHI KopobLyj;
no 30 TabneTok y
chnakoHi; no 1

donakoHy y
KapTOHHIlA KOpO6L

NimiTen

npo cucTemy dpapmakoHarnsgy (BBefjeHHs
y3arasibHeHUX JaHuX Npo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI 0cobw,
BiANOBIAA/IbHOT 32 34iCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsigy 3asiBHUKa 415 34iNCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiiNOBIfANLHOI 3a 3iiCHEHHS hapmakoHarnsgy
(BKNIOYAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) - 3miHa yrnoBHOBaXeHoi
0Co6M 3as1BHMKA, BignoBiga/ibHOI 3a
hapmakoHarnag,.

[itoua pepakuis: Dr. Vivek Ahuja. MponoHosaHa
pegakuis: Himanika Arora. 3miHa KOHTaKTHMX
[aHnX YNoBHOBaXXEHOT 0CO6W 3asBHNIKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg.

265.

NMEHTACEL

Tabnetku, no 10
Tabnetok y 6nictepi;
no 1 6nictepy y
KOpOO6Lii 3 KapTOHY

TOBAPUCT
BO 3
OBMEXXEH
[e]}0)
BIANOBIOA
NbHICTHO
«KOPIMOPA
LA
«30POB’A

»

Ykpaina

ToBapucTBO 3
06MexeHot
BiANOBIA&NBHICTIO
“XapkiBcbke
hapmaueBTUyHe
nignpveMCTBO
“3p0poB’a Hapoay”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis:
3MiHu | TUNY - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKiil XxapakTepucTuLj Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
MEeAMYHOro 3aCTOCYBaHHSA Ha MmiacTasi
perynsipHoO OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acToCyBaHHS NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo Ak pesynbTar
OL|iHKM 3BITY 3 JOC/iMKEHb, MPOBEAEHNX
BIANOBIAHO A0 NMnaHy nefiaTpUyHNX AOCAILKEHb
(PIP) (3mMiHy y3rofxeHo 3 KOMMEeTEeHTHUM
YNOBHOB&XXEHUM OpraHoMm) - 3MiHW BHECEHO [0
IHCTPYKUIT AN MEAMNYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3zainis "Bsaemogis 3
HLWIMMK NiKapCbKMMK 3acob6amu Ta iHWi BUAK
B3aemogiin", "OcobamBOCTI 3acTOCyBaHHS",
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMEHOI
iHhopMaUii woao 6e3nekn 3acTocyBaHHA Ajitoyoil
peyoBuHM NapaveTamors. TepmiH BBEAEHHS 3MiH
NpoTSArom 6 MicsiLiB NicNsi 3aTBEPAYKEHHS.

3a
peyenmom

He
nionsiecae

UA/5787/01/01

266.

NMAASMANIT

PO34uH ANs iHdy3iit
no 200 mn, 400 mny
nnsawyi; no 1
NAAWLI Y nayLi

MpusatHe
akujioHepHe
TOBapuCTBO

"IHdoy3ia"

YkpaiHa

MNpuBatHe
akujioHepHe
TOBapUCTBO

"IHdpy3isn”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis:
3MmiHu | TUnYy - 3MiHn 3 axkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHoCTI

€Bponelicbkiit hapmakonei/MmoHorpadii.

MopaHHA HOBOro abo OHOBIEHOTO cepTudikaTa
BiANOBIAHOCTI ab60 BUyYEHHN cepTudikaTa

BiANOBIAHOCTI EBponeiickkili hapmakonei: gns

A®I; nnsa BUXigHOrO

3a
peuyenmom

UA/16832/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

marepiany/peareHTy/npomMibKHOro NPOAYKTY, WO
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[OMNOMDKHOT peyoBMHU (cepTuddikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNEeHWit cepTUdikaT Bif, y)xe 3aTBEpAXEHOro
BMPOGHMKa. MogaHHs OHOBEHOTo cepTudiikata
BiANoOBigHOCTI EBponelicbkin hapmakonei R1-
CEP 2008-105-Rev 02 (3aTBEepaxeHo: R1-CEP
2008-105-Rev 01) ana fitoyoi peyoBnHy Hatpito
X/1I0pUA, Bif, 3aTBEpAXeHOro BupobHuka DANSK
SALT A/S, Denmark. 3miHa Bigbynachb, y 3B'A3ky
3i 3miHoto BnacHuka (Name of Holder) CEP 3
Dansk Salt A/S Ha Mariager Salt Specialties A/S,
BMPOGHUWYA AiNbHULSA, agpeca Ta yci BUPOGHUUi
onepavii 3a/mMwatoTbCs HE3MIHHUMN.
[itoua pepaxuis:
CEP Ne R1-CEP 2008-105-Rev 01
MKA N3
CKNAL
HaTpito xnopug (Dansk Salt A/S, daHis)
MponoHoBaHa pegakuis:
CEP Ne R1-CEP 2008-105-Rev 02
MKSA N3
CKNAL
Hatpito xnopupg (Dansk Salt A/S, laHis*)
* BiANOBIfAIbHUIA 32 NaKyBaHHA Ta BUNYyCK cepil
- Mariager Salt Specialties A/S, faHis

267.

MONIAEKCA

Kpanni ByLLHi,
po3yuH; no 10,5 mn
y donakoHi; no 1
ch1akoHy 3 nineTkor
B KapTOHHI Kopo6Lyi

Na6opaTtopii
Bywapa
Pekopgaari

®paHuis

dPapmacTep

®paHuis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TUnYy - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosBigHOCTI
€Bponelicbkiin dhapmakonei/moHorpadii.
MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: ans
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[,0NOMDKHOT pevyoBrHU (cepTudpikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
HoBwii cepTudpikat Ha HecTepunbHuin A®I, akuii
6yfe BYKOPUCTOBYBATUCS A/19 BUPOGHMLTBA
CTEPU/IBHOTO NiKapCbKOro 3acoby, AKLWo Boja
BMKOPWCTOBYETHCA HA OCTAHHIX eTanax CUHTe3y
Ta mMaTepiasn He BiflbHUIA Bif GakTepiasibHUX
€HJOTOKCUHIB - 3amiHa cepTucpikaty CEP Ne R1-
CEP 2009-159-Rev 02 Ha anbTepHaTMBHU Ne
CEP 2021-287-Rev 01 gnsa API Polymyxin B
Sulfate pa3om i3 3amMiHO BUPOGHMYOI AiNTbHUL,.

3a
peyenmom

UA/2699/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BnacHuk ceptucpikatry HANGZHOU ZHONGMEI
HUADONG PHARMACEUTICAL CO., LTD
JIMLIAETLCA HE3MIHHMM. BUpo6HMunii npouec,
cneuudikauis, Npoduinb AOMILLIOK Ta po3mip cepii
Ha NOTOUYHIiA AiIbHMLi Ta NPONOHOBAHIN €
iieHTMYHMMK. AnbTepHatusHuii CEP 2021-287-
Rev 01 oTpumaHo BMpo6Hukom API ans
HecTepwbHOT ajtovol pedyoBuHn POLYMYXIN B
SULFATE, fika BUKOPUCTOBYBaTUCA A1
BMPOGHMLITBA CTEPUIBHOIO J13, AKLLO BOAa
BMKOPWCTOBYETHCA HA OCTaHHIX eTanax CUHTe3y
Ta MaTepian He BiNbHWIA Bif, 6akTepiasbHNX
E€HOO0TOKCUHIB.
268. | MPEFABANIH | kancynu TBepai no Akkopg, IcnaHis BUPOGHMLTBO IHais/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/19209/01/02
FEHEAM 150 wr; no 14 Xerickea nikapcbKoro 3acooby, YropuymHa/ 3MiHM | TUNYy - AgMIHICTPATUBHI 3MiHW. 3MiHa peyernmom nionsieae
kancyn y 6nictepi; C.NY. nepBUHHe Ta ITanis/ Has3BW Nikapcbkoro 3acoby. 3MiHa Ha3BK
no 4 6nictepu y BTOPVHHE Monbwa/ nikapcbKoro 3acoby. 3aTBepKeHo:
nauuj nakyBaHHs, Himeuunna/ Mpera6anin Hekctdhapm
KOHTPO/Ib SKOCTI Benuka (Pregabalin Nextpharm)
cepi: BputaHis/ 3anponoHoBaHo:
IHTac Icnanis Mpera6aniy MeHeiim

dapmacbloTikanc
Nimitep, IHAis;

BMPOGHMLTBO
nikapcbKoro 3acoby,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs
(anbTepHaTuBHWIA
BMPOGHUK):
IHTac
dapmacbtoTikanc
NimiTeq, IHAis;

KOHTPO/b AKOCTI:
€BpochiHC
AHaniTikan Cepsices
XaHrepi KdoT.,
YropumHa;

KOHTPO/b AKOCTI:
OAPMABANIA NTA,.
Mikpo6ionoriyHa
nab6opaTopis,
YropumHa;

Joaartkosa AiflbHuUS

(Pregabalin Geneym)
TepMiH BBEEHHS 3MiH - MPOTAroM 6 micsauis
nicns 3aTBeppkKeHHs.
3MiHu | TURY - 3MiHK Woao
6e3nekun/ethekTVBHOCTI Ta hapMakoHariagy
(iHLWi 3MiHW). 3MiHVM BHECEHO B TEKCT
MapKyBaHHS1 BTOPUHHOT YNakoBKM MiKapCbKOro
3acoby B n. 17. TepmiH BBELEHHS 3MiH -
npoTArom 6 micALiB Nicns 3aTBEPAXKEHHS.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

3 BTOPUHHOIO
nakyBaHHA:
A4n CANJI YEVH
(Itanis) CMA, ITanis;

foparkosa AinlbHULA
3 BTOPYHHOTO
naxkyBaHHs:
CuHonTtus
IHpacTpian Cn. 3
0.0., MNMonbLua;

[opartkosa AiflbHULSA
3 BTOPUHHOIO
nakyBaHHs:
Mpectnx MNMpomoyLuH
®Pepkaydcchepaepy
Hr eHg, Pepbeepsic
v6X, HimeuunHa;

foparkosa AinbHULA
3 MepBMHHOrO Ta
BTOPUHHOTIO
nakyBaHHs:
AKKOPJ XE/NCKEA
NIMITE/L, Benvka
BpuTaHis;

BiANOBigabHNIA 3a
BUMYCK Cepil:
AKKopZ Xesnckea
Moncka Cn. 3 0.0.
Cknag Imnoptepa,
MonbLa;

foparkosa AinlbHULA
3 NePBUHHOrO Ta
BTOPWHHOIO
nakyBaHHs:
AKKOP[I-tOKEW
NIMITE/L, Benvka
BpuTaHis;

KOHTPO/b SIKOCTI,
foparkosa AiNbHULA
3 BTOPUHHOIO
nakyBaHHs:
JIABOPATOPI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
®YHIACIO JIAY,
Icnanis;
Jopjatkosa finbHULUA
3 BTOPMHHOTO
nakyBaHHs:
CEHTPAT ®PAPMA
(KOMEKIHI
MAPTHEP)
NIMITE/L, Benvka
BpuTaHis;
Jopjatkosa finbHULUA
3 BTOPUHHOTO
nakyBaHHs:
CK ®apwma JloricTikc
m6X, HimeyunHa
269. | NPEFABANIH | kancynu TBepAj no Akkopg, Icnanis BVMPOGHMLTBO IHpis/ BHECEHHS 3MiH [0 peecTpavljiiHuX maTepianis: 3a He UA/19209/01/03
FEHEAM 300 wr; no 14 Xenckea nikapcbKoro 3acoby, YropumHa/ 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom | niossi2ae
Kancyn y énictepi; C.JLYy. nepBrHHe Ta ITania/ Ha3BW JlikapcbKoro 3acoby. 3MiHa Ha3Bu
no 4 6nictepn y BTOPVIHHE Monbwa/ nNiKapcbKoro 3acoby. 3aTBepaKeHo:
nauuj nakyBaHHs, HimeuunHa/ Mpera6anin Hekctdhapm
KOHTPO/Ib AKOCTI Benvka (Pregabalin Nextpharm)
cepi: BpuTaHis/ 3anponoHoBaHo:
IHTac Icnanis Mpera6aniH MeHelim
dapmacbloTikanc (Pregabalin Geneym)
Nimviten, HAajs; TepmiH BBEAEHHS 3MiH - NpOTArom 6 micauis
nicnsa 3aTBepKeHHs.
BUPOGHMLTBO 3MiHu | TUNY - 3MiHK Woao

nikapcbKkoro 3acooby,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs
(anbTepHaTUBHWIA
BUPOBHUK):
IHTac
dapmacbloTikanc
Nimitep, IHAis;

KOHTPO/b SIKOCTI:
€BpogiiHC
AHaniTikan Cepsices
XaHrepi K.,
YropuuHa;

KOHTPO/b SIKOCTI:
SAPMABANIA NTL.
Mikpob6ionoriyHa

6e3nekn/edhekTVBHOCTI Ta hapMakoHariagy
(iHWi 3MiHW). 3MiHM BHECEHO B TEKCT
MapKyBaHHs1 BTOPUHHOI YNakKoBKW NiKapCbkoro
3aco6y B n. 17. TepmiH BBEAEHHS 3MiH -
npoTArom 6 micsALiB Nicns 3aTBEPAXKEHHS.




n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

naboparopis,
YropuuHa;

216

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu

Peknav

[,0AaTKoBA AiTbHNLSA
3 BTOPVHHOTO
naKyBaHHs:

Bionycky

yBaHHs

Homep
peecmpayitiHo2o
nocsioYyeHHs1

[A4n CANSI YEVH
(Iranis) CMA, ITanis;

[opartkosa AiflbHULSA
3 BTOPUHHOTO
nakyBaHHS:
CuHonTtus
IHpacTpian Cn. 3
0.0., MNMonbLya;

[l0AaTKoBa AiNbHALSA

3 BTOPUHHOIO
naKyBaHHs:

MpecTux MNpomoyLLH
Pepkaydcchepnepy

Hr eHp, Pepbeepsic
vm6X, HimeuunHa;

[0AaTKoBa AiNTbHNLSA
3 NepBUHHOTO Ta

BTOPVHHOTO
naKyBaHHs:

AKKOP[ XEJ/ICKEA
NIMITEA, Benuka

Bputanis;

BiNOBIAaNbHUIA 3a
BWMYCK Cepil:
Akkopg Xenckea
Moncka Cn. 3 0.0.
Cknag Imnoptepa,
MonbLua;

fAofaTkoBa

3 NEePBUHHOIO Ta

BTOPUH

nakyBaHHA:
AKKOP[I-tOKEW
NIMITEL, Benuka
Bputanis;

AinbHUUA

HOro

KOHTPO/b SKOCTI,
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0YeHHs

[oJaTKoBa Ai/bHUUSA
3 BTOPUHHOTO
nakyBaHHS:
NABOPATOPI
OYHOACIO OAY,
IcnaHis;

[ofaTkoBa Ai/ibHUUSA
3 BTOPVHHOTO
nakyBaHHs:
CEHTPA/T ®APMA
(KOMEKIHI
NAPTHEP)
NIMITE/L, Benvka
BpuTaHis;

fopjatkoBa finbHUUA
3 BTOPVHHOTO
nakyBaHHS:
CK dapma JNoricTike
'M6X, HimeyunHa

270.

NPErABA/IH
FEHEM

Kancynu TBepgi no
75 wmr; no 14 kancyn
y 6nicTepi; no 4
6nictepn y nauui

Akkopf,
Xenckea
C.JY.

IcnaHis

BMPOGHMLTBO
nikapcbKoro 3acoby,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTPO/Ib SKOCTI
cepii:

IHTac
dapmacbtoTikanc
NimiTeq, IHAis;

BVMPOGHMLTBO
nikapcbKoro 3acoby,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS
(anbTepHaTUBHWIA
BMPOGHUK):
IHTac
dapmacbloTikanc
Nimviten, HAajs;

KOHTPO/b SIKOCTI:
€BpochiHC
Ananitikan Cepsice3
XaHrepi Ko,
YropuimHa;

IHgis/
YropwuHa/
ITania/
Monbwa/
Himeuunxa/
Benuka
BpuTtaHis/
IcnaHis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
Has3BW NikapcbKoro 3acoby. 3MiHa Ha3Bu
NikapcbKoro 3acoby. 3aTBepAXeHo:
Mpera6aniH HekcTdapm
(Pregabalin Nextpharm)
3anponoHoBaHo:

Mpera6aniH M'eHelim
(Pregabalin Geneym)

TepmiH BBEAEHHS 3MiH - NTPOTAroM 6 micauis
nicnsa 3aTBepKeHHs.
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsgy
(iHWi 3MiHW). 3MiHN BHECEHO B TEKCT
MapKyBaHHS BTOPUHHOI YNakoBKW NiKapCbKOro
3acoby B n. 17. TepmiH BBEL,EHHS 3MiH -
NpoTArom 6 MicsLiB NicNs 3aTBEPKEHHS.

3a
peyenmom

He
nionsiecae

UA/19209/01/01




n/n

Hassa
JliKapcbKO20

Popma sBUMYCKY
(nikapcbka ¢hopma,

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

218

KpaiHa

3acoby

ynakoska)

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknav
yBaHHs1

Homep
peecmpayitiHo2o

[l0AaTKoBa AiNbHALSA

KOHTPO/Ib SIKOCTi:
®APMABANIA NTa,
Mikpob6ionoriuHa
naboparopis,
YropLumHa;

[ofaTkoBa Ai/ibHUUSA
3 BTOPWUHHOIO
nakyBaHHA:
A4 CANJIYEVH
(Iranis) CMA, ITanis;

[ofaTkoBa Ai/ibHUUSA
3 BTOPUHHOIO
nakyBaHHs:
CuHonTun3
IHpacTpian Cn. 3
0.0., MonbLa;

foparkosa AinbHULA
3 BTOPUHHOIO
nakyBaHHs:
MpecTrx MpomoyLLH
Pepkaydchepaepy
Hr eHp, ®epbeepBic
M6X, HimeuunHa;

foparkosa AiflbHULA
3 MEePBUHHOIO Ta
BTOPUHHOTO
naxkyBaHHs:
AKKOP[, XENCKEA
NIMITE/L, Benvka
BpuTaHis;

BiANOBIAA/IbHWIA 32
BMNYCK cepil:
AKKopfa Xersickea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
MonbLa;

3 NEPBUHHOIO Ta
BTOPWUHHOIO
nakyBaHHA:

AKKOPA-HOKEN

nocsBi0YeHHs
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
NIMITE/L, Benvka
BpuTaHis;
KOHTPO/b SIKOCTI,
fopjatkoBa finbHUUA
3 BTOPVHHOTO
nakyBaHHS:
NNABOPATOPI
SYHOACIO JAY,
IcnaHis;
foparkosa AinlbHULA
3 BTOPUHHOIO
nakyBaHHs:
CEHTPAN ®APMA
(KONEKIHI
NAPTHEP)
NIMITEA, Benuka
Bputanis;
foparkosa AinbHULA
3 BTOPUHHOIO
nakyBaHHs:
CK dapma NoricTikc
'm6X, HimeyunHa
271. | NPErAgon Kancynu no 150 mr; My6niuHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/16387/01/02
no 10 kancyny aKujioHepHe akuioHepHe 3MiHn | TURY - 3MiHK Woao peyenmom | nidsis2ae
6nicTepi; no 3 abo 6 TOBapuCTBO TOBapUCTBO 6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsay.
6nictepiB y nauui "HaykoBo- "HaykoBo- 3MiHa Y KOpOTKiil XxapakTepucTuLj NikapCcbKoro
BMPOGHNUNIA BMPOGHNUNIA LLEHTP 3ac06y, TEKCTI MapKyBaHHSA Ta iIHCTPYKLiT Ans
LEeHTp "BopuyariBcbKuii MeJMYHOro 3aCTOCYBaHHS Ha nifcrasi
"BopLuariscb XiMiKo- perynsipHoO OHOBJIKOBAHOTO 3BIiTY 3 6e3nekn
KniA XiMiko- hapMaLeBTUYHWIA nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
chapmaneBT 3asoa" 3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
NYHWIA nicnspeecTpauiiHnii nepiog, abo sk pesynbTar
3aBog" OLLiHKM 3BIiTYy 3 AOCAIKEHb, MPOBEAEHNX
BiANOBIAHO A0 MiaHy neiaTpUYHNX AOCHILKEHb
(PIP) (3MiHY y3rokeHo 3 KOMNEeTEeHTHUM
YMNOBHOB&XEHNM OpraHom).
3MiHU BHECEHO [0 IHCTPYKLUIiT AN MeANYHOro
3acToCcyBaHHA NiKapCcbKoro 3acoby [0 po3ainis
"Oco6nmBoCTi 3acTocyBaHHA" Ta "MoGiYHI
peakuii” BignosigHo Ao pekomeHaauii PRAC.
TepMmiH BBEEHHS 3MiH NPOTAroM 6 MicALiB nicns
3aTBEPKEHHS.
272. | NPErAgonN kancynu no 300 mr; My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a He UA/16387/01/03
no 10 kancyny akuioHepHe akuioHepHe 3MiHu | TMNY - 3MiHK Woao peuyenmom | nidssizae
6nicTepi; no 3 TOBapuCTBO TOBapUCTBO 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
6nictepy B navui "HaykoBo- "HaykoBo- 3MiHa y KOpOTKiil XapakTepucTuLj NikapCbKoro
BMPOGHUYNIA BMPOGHUUNIA LLEHTP 3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLi Ans
LeHTp "BopuiariBcbKuii MeAMYHOro 3aCTOCyBaHHSA Ha niacTasi
"Bopuariscb Ximiko- perynsipHoO OHOB/THOBAHOIO 3BiTYy 3 6e3neku
KW Ximiko- hapmavueBTUYHWI nikapcbKkoro 3acoby, abo AocnimKeHb 3 6e3nekn
hapmaveBT 3asopg" 3acToCyBaHHSA NikapcbKoro 3acoby B
VNYHWI nicnsapeecTpauiiinii nepiog, abo sk pesynbTar
3aBog" OL|iHKM 3BIiTY 3 JOC/iMKeHb, MPOBEAEHNX
BIANOBIAHO A0 NnaHy nefiaTpUYHNX JOCAiLKEHb
(PIP) (3MiHy y3rofXeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHVNM OPraHom).
3MiHU BHECEHO [0 IHCTPYKUiT AN MeANYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBOCTi 3acTocyBaHHSA" Ta "MMo6iuHi
peaxuii" BignosigHO A0 pekomeHgauii PRAC.
TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS.
273. | NPErAgOnN Kancynu no 75 mr; My6niuHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a He UA/16387/01/01
no 10 kancyny akKujioHepHe akujioHepHe 3MiHu | TURY - 3MiHK Woao peyenmom | niossi2ae
6nictepi; no 3 abo 6 TOBapuUCTBO TOBapucTBO 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsay.
6nicTepiB y nauui "HaykoBo- "HaykoBo- 3MiHa y KOpOTKiil xapakTepucTuLi NikapCbkoro
BMPOGHUYMIA BMPOGHUUNIA LLEHTP 3aco6y, TEKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
LeHTp "BopLyariBCbkuii MeAMYHOro 3acTOCyBaHHA Ha NiacTasi
"Bopuyariscb Ximiko- perynsipHO OHOB/IHOBAHOrO 3BiTYy 3 6e3neku
KW XiMiKO- thapmaueBTUYHWI nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
chapmaneBT 3asoa" 3aCTOCyBaHHSA Nikapcbkoro 3acoby B
NYHWIA nicnsipeecTpaviiiHnii nepiog, abo sk pesynbtat
3aBog" OLLiHKVM 3BIiTYy 3 AOC/iPKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy nejiatpudHNX AOCNiXKeHb
(PIP) (3MiHy y3rofXeHo 3 KOMMETEHTHUM
YNOBHOB&)XXEHVNM OPraHom).
3MiHV BHECEHO [0 IHCTPYKLIT 4151 MeanyHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBOCTi 3acTocyBaHHSA" Ta "MMo6iuHi
peakuii” BignosigHo fo pekomeHaauii PRAC.
TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS.
274. | NPOriHOBA TabneTtku, BKPUTI 3eHTiBa, K.C. Yecbka [enbcapm Ninnb PpaHuin BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a He UA/4865/01/01
060/10HKOH0, MO 2 MT; Pecny6nika CAC 3MiHu | TMNYy - 3MiHK Woao peyenmom | nionsizae

no 21 tabnetyi y
6nictepi; no 1
6nictepy B
KapTOHHI navwi

6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
3MiHa y KOpOTKiii xapakTepucTuLi NikapcbKoro
3ac06y, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA Ha NiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTart
OLIiHKM 3BIiTYy 3 AOCAIMKEHb, MPOBEAEHNX
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BIANOBIAHO A0 MiaHy neaiaTpUYHNX AOCHILKEHb
(PIP) (3MiHy y3rokeHo 3 KOMNeTEeHTHUM
YNOBHOB&XEHNM OpraHoMm) - 3MiHU BHECEHO [0
IHCTPYKUIT AN MEANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3zinis "Baaemogis 3
HLUIMMK NiKapCbKMMKM 3acob6amMu Ta iHLWi BUAK
B3aemogii", "OcobMBOCTi 3aCTOCYBaHHA" LLOA0
iH(hopmauii 3 6e3nekun Aitoyoi pevyoBuHU. TepMmiH
BBEEHHSA 3MiH - MPOTAroM 6 Micauis nicns
3aTBEPAKEHHS

275.

NPOTE®/ASI
il

piaKuiA ekcTpakT
(cybeTaHuis) B
KaHicTpax ans
chapmaLeBTUYHOTO
3acToCyBaHHs

ToBapucTeo
3
06MeXeHO
Bignosigans
HICTIO
"HaykoBo-
BUPOGHMYA
KOMMaHis
"Ekochapm”

YkpaiHa

ToBapucTBO 3
06MexeHo
BiANOBIAA/IbHICTIO
"HaykoBo-
BMPOGHMYA
KOMMaHis
"Ekocpapm”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHn | TURY - 3MiHn 3 akocTi. A®l. Cuctema
KOHTeliHep/3aKkynopoBasibHWI 3aci6 (iHLWi 3MiHN)
- BunyyeHHsa nepBYHHOT yNakoBKn
MpoTtedhnasigy, pigkoro ekcTpakTy (cybctaHuir),
a came, EMHOCTI 3 HEpXXaBilo4oi cTauli:
3arsepmxeHo: Mo 20 n, 30 n, 50 N1 B EMHOCTI 3
HepXasilouoi CTasli, 3aKynopeHi KpuLLKamu, siki
3abe3neuvyoTb repMeTuyHicTb, abo no 20 n, 30
N, 50 N B KaHICTPX N1acTMacoBi, 3aKynopeHi
KpULKamu niactMacosumun. Ha emHocTi abo
KaHICTPU HaKNeTb eTUKETKN 3 KNeikum
NOKPUTTAIM 3 MaTepiasty py/0OHHOro A1
annikauiin. 3anponoHosaHo: Mo 20 n, 30 n, 50 n
B KaHICTpU N1acTMacoBi, 3aKynopeHi Kpuwwkamm
n1acTMacoBUMK.

Ha KaHiCTpy HakeTb eTUKETKN 3 KITeNKum
NOKPUTTAM 3 MaTepiasty py/I0HHOro AN
annikauii.

UA/16415/01/01

276.

NPOTONUK

Masb 0,1 %; no 10 r
abo no 30, abo no
60 ry Ty6i; no 1 Ty6i
B KapTOHHI kopo6Lyi

NNEO ®apma
AIC

NaHis

BMPOGHULITBO 3a
MOBHUM LMK/IOM:
JNNIEO Na6opartopic
Nimiten

IpnaHgjs

BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis:
3MiHu | TMNY - 3MiHK Woa0
6e3nekun/edhekTVBHOCTI Ta hapMakoHarnagy
(iHLWi 3MiHW). 3MiHM BHECEHO B TEKCT
MapKyBaHHSA NEePBUHHOT (MYHKT 6) Ta BTOPUHHOT
(nyHKTK 3, 16, 17) ynakoBOK NiKapCbKOro 3acoby.
BBefeHHs1 3MiH NpoTArom 6 micAuis nicns
3aTBEPAKEHHS.

3a
peyerimom

UA/7779/01/01

2717.

NMPOTONUK

masb 0,03 %; no 10
rabo no 30 r, abo
no 60 ry Ty6i; no 1
Ty6i B KQPTOHHIi
Kopobu,i

JIEO dapma
AIC

NaHis

BMPOGHULITBO 3a
MOBHUM LK/IOM:
JNNIEO Na6opartopic
Nimiten

Ipnaxgis

BHECEHHS 3MiH 0 peecTpayjiiiHux maTepianis:
3MiHu | TMNYy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta (hapmakoHarnsgy
(iHLWi 3MiHK). 3MiHWM BHECEHO B TEKCT
MapKyBaHHs1 NEPBUHHOT (MYHKT 6) Ta BTOPUHHOT
(nyHkTK 3, 16, 17) ynakoBOK NikapcbKoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6 micsAuis nicns
3aTBEPKEHHS.

3a
peyenmom

UA/7779/01/02

278.

PEAI-TY-FO3
KMIBMA

PO34NH PeKTasIbHUIA,
21,41/9,41B118
Ma; no 133 mny

KaceH
Pekopgari,
C.J.

IcnaHis

KaceH Pekopaari,
C.n.

IcnaHis

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:
3MiHn | TURY - 3MiHK WoAao
6e3nekn/edhekTMBHOCTI Ta hapMakoHarasgy

6e3
peuyenma

nionsiecae

UA/10995/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
NIacTuKOBIl (iHWi 3miHW). 3MiHM BHeceHi Jo IHCTpyKuii ans
nnswui; no 1 MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby
NAAWL y Kopoo6Li 3 A0 po3sainy "Mo6iyHi peakuii” WoA0 BaXNNBOCTI
KapToHy 3BiTyBaHHS Npo No6iyHi peakuii. BBeAeHHS 3MiH
NPOTArom 6-Tv MicsILiB MicNs 3aTBEpPYKEHHS
279. | PEMABIP Tabnetku no 50 mr; AT «Ondpa» NatBisi AT «Ondcpa» NatBis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: Ges He UA/3777/01/01
no 10 Tabnetok y 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenma nionsizae

6nictepi; no 2
6nictepy B
KapTOHHI navu,i

HaliMeHyBaHHs Ta/abo agpecu 3asaBHUKaA
(BnacHvKa peecTpauiiiHoro noceigyeHHs). 3miHa
Ha3BW 3aABHUKA, Y 3B'A3KY 3 PilLIEHHAM
KepiBHULTBA 3asiBHVKA. BBeAEHHA 3MiH
NPOTAroM 6-T1 MIiCALIB MiC/IA 3aTBEPKEHHS.
3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu Micus
NpOBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO /1iKapCbKOro 3acoby, BKIoUaoun
OinbHUL BUNYCKY cepii abo MicLe npoBefeHHs
KOHTPOSIO SIKOCTI. (QiS/IbHICTb, 3a 5Ky BignoBigae
BMPOGHUK/IMNOpPTEp, BK/TKOYAKUM BUMYCK CEpIlt).
3MiHa Ha3BY BUpoGHMKa /13, a Takox 3miHa
HanucaHHs agpecy BUPOOHMKA aHrTiNCbKOK
MOBOI0. 3MiHM BHECEHO B PO34i/
"MicLe3HaxomkeHHs1 BUpOGHMKa Ta ioro agpeca
MiCLii NPOBaKEHHA AISNbHOCTI" B IHCTPYKLitO
AN MeAMYHOro 3acToCyBaHHA Ta AK HACNIAoK - y
TEKCT MapKyBaHHS yNakoBKW NikapCbKoro
3aco6y. BBegeHHs 3MiH MPOTAroM 6-Tu Micsiuis
nicns 3aTBepgXeHHsA. 3MiHn | Tuny - 3MiHK LWoAo
6e3nekn/edeKTMBHOCTI Ta thapMakoHarnsgy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasbHeHUX JaHuX Npo cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAA/IbHOT 32 34iICHEHHS
dhapmakoHarnsgy; KoHTakTHoi ocobu 3
hapmakoHarnisgy 3asaBHUka 415 34iNCHEHHs
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A dapmakoHarnsagy
(BKIOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy).

Y 3B’A3Ky 3i 3MiHOI Ha3BM 3asiBHUKA Ta
BMPOGHMKA, & TakoX YTOUHEHHS iX agpecun Ans
YCMILLHILLIOro NPOCYBaHHSA JlikapCbknx 3acobiB y
BCiX 3apyb6iXHUX KpaiHax cTtanacsa 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXeHOi ocobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHA ddapmakoHarnsgy
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

B JlaTBii Ta 3MiHa y po3MmilLieHHi macTep-chaina
cuctemu chapmMakoHarnagy. 3miHu | Tuny - 3MiHu
oo 6e3nekn/edreKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3mMiHn). 3MiHU BHECEHO Y
TEeKCT MapKyBaHHS NepBuHHOI (M. 6) Ta
BTOPUHHOT (N. 12, 13, 17) ynakoBku NikapcbKoro
3acoby . BBeieHHS 3MiH NpOTArom 6-Tu MicsuiB
nicns 3aTBepKeHHs.

280. | PEMABIP kancynu no 100 wr; AT «Ondpa» NatBisi AT «Ondcpa» NatBis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 He UA/3777/03/01
no 10 kancyny 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenma nionsizae
6nictepi; no 1 a6o 3 HalilMeHyBaHHs Ta/abo afpecu 3asBHUKa
6nictepy y nauui (BnacHviKka peecTpauiiHoro noceigveHHs). 3miHa
KapTOHHIi Ha3ByW Ta afpecu 3asBHUKA, Y 3B'A3KY 3

piLLeHHAM KepiBHULITBA 3asBHMKa. BBeAeHHA
3MiH NpOTArom 6-Tn MicauiB nicns
3aTBEPMKEHHS. 3MiHW | Tuny - AgMiHICTpaTMBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo aapecu
MiCLA NPOBaKEHHS AiS/IbHOCTI
BMPO6HMKa/iMnopTepa roToBoro /likapcbkoro
3aco06y, BK/IYa4mM AinbHULL BUNYCKy cepii abo
MiCLie NPOBEAEHHS KOHTPO/THO SKOCTI.
(misnbHIiCTb, 3a Ky BignoBigae
BMPOGHUK/IMNOpPTEp, BK/TKOUAKUM BUMYCK CEpilt).
3MiHa Ha3BW BUpo6HMKa /13, a Takox 3miHa
HanucaHHs agpecy BUPO6HMKA aHTTiCbKO
MOBOI0. 3MiHW BHECEHO B pO3in "BUpPOBHUK"
Ta "Micue3HaxomkeHHs BUPOBHMKa Ta inoro
afpeca MicLs NPoBaXEHHS Ais/IbHOCTI" B
HCTPYKLi0 4151 MeANYHOTO 3aCTOCYBaHHA Ta 5K
HacnifokK - y TeKCT MapKyBaHHS YNakoBKU
nikapcbkoro 3acoby. BBeeHHs 3MiH MPOTAroM
6-TN MicALIB Nicnsa 3aTBEPKEHHS. 3MiHM | TNy -
3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasibHeHUX JaHuX Npo cucTemy
thapmakoHarnagy (BBe4eHHs y3arasibHeHnX
JaHunx nNpo cuctemy dpapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOT 0C06M, BigNoBiganLHoI 3a
3[iiCHEHHS dpapMakoHarnsay; KOHTaKTHOI 0cobum
3 thapmakoHarnsgy 3asBHVKa AN 34iACHEHHS
hapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHA Bif, YNTOBHOB&XeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsgy
(BK/THOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-ghaiisia cuctemm
hapmakoHarnsgy). 3miHa KOHTaKTHUX JaHux
YNOBHOB&XEHOT 0CO6U 3as1BHMKA,
BiANOBIA&bHOI 3@ 3iiCHEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
thapmakoHarnsgy. 3MiHa MicLle3HaxX0MKeHHS
MacTep-aiina cuctemu chapmakoHarnagy (y
3B'A3KY i3 aAMIHICTPATMBHOI 3MiHO0).3MiHN |
TUny - 3MiHK WoAo 6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu). 3MiHW BHECEHO Y
TEKCT MapKyBaHHS NepBUHHOT (N. 6) Ta
BTOPUHHOI (N. 12, 13, 17) ynakoBKku NikapCbKoro
3acoby. BBefieHHs 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3aTBeppkKeHHs.
281. | PEHHI® 3 TabneTkn XyBasbHi; Baiiep LLiBefiuapis [enbthapm Manapa ®paHuis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 6e3 UA/7798/01/01
MEHTO/IOBU | no 12 tabnetok y KoHcblomep 3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA peuyenma
M CMAKOM 6nicTepi 3 Kep Al nikapcbkuii 3aci6. KOHTponb roToBOro
nepdpopavieto; no 1 nikapcbkoro 3acoby (iHwi 3miHn). Mepeknag
abo no 2 6nictepu B MKS$ 3 pocilicbkoi MOBW Ha yKpaiHCbKy MOBY A/151
KapTOHHI Kopo6Lyj; npuBELEHHS Y BIANOBIAHICTb i3 BUMOramui YNHHOI
no 6 TabneTtok y pepakuii Hakazy MO3 YkpaiHu Ne 426 Big
6nictepi; no 2 abo 26.08.2005.
no 4 6nictepu B
KapPTOHHIi KOpooLii
282. | PUBABIPUH- | kancynu TBepai no TOBAPUCT YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a UA/10004/01/01
DAPMEKC 200 mr no 10 kancyn BO 3 reyn" 3MiHu | TMNYy - 3MiHK Woao peyenmom
y 6nicTepi, no 3 abo OBMEXXEH 6e3nekn/edheKTUBHOCTI Ta (hapmakoHarnsgy
6 6nicTepiB y nayui 3 (e]}6} (iHWi 3MiHW) - 3MiHK BHECEHO Y M. 5, 6 TeKCcTy
KapTOHY BIANOBIAA MapKyBaHHsS NepBUHHOT ynakosku Ta n. 5, 17
NBHICTIO BTOPUHHOT YMaKoBKM NikapCbKoro 3acoby.
«KOPIMOPA BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
LA 3aTBEPAXKEHHA
«300POB’'A
»
283. | PUCMAKCOJ | Tabnetku, BKpUTI AT NartBin AT "Ipingekc" NartBis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/5817/01/02
® nNiBKOBOO "Ipingekc" YTOUYHEHHS1 HanucaHHA Ha3BU 3asiBHUKA Ta peyernmom
060/10HKOI0 MO 2 Mr; BMPOGHUKa B NpoLieci BHECEHHA 3MiH (3MiHu |
no 10 TabneTtok y TMny - 3MiHKM WoA0 6e3nekn/edpekTUBHOCTI Ta
6nicTepi; no 2 abo thapmakoHarnsagy (iHwi 3MiHn). OHOBEHHS
no 6 6nictepis y TEKCTY MapKyBaHHS NePBUHHOI Ta BTOPUHHOI
nauytii 3 KapToHy ynaKkoBKM NikapCbKoro 3acoby, a came:
BW/TyYEHHS iH(pOpMaLlii, 3a3Ha4YeHOl pPoCiiCbKOo
MOBOIO, Ta He3HaYHi pefakLiliHi npasku y n. 3
TEKCTY MapKyBaHHS1 BTOPUHHOI YNakoBKW. TepMiH
BBEJEHHS 3MiH NPOTAroM 6 micAuis nicns
3aTBepAXeHHs). Pefakuis B Hakasi - 3a3Ha4eHo
3 agpecoto. BipHa pepakuisi - 3aABHUK - AT
"IpiHgekc", NaTBisi; BUPOGHUK - AT
"Ipingekc", NartBis.
284. | CAHOIMYH kancym m'siki 100 HoBaprTic LLiBefiuapis Brpo6HMUTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpavljiiiHiX MmaTepianis: 3a He UA/3165/01/04
HEOPAN® Mr; o 5 kancyn y dapma Al Hepo3dhacoBaHoT LLiseiiuapisi/ 3MiHW | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom | niosnsizae
6nicTepi; no 10 NPOAYKLUii, KOHTPO/b CnoBeHis HaliMeHyBaHHS Ta/abo afpecy micus
6nicTepiB y SIKOCTi: NPoBaPKEeHHS Ais/IbHOCTI BUpO6HMKa/iMnopTepa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KapTOHHI KopoobLi KaraneHt rOTOBOrO J1iKapCbKOro 3acoby, BK/IYa4m
HimeuunHa E6epbax AiNbHULI BUNYyCKy cepii abo MicLie NpoBeAeHHS
M6X, HimeyunHa; KOHTPO/IO AKOCTI. (fiANbHICTb, 3a Ky BiAnoBifae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid)
MepBuHHE Ta 3MmiHa agpecu BUPO6HMKA BiAMOBIAAIBHOIO 3a
BTOPUHHE nepBUHHE, BTOPUHHE NakyBaHHS, BUMYCK Cepil:
nakyBaHHs, 3MiHN BHECEHO B iHCTPYKUiO 41151 MeANYHOro
KOHTPO/b AKOCTI, 3acTocyBaHHS NikapcbKoro 3acoby y po3gin
BMNYCK cepil: «Micue3HaxomKeHHs1 BUPOGHUKa Ta iioro agpeca
HoBapTic ®apma MiCLii MPOBAKEHHS AiS/TbHOCTI» 3
LLTelH AT, BiANOBIAHMMU 3MiHAMU Y TEKCTI MapKyBaHHS
LBeliuapis; yNakoBKM NikapcbKoro 3acoby. TepmiH BBEAEHHSA
3MiH - NPOTAroM 6 MICALIB MIiC/1A 3aTBEPLKEHHS.
MepBuHHE Ta 3MiHu | TUNY - 3MiHK Woao
BTOPUHHE 6e3nekn/edhekTUBHOCTI Ta hapMakoHariagy
nakyBaHHs, BUMYyCK (iHwWi 3mMiHM) OHOB/EHHS TEKCTY MapKyBaHHS
cepii: ynakoBKM likapcbKoro 3acoby, 3okpema
Nex BUJTy4YeHHs iHchopmauii, 3a3HaueHol pocilicbkoto
dapmacboTUKasIC MOBOIO, Ta BHECEHHS PefakLiiH1X NpaBokK Mo
4.4, BUpO6HMYa TekcTy. TepMiH BBeJeHHS 3MiH - NpOTArom 6
AinbHuus NleHpasa, MiCALIB MiCNSA 3aTBEPAYKEHHS.
CnoseHis;
Bunyck cepil:
HoBapTic ®apma
mM6X, HimeuunHa
285. | CAHAIMYH Kancynu m'siki no 25 HosapTic LLiBeiiuapis Bupo6bHMuTBO HimeuunHa/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: - UA/10102/01/01
HEOPAN® mr; in bulk: no 5 dapma Al Hepo3chacoBaHo| LLsenuapis/ 3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
kancyn y 6nictepi; NPOAyKLUii, KOHTPO/Tb CnoBeHis HalilmeHyBaHHs Ta/abo agpecu Micud
no 10 6nictepiB y SAKOCTI: NpoBaPKeHHA AiSIbHOCTI BUpobHUKa/imnopTepa
KapTOHHI KOpoobL; KataneHt roTOBOrO MiKapCbKOro 3acoby, BKYaun

no 60 kopobokK y
KapTOHHOMY KOpObi

HimeuunHa E6epbax
'M6X, HimeuyuunHa,;

MepBuHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BMNYCK cepil:
HosapTic ®apma
LTeliH AT,
LLiBeiiuapis;

MepBuHHE Ta
BTOPUHHE
nakyBaHHs, BUMYCK

AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a SKy BiAgnosigae
BMPOGHMK/IMNOPTEpP, BKIOYAOUM BUMYCK CEPIlf) -

3MiHa agpecyu BMPO6HUKa BifNoBigaIbHOMO 3a

nepBUHHE, BTOPUHHE NakyBaHHSA, BUMYCK cepil.
TepmiH BBEAEHHS 3MiH - NpOTArom 6 micauis
nicnsa 3aTBepKeHHs.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
cepii:
Nex
dPapmacbloTukanc
A.4., BUpo6Hnya
AinbHnuA NleHpasa,
CnoBeHis;
Bunyck cepii:
HosapTic ®apma
'M6X, HimeuunHa
286. | CAHOIMYH Kancysm m'ski 50 mr; HoBaprTic LLiBefiuapis Brpo6HMUTBO HimeuunHa/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: - UA/10102/01/02
HEOPAN® in bulk: no 5 kancyn dapma Al Hepo3dghacoBaHoT LLseiiuapisi/ 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
y 6nictepi; no 10 NPOAYKLUIT, KOHTPO/Ib CnoBeHis HaliMeHyBaHHA Ta/abo agpecu micus
6nicTtepiB y SAKOCTi: NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
KapTOHHI Kopo6Lyj; KataneHt roTOBOro NikapcbKoro 3acoby, BKIYaun
no 60 kopoboK y HimeuunHa E6epbax AiNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHS
KapTOHHOMY KOpObi vm6X, HimeuunHa; KOHTPOJI0 SIKOCTI. (LisNbHICTb, 3a Ky BiAnoBigae
BMPOGHMWK/IMNOpPTEp, BK/OUaUM BUMYCK CEpiid) -
lMepBuHHE Ta 3MiHa agpecu BUPO6HUKA BifNOBifa/IbHOTO 3a
BTOPUHHE nepBUHHE, BTOPUHHE NaKyBaHHSA, BUMYCK Cepil.
nakyBaHHs, TepMiH BBEEHHS 3MiH - MPOTAroM 6 micsauis
KOHTPO/b AKOCTI, nicns 3aTBeppkKeHHs.
BWMYCK Cepil:
Hosaprtic ®apma
LLTelin Al,
LLiBeiuapis;
lMepBuHHE Ta
BTOPUHHE
nakyBaHHs, BUNYCK
cepii:
Nex
PapmacboTrKanc
4.4, BUpobHnya
AinbHnus Nlenpasa ,
CnoseHis;
Bunyck cepil:
HosapTic ®apma
'M6X, HimeuunHa
287. | CAHAIMYH Kancynm m'siki 100 HosaprTic LLiBefuapis Brpo6HMLUTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: - UA/10102/01/03
HEOPAN® mr; in bulk: no 5 dapma Al Hepo3dhacoBaHOT LLiBeiiuapis/ 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
Kancyn y 6nictepi; NPOAYKLUIT, KOHTPO/b CnoBeHis HalilMeHyBaHHsi Ta/abo agpecu Micus
no 10 6nicTepiB y SIKOCTi: NPOBaKEHHS AiS/IbHOCTI BUpo6HMKa/iMnopTepa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KapTOHHI kopo6Lyj; KaraneHt rOTOBOrO J1iKapCbKOro 3acoby, BK/IYa4m
no 50 kopo6oK y HimeuunHa E6epbax AiNbHULI BUNYyCKy cepii abo MicLie NpoBeAeHHS
KapTOHHOMY KOpOOi M6X, HimeyunHa; KOHTPO/IO AKOCTI. (fiANbHICTb, 3a Ky BiAnoBifae
BMPOGHMK/IMNOpPTEp, BK/IOYAOUM BUMYCK CEpiid) -
MepBuHHE Ta 3MiHa agpecu BUPOGHYMKa BifNOBIAaIbHOIO 3a
BTOPUHHE nepBUHHE, BTOPUHHE NakyBaHHS, BUMYCK Cepil.
naxyBaHHs, TepmiH BBEAEHHS 3MiH - TPOTAroM 6 micauis
KOHTPO/b SIKOCTI, nicnsa 3aTBepKeHHs.
BUMYCK Cepil:
HoBapTic ®apma
LTeiiH AT,
LBeliuapis;
MepBuHHE Ta
BTOPUHHE
nakyBaHHS1, BUNYCK
cepi:
Nex
PapmacbloTukanc
4.4., BupobHuya
AinbHuus NleHpasa,
CnoseHis;
Bunyck cepil:
HoBapTic ®apma
mM6X, HimeuunHa
288. | CAHAIMYH Kancynu m'siki no 25 HosapTic LLiBeiiuapis Bupo6bHMuTBO HimeuunHa/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/3165/01/02
HEOPAN® Mr; Mo 5 kancyn y dapma Al Hepo3chacoBaHo| LLsenuapis/ 3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom | nidsis2ae
6nicTepi; no 10 NPOAyKLUii, KOHTPO/Tb CnoBeHis HalilmeHyBaHHs Ta/abo agpecu Micud
6nictepiB y SAKOCTI: NpoBaPKeHHA AiSIbHOCTI BUpobHUKa/imnopTepa
KapTOHHI Kopobui KaraneHt rOTOBOrO /1iKapCbKOro 3acoby, BK/IYaumn

HimeuunHa E6epbax
'M6X, HimeuyuunHa,;

MepBuHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BMNYCK cepil:
HosapTic ®apma
LTeliH AT,
LLiBeiiuapis;

MepBuHHE Ta
BTOPUHHE
nakyBaHHs, BUMYCK

AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a SKy BiAgnosigae
BMPOGHMK/IMNOpTEpP, BK/OYAOUM BUMYCK CEpili)
3miHa agpecy BUpPOGHMKa BifnoBigabHOMo 3a
nepBUHHE, BTOPUHHE NakyBaHHSA, BUMYCK Cepil:
3MiHN BHECEHO B IHCTPYKL,iIO 415 MeANYHOro
3acToCyBaHHS NiKapcbKoro 3acoby y po3ain
«Micue3HaxopKeHHs BUPOGHUMKa Ta iioro agpeca
MiICLii MPOBAKEHHS Ais/TIbHOCTI» 3
BiANOBIAHUMY 3MiHAMW Y TEKCTi MapKyBaHHS
ynakoBKM NiKapcbKoro 3acoby. TepMiH BBEAEHHS
3MiH - NPOTAroM 6 MICALIB NICNA 3aTBEPLYKEHHS.
3MiHu | TURY - 3MiHK Woao
6e3nekun/ethekTVBHOCTI Ta hapMakoHarniagy
(iHwWi 3mMiHM) OHOBIEHHSA TEKCTY MapKyBaHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
cepii: yMakoBKU NikapcbKoro 3acoby, 3okpema
Nex BU/TYYEHHS iH(pOpMaLlii, 3a3Ha4YeHOl pPOCiiCbKO
dPapmacbloTukanc MOBOIO, T BHECEHHS peAakLiiHUX NpaBokK Mo
A.4., BUpO6HMYa TekcTy. TepMiH BBeJeHHS 3MiH - NPOTArom 6
AinbHuus NeHpasa, MiCALiB MicNna 3aTBepPXEHHS.
CnoBeHis;
Bunyck cepii:
HosapTic ®apma
'M6X, HimeuunHa
289. | CAHAOIMYH Kancysm m'ski 50 mr; HoBaprTic LLiBefiuapis Brpo6HMUTBO HimeuunHa/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/3165/01/03
HEOPAN® no 5 kancyny dapma Al Hepo3dghacoBaHoT LLseiiuapisi/ 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peuyenmom | nidssizae
6nicTepi; no 10 NPOAYKUii, KOHTPO/Tb CnoBeHis HalilMeHyBaHHs Ta/abo agpecu micud
6nicTtepiB y SAKOCTi: NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
KapTOHHIlA KOpooLi KataneHt roTOBOro NikapcbKoro 3acoby, BKIYaun
HimeuunHa E6epbax AiNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHS
vm6X, HimeuunHa; KOHTPOJI0 SIKOCTI. (LisNbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/IMNOPTEpP, BK/IOUAOUM BUMYCK Cepild)
lMepBuHHE Ta 3miHa agpecy BUPOGHMKA BifnoBiAaIbHOTO 3a
BTOPUHHE nepBUHHE, BTOPUHHE NaKyBaHHSA, BUMYCK Cepil:
nakyBaHHs1, 3MiHN BHECEHO B iHCTPYKLi0 AN MeANYHOro
KOHTPO/b SIKOCTI, 3acTOCyBaHHSA Mikapcbkoro 3acoby y po3gain
BWMYCK Cepil: «Micue3HaxomkeHHs1 BUPOOHUWKa Ta iioro agpeca
Hosaprtic ®apma MiCLii MPOBAKEHHS Aisi/IbHOCTI» 3
LTeiH AT, BIANOBIAHUMY 3MiHAMW Y TEKCTI MapKyBaHHS
LLiBeiuapis; yMakoBKM Nikapcbkoro 3acoby. TepmiH BBEAEHHS
3MiH - NPOTArom 6 MicsLiB NiCNsA 3aTBEPKEHHS.
lMepBuHHE Ta 3MiHn | TURY - 3MiHK Woao
BTOpPUHHE 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
nakyBaHHs, BUMYCK (iHWi 3MiHM) OHOB/IEHHA TEKCTY MapKyBaHHs
cepii: yMakoBKU NikapcbKoro 3acoby, 3okpema
Nexk BW/TyYEHHS iHhopMaLii, 3a3Ha4YeHOl poCiiCbKoo
dapmMacbloTUKasIC MOBOIO, Ta BHECEHHS peAakLiiHUX NpaBokK Mo
4.4, BUpobHnya TekcTy. TepMiH BBEAEHHS 3MiH - MPOTAroM 6
AinbHUus NleHpasa, MiCALIB MiCNSA 3aTBEPAKEHHS.
CnoseHis;
Bunyck cepil:
HosapTic ®apma
'm6X , HimeuunHa
290. | CAHAIMYH Kancynm m'ski no 10 HosaprTic LLiBefuapis Brpo6HMLUTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3a He UA/3165/01/01
HEOPAN® Mmr; no 10 kancyny dapma Al Hepo3dhacoBaHOT LLiBeiiuapis/ 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peyenmom | niosnsizae
6nictepi; no 6 NPOAYKLUIT, KOHTPO/b CnoBeHis HalilMeHyBaHHsi Ta/abo agpecu Micus
6nicTepiB y SAKOCTI: NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KapTOHHI KopoobLi KaraneHt rOTOBOrO J1iKapCbKOro 3acoby, BK/IYa4m
HimeuunHa E6epbax AiNbHULI BUNYyCKy cepii abo MicLie NpoBeAeHHS
M6X, HimeyunHa; KOHTPO/IO AKOCTI. (fiANbHICTb, 3a Ky BiAnoBifae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid)
MepBuHHE Ta 3MmiHa agpecu BUPO6HMKA BiAMOBIAAIBHOIO 3a
BTOPUHHE nepBUHHE, BTOPUHHE NakyBaHHS, BUMYCK Cepil:
nakyBaHHs, 3MiHN BHECEHO B iHCTPYKUiO 41151 MeANYHOro
KOHTPO/b AKOCTI, 3acTocyBaHHS NikapcbKoro 3acoby y po3gin
BMNYCK cepil: «Micue3HaxomKeHHs1 BUPOGHUKa Ta iioro agpeca
HoBapTic ®apma MiCLii MPOBAKEHHS AiS/TbHOCTI» 3
LLTelH AT, BiANOBIAHMMU 3MiHAMU Y TEKCTI MapKyBaHHS
LBeliuapis; yNakoBKM NikapcbKoro 3acoby. TepmiH BBEAEHHSA
3MiH - NPOTAroM 6 MICALIB MIiC/1A 3aTBEPLKEHHS.
MepBuHHE Ta 3MiHu | TUNY - 3MiHK Woao
BTOPUHHE 6e3nekn/edhekTUBHOCTI Ta hapMakoHariagy
nakyBaHHs, BUMYyCK (iHwWi 3mMiHM) OHOB/EHHS TEKCTY MapKyBaHHS
cepii: ynakoBKM likapcbKoro 3acoby, 3okpema
Nex BUJTy4YeHHs iHchopmauii, 3a3HaueHol pocilicbkoto
dapmacboTUKasIC MOBOIO, Ta BHECEHHS PefakLiiH1X NpaBokK Mo
4.4, BUpO6HMYa TekcTy. TepMiH BBeJeHHS 3MiH - NpOTArom 6
AinbHuus NleHpasa, MiCALIB MiCNSA 3aTBEPAYKEHHS.
CnoseHis;
Bunyck cepil:
HoBapTic ®apma
mM6X, HimeuunHa
291. | CEBIKAP TabneTtku, BKPUTI 3eHTiBa, K.C. Yecbka [aiui CaHkio FOpoyn HimeyunHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/17647/01/02
nNiBKOBOIO Pecny6nika 6X 3MiHu | TMNy - 3MiHK Woao peyernmom nionsieae
obonoHkoto, no 40 6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
mr/5 mr; no 14 3MiHa Y KOpOTKiil XxapakTepucTuLj NikapCcbKoro
Tabnetok y 6nictepi; 3ac06y, TEKCTI MapKyBaHHSA Ta iIHCTPYKLiT Ans
no 2 6nictepa y MeJMYHOro 3aCTOCYBaHHS Ha nigcrasi
KapTOHHI navui perynsipHo OHOBJIKOBAHOTO 3BIiTY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiliHnii nepiog, abo sk pesynbTart
OLLiHKM 3BIiTYy 3 AOCAIKEHb, MPOBEAEHNX
BiANOBIAHO A0 MiaHy neiaTpUYHNX AOCHILKEHb
(PIP) (3MiHY y3rokeHo 3 KOMNEeTEeHTHUM
YNOBHOB&XEHVM OpraHoMm) - 3MiHU BHECEHO B
IHCTPYKLUiO [N151 MeANYHOTO 3aCTOCYBaHHS
niKkapcbKoro 3acoby A0 po3ainis "OcobanBoCTi
3actocyBaHHsa" Ta "lMob6iyHi peakuii” BiANOBIAHO
[10 OHOB/EHOT iHhopMaLii Wwoao 6e3nekn
3aCTOCYBaHHSA Ait040i pEYOBUHN.
292. | CEBIKAP TabNeTkn, BKpUTI 3eHTiBa, K.C. Yecbka [Jaivi CaHkio HOpoyn HimeyunHa BHECEHHS 3MiH 40 peecTpauiiHuX maTtepianis: 3a He UA/17647/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
N/1iBKOBOO Pecny6nika 6X 3MiHu | TURY - 3MiHK Woao peyenmom | nidssi2ae
060/10HKO10, M0 40 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy.
mr/10 mr; no 14 3MiHa y KOpOTKili XapakTepuCTuLj Nikapcbkoro
Tabnetok y 6nictepi; 3aco6y, TEKCTIi MapKyBaHHSA Ta iHCTPYKLiT Ans
no 2 6nictepay MeAMYHOro 3acTOoCyBaHHA Ha niacTasi
KapTOHHIA navui perynspHoO OHOB/IIOBAHOrO 3BiTY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesysbTar
OLLiHKVM 3BiTYy 3 AOC/iAKEeHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy nejiatpuuHNX AOCNiAXeHb
(PIP) (3MiHy y3rofXeHo 3 KOMMETEHTHUM
YNOBHOB&XEHUM OpraHoM) - 3MiHW BHECEHO B
IHCTPYKLU,i0 ANS1 MeANYHOr0 3aCTOCYBaHHS
niKapcbKoro 3acoby Ao po3sainis "OcobanBocCTi
3acTocyBaHHsa" Ta "lNob6iyHi peakuii” BiANOBIAHO
[10 OHOB/IEHOT iH(hopMaLii Woao 6e3nekn
3aCTOCYBaHHS Ait040i PEYOBUHN.
293. | CEBIKAP TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka [aiui CaHkio FOpoyn HimeuunHa BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis: 3a He UA/17647/01/01
nNiBKOBOIO Pecny6nika 6X 3MiHu | TUNY - 3MiHK Woao peuyenmom | nidssizae
060n0Hkot0, No 20 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
mr/5 wr; no 14 3MiHa y KOpOTKiil XxapakTepucTuLj Nikapcbkoro
Tabnetok y 6nictepi; 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
no 2 6nictepa y Me[MYHOro 3aCTOCYBaHHSA Ha nigcrasi
KapTOHHI navu,i perynsipHoO OHOB/THOBAHOIO 3BiTYy 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acToCyBaHHS NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo Ak pesynbTar
OL|iHKM 3BITY 3 JOC/iMKEHb, MPOBEAEHNX
BIANOBIAHO A0 NMnaHy nefiaTpUyHNX AOCAILKEHb
(PIP) (3mMiHy y3rofxeHo 3 KOMMEeTEeHTHUM
YNOBHOB&XEHUM OpraHoMm) - 3MiHW BHECEHO B
IHCTPYKL,ilO 415 MeAnYHOro 3acTocyBaHHS
nikapcbKoro 3acoby Ao po3ginis "OcobnusocTi
3acTocyBaHHA" Ta "Mo6i4HI peakui’™ BignoBigHO
[10 OHOB/EHOT iHhopmaLii Wwoao 6e3nekn
3aCTOCYBaHHS Ait040i PEYOBUHN.
294. | CEAQANTIH Tabnetkn, no 10 TOB «TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: Ges nionsi2ae UA/3271/01/01
nnoc Tabnetok y 6nictepi; YKpaiHa» Oynuunus AT 3MiHu | TURY - 3MiHK WoAao peyenma
no 1 a6o 2, abo 5

6nictepiB y nauui
KapTOHHI; no 20
Tabnetok y 6nictepi;
no 1 6nictepy B
nauvLj KapTOHHIW

6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
3MiHa y KOpOTKiii xapakTepucTuLi NikapcbKoro
3ac06y, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA Ha NiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTart
OLIiHKM 3BIiTYy 3 AOCAIMKEHb, MPOBEAEHNX
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BIANOBIAHO A0 MiaHy neaiaTpUYHNX AOCHILKEHb
(PIP) (iHLi 3MiHK). 3MiHX BHECEHO [0 IHCTpYyKLUil
[ONA MeNYHOro 3acToCcyBaHHS NikapCbKoro
3acoby Ao posginis “lMpoTunokasaHHs",
"Oco611MBOCTI 3aCTOCYBaHHA"BIANOBIAHO A0
iH(bopMaLii CTOCOBHO 6e3neku Aito4oi peyoBUHU
MeTami30/y HaTpito. TepMiH BBEAEHHS 3MiH -
npoTsArom 3 MicsLiB NicNsi 3aTBEPAXKEHHS.
295. | CE/INCENT® | kancynu no 250 wr; TOB «Pouww YkpaiHa BupobHmuTBO ITania/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/6612/01/01
no 10 kancyny YkpaiHa» Hepo3dacoBaHoi LLiBefuapis 3MmiHu | TUNY - AGMIHICTPaTUBHI 3MiHN. peyenmom
6nictepi; no 10 NpoaYyKLUIT; BunyuyeHHs1 BUPOGHMYOT AiNbHULI (BKTHOYAOUM
6nicTepis y nakyBaHHs, AinbHuui ana A®l, npomikHoOro npoaykTy abo
KapTOHHI navu,i BMNPOOYBaHHSA roTOBOrO JlikapCcbkoro 3acoby, AinbHUL 41
KOHTPO/O AKOCTI: npoBefeHHs NakyBaHHs, BUPOOHUKA,
[Jenbdhapm MinaHo, BiANOBIAA/IbHOrO 3a BUMNYCK Cepiit, MicLe
C.P.N., Itanis; NpoBefEeHHSI KOHTPO/IO cepii) abo
MakyBaHHs, BUNYyCK noctavasibH1Ka BUXILHOTO MaTepiasny, peareHTy
cepii: ®.XohdpmaHH- a60 [ONOMIXHOI PeYOBUHM (SKLLO 3a3HAYEHO Y
Nla Pow NTg, [0cbe) BunyyeHHs BUpo6HMYOT AinbHuui AdI
Lseiiapis; Bunyck ModeTtuny mikogpeHonaT, a came:
cepii: ®.XohdpmaHH- ®.Xohpmann-1a Pow Nta, LWseiuapis (F.
Na Pow Nrg, Hoffmann-La Roche Ltd, Switzerland) Bupo6Huk
LLiBeiiuapis LLIO 3a/IMLLAETLCA BUKOHYE Ti X cami (pyHKLi, Lo
i BUNYYEHWIA.
296. | CEHAOEKCW | tabnetku no 70 mr AT YkpaiHa AT "Jly6Hndhapm" YkpaiHa BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: Ne 10 — 6e3 UA/5432/01/01
H no 10 TabneTtok y "ly6HMhap 3MiHu Il TUnYy - 3MiHKn 3 aKocTi. ADL. peyenma;
6nictepax; no 10 m" Brpo6HMUTBO. 3MiHa BUPOOHUKA Ne 50, Ne
Tabnetok y 6nictepi, BUXIAHOrO/NPOMIXHOIO NPOAYKTY/peareHTy, Lo 100 - 3a
no 5 a6o 10 BUKOPVCTOBYIOTHCS Y BUPOOHNYOMY NPOLLECi peyernmom
6nicTepiB y nauui A®I, abo 3miHa BUpOOHYKKa (BKNOHaroun, ae
HeobxiAHO, MicLe NPoBeAEHHS KOHTPOJIH0 SKOCTI)
Al (3a BigcyTHOCTI cepTudbikata BianoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepakKeHoMy
[0Cbe)(BBEAEHHS HOBOTO BUpO6HUKa AdI 3
HafaHHSAM macTep-haiina Ha A®l) - BBeeHHs
HoBOro Bupo6Huka APl K. Marten ®ito
EkcTpakwuHs Mpisart NlimiTeq, IHAis 0o BXe
3aTBEpPKEHOro BUPOo6HMKa API
Pharmaceuticals Privat Limited, IHgis
297. | CEHAOEKCW | Ta6bnetku no 70 mr AT YkpaiHa AT "ly6Hnchapm" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: Ne 10 — 6e3 He UA/5432/01/01
H no 10 TabneTok y "Nly6Hunchap 3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBUIA peyenma; nionsi2ae
6nictepax; no 10 m" nikapcbkuii 3acib. Cuctema Ne 50, Ne
Tabnetok y 6nictepi, KOHTeliHep/3aKynoptoBasbHuii 3aci6. 3MiHa 100 - 3a
no 5 a6o 10 PO3Mipy YNakoBKu roToBOro fikapcbKoro 3acoby peyenmom

6nicTepiB y nauui

(3miHa KiflbKOCTi oAMHULL (Hanpukiag TabneTok,
amnyn TOLLO) B ynakoBLi) - 3miHa y Aiana3oHi
3aTBEPAKEHNX PO3MIPIB YNAKOBKM - foAaBaHHS
[04AaTKOBOTO BUAY ynakoBku — no 10 TabneTtok y
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
6nicTepi; no 5 6icTepiB y NayLj 3 KAPTOHY.
3MiHM BHECEHO B po3Ain "Ynakoska" i, sk
Hacnifok, B po3gin "Kateropis signycky" B
IHCTPYKLUi0 AN151 MeANYHOTO 3aCTOCYBaHHS
NikapcbKoro 3acoby Yy 3B'A3Ky 3 BBEAEHHSM
[0aTKOBOT YyNakoBKM Ta SIK HacNigokK -
3aTBEPKEHHS TEKCTY MapKyBaHHSA 404AaTKOBOT
ynakoBKM NikapcbKoro 3acoby. BeegeHHs 3MiH
NpOTArom 6-T1 MiCALIB NMiC/1A 3aTBEPKEHHS.
298. | CEHAOEKCW | Tabnetku no 140 wr; AT YkpaiHa AT "Jly6Hndhapm" YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: Ne 10, Ne 20 UA/16128/01/01
H-®OPTE no 10 TabneTtok y "ly6HUhap 3MiHu Il Tuny - 3MiHK 3 AkocTi. AdI. - 6e3
6nictepi; no 2 abo m" Bupo6bHMLTBO. 3MiHa BUPOGHMKA peyenma;
10 6nicTepiB y BVXifHOro/MPOMDKHOro NpoAyKTy/peareHTy, Lo Ne 100 - 3a
nauui; no 10 BUKOPVCTOBYIOTCS Y BUPOOHNYOMY NPOLLECi peyenmom
TabneTtok y 6nictepi Adl, ab0 3miHa BUpobHMKa (BKIOUatoum, ae
HeobXxiAHO, MicLe NPoBEeAEHHS KOHTPOJIH0 SKOCTI)
A®I (3a BigcyTHOCTI cepTudchikata BianoBiAHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHoOMy
[0Cbe)(BBEAEHHS HOBOTO BUpO6HUKa Ad®I 3
HaZaHHAM mMacTep-haiina Ha A®l). BBeaeHHs
HoBoOro Bupo6Huka APl K. Marten ®ito
EkcTpakwuHs MNpieart JlimiTea.
299. | CEPBOHEKC | Tabnetku, BKpUTI TOB YkpaiHa KYCYM XENTTXKEP IHAisa BHECEHHS 3MiH [0 peecTpayjiiiHux maTepianis: - UA/15767/01/02
® 060/10HKOH0, M0 10 «NEOPAP NBT NTA YTOUHEHHA HanucaHHA peecTpayiiiHoOro
Mmr in bulk Ne M NTO» Homepa B Haka3si MO3 YkpaiHu Ne 1151 Bipg,

14x240: no 14
TabneTtok y 6nictepi;
no 240 6nicTepiB y
KapTOHHIlA KopooLi

18.07.2025 B npoueci BHeCeHHA 3MiH (3MiHu |
TMny - 3MiHK 3 SKOCTI. [OTOBWIA NikapCbKui
3aci6. 3MiHM y BUpO6HMLTBI. 3amiHa abo
BBEJEHHS 404aTKOBOI AibHULi BUPOOHMLTBA
AN YaCcTVHM abo BCbOro BUPOGHMYOro npouecy
roTOBOrO Jlikapcbkoro 3acoby (4inbHuusa ans
BTOPWHHOIO NaKyBaHHS) - BBEEHHSA
anbTepHaTUBHOro BMpo6Huka TOB "MMEA®APM
NTA", YKpaiHa BignoBiganbHOro 3a BTOPUHHE
nakyBaHHs 3 npoAykuii in bulk, BurotosneHoi
BMpo6HMKoM KYCYM XENTXKEP MBT NTA,
IHAjA. 3a3HayeHHs yHKUIM 3aTBEPLKEHNX
BMPOOHUKIB. BBEAEHHS 3MiH NPOTArOM 6-Tu
MiCALIB Micnsa 3aTBepMXEHHS. 3MiHu | Tuny -
3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJ/TH0 SKOCTI
roTOBOro Jlikapcbkoro 3acoby (3amiHa abo
[oflaBaHHA BMPOOHUKA, L0 Bignosigae 3a
BBE3EHHSA Ta/abo BMNyck cepii) - Bkiroyatroun
KOHTPO/b/BUNPOBYBaHHA Cepii - BBEAEHHS
anbTepHaTMBHOIO BUpo6HuKa TOB "TMEAPAPM
NTA", YkpaiHa BignoBigasbHoro 3a KOHTpob
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o
nocsioYyeHHs1

AKOCTI Ta BUNyCK cepii 3 npoaykuii in bulk,
BUroTOBNEHOI BUPO6HMKOM KYCYM XENTXKEP
NBT AT, IHAiA. 3a3HayveHHs dyHKLii
3aTBEPMAXEHUX BUPOOHNKIB. BBEAEHHS 3MiH
NPOTArom 6-TW MICALIB NIiC/A 3aTBEPAXKEHHS.
3MiHu | TUNY - 3MiHK 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KOHTpoib roTOBOro
nikapcbKoro 3aco6y (iHLi 3MiHW) - OHOBJIEHHS
BXE 3aTBEePKEHNX METOAiB KOHTPO/IO AKOCTI
NiKapCbKoro 3acoby, a came: BUKNaAEHHS TEKCTY
[epXaBHOI MOBOHO 3TifHO Cy4aCHWX BUMOT;
BVKaAEHHA MapKyBaHHs in bulk y TabnnuHomy
dhopmari, Wwo € yactuHoo MKS). Pegakuis B
Hakasi - UA/15767/01/0. BipHa pepgakuis -
UA/15767/01/02.

300.

CUBA30H

TabneTkn No 5 mr no
10 TabneTok y
6nictepi; no 2
6nictepn y kopobui 3
KapToOHyY

TOBAPUCT
BO 3
OBMEXXEH
[e]0)
BIANOBIOA
NbHICTHO
«KOPIMOPA
LA
«30POB’A

»

Ykpaina

ToBapucTBO 3
06MexeHot
BiANOBIAANbHICTIO
«XapkiBCcbke
hapmaueBTUyHe
nignpYeEMCTBO
«3[10pOB’A Hapoay»

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TMNY - 3MiHK Woao
6e3nekn/edhekTNBHOCTI Ta hapMakoHariagy
(iHwWi 3miHM). OHOBNEHHA TEKCTY MapKyBaHHS
NepBUHHOT Ta BTOPUHHOI YNaKOBOK J1iKapCbKOro
3acoby, a came:

- BUTy4eHO iHdhopmaLito, 3a3HavyeHy pocCiliCbKoo
MOBOIO;

- NepeHeCceHo MKHaAPOAHI NO3HAYEHHS OAMHULb
BVIMipIOBaHHS;

- YTOYHEHO iHhopMmaLito oo noroTuny
3asBHMKa Ta TEXHIYHOT iHdhopmaLi;

- BHECEHO He3HauHi peakLiliHi npaBky B TEKCT
MapKyBaHHS YNakoBOK Nikapcbkoro 3acoby.
TepmiH BBEAEHHS 3MiH - NPOTArom 6 micauis
nicnsa 3aTBepKeHHs.

3a
peyenmom

UA/3052/01/01

301.

CUNAEHA®I
100
AHAHTA

TabneTtku, BKPUTI
NiBKOBOO
060/10HKO0, MO 100
Mr; o 4 Tabnetkn y
6nictepi; no 1
6nicTepy B nauui; no
1 tabnetyiy
6nictepi, mo 1
6nicTepy B naui

AHaHTa
Megikeap
nra.

Benvka
BpuTtaHis

ApTypa
dapmacbioTikans
MeT. 14, IHAiN;
AHaHTa Megikeap
Nimiteq, HAaja

IHais

BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis:
3MiHu | TMny - 3MiHKW 3 AKoCTi. FoTOBUIA
nikapcbkuid 3aci6. 3MiHM y BUPOBHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYOTLCS BUNYCKY cepil
Ta KOHTPO/I0 SAKOCTi FOTOBOrO /iKapCbKOro
3acoby (3amiHa abo JofaBaHHSA BUPOGHKKA, Lo
BignoBifgae 3a BBe3eHHA Ta/abo Bunyck cepii) -
Bkntoyaroumn KoHTposb/BUNpobyBaHHA cepii -
AHaHTa Megikeap flimiTes, IHAIA3MiHU BHECEHO
B iHCTPYKL,i0 A1 MEAMYHOrO 3aCTOCYyBaHHS
NiKapcbKOro 3acoby y po3finn «BUpOGHUK»,
«MicLie3HaxopKeHHs BUpO6GHUKa Ta agpeca
MiCLAl NPOBAKEHHSI OT0 Ais/IbHOCTi» —
BBE/EHHSA A0AATKOBOrO BUPOOHMKA Ta sK
Hacnifok 3aTBePAKEHHA TEKCTY MapKyBaHHS
yNakoBOK NikapCbKoro 3acoby. BeeAeHHs 3MiH
npoTArom 3-x MicsLiB NiC/s 3aTBEPKEHHS.

3a
peyenmom

He
nionsieae

UA/15398/01/01




234

n/n

Hassa
JliKapcbKO20

Popma sBUMYCKY
(nikapcbka ¢hopma,

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0YeHHs

3acoby

ynakoska)

3miHu | TYny - 3MiHKW 3 AKoCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3amiHa
ab0 BBefieHHA A04aTKOBOT AifIbHULL
BMPOOHMLTBA 151 YACTUHM ab0 BCbOro
BMPOGHNYOro NpoLecy roToBoro NikapcbKoro
3acoby (AinbHULA, Ha AKI NpoBOAATLCA ByAb-
AKi BUPOGHWYI CTagii, 3a BUHATKOM BUMYCKY
Ccepiil, KOHTPOIHO AKOCTi, NePBUHHOTO Ta
BTOPWHHOTO MakKyBaHHS, 71 HECTEPUTbHUX
nikapcbknx 3acobis). CynyTHs 3MiHa - 3MiHM 3
sKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBEAEHHA [0AaTKOBOI
OiNbHULI BUPOOHMLTBA /18 YacTuHM abo BCbOro
BMPOGHNYOro NpoLecy roToBoro Nikapcbkoro
3aco6y (4ibHWLA A5 BTOPUHHOTO NakyBaHHS) -
3MmiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUpOGHMLTBI. 3aMiHa abo BBEAEHHS
[04aTKOBOT AiNbHULI BUPOBGHMLTBA A1 YaCTUHU
a60 BCbOro BUPOGHNYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (AinbHWUSA o5t NEPBUHHOMO
nakyBaHHs) - BBEAEHHA A0AaTKOBOT AifIbHULL
AHaHTa Megikeap flimites, IHajs,
BiiNOBIAaNbHOI 32 BUPOGHULTBO, NEPBUHHE Ta
BTOPVHHE nakyBaHHs /13 BBeAeHHS 3MiH
NPOTAroM 3-x MICALIB MiC/1A 3aTBEPKEHHS.
3MiHu | TMNY - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta hapMakoHariagy
(iHwWi 3miHK). PeparyBaHHs IHCTPYKLUii ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby y
po3sginax «BupobHUK», «MicLe3HaxomKeHHs
BMPOGHMKA Ta agpeca MicLs NpoBaXeHHs Moro
AISNBHOCTI» AN MOXMBOCTI ApYyKYBaTh
IHCTPYKL,i 4151 KOXXHOrO BUPOGHMKA OKPEMO.
BBefeHHs1 3MiH NpoTArom 3-x MicAuiB micns
3aTBEPAKEHHS.

UA/15398/01/02

302.

CUNAEHA®DI
50 AHAHTA

TabneTkn, BKPUTI
N1iBKOBOIO
060/10HKO10, M0 50
Mr; Mo 4 TabneTkm y
6nicTepi; no 1
6nictepy B naydi; no
1 tabnetyjy
6nicTepi, no 1
6nictepy B nauui

AHaHTa
Megikeap
nra.

Benuka
BpuTaHis

ApTypa
dapmacbloTikans
Met. 114, IHAiN;

AHaHTa Megikeap

Nimiteq, IHAisa

IHais

BHECEHHS 3MiH [0 peecTpavljiiHuX maTepianis:
3MmiHu | TYny - 3MiHKW 3 AKOCTi. FoTOBUIA
nikapcbkuid 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCS BUMYCKY Cepil
Ta KOHTPO/I0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amMiHa abo fofaBaHHs BUPOOHUKA, L0
BiANoBigae 3a BBe3eHHA Ta/abo Bunyck cepii) -
Bkitoyaroum KoHTposb/BUNpobyBaHHSA cepii -
AHaHTa Megikeap Jlimites, HAIA3MIHN BHECEHO
B IHCTPYKL,IO 4719 MeANYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3ain «BupobHmK»,
«MicLe3HaxoKeHHs1 BUpOGHUKa Ta agpeca
MiCLiAl NPOBaKEHHS NOr0 AiS/IbHOCTI» —

3a
peyerimom

He
niosnsieae
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BBE/IeHHA 10AAaTKOBOro BUPOOHYMKA Ta K
Hacnifok 3aTBepAKEHHA TEKCTY MapKyBaHHSA
yNakoBOK NikapcbKoro 3acoby. BBeAeHHs 3MiH
NPOTAroM 3-x MICALIB MiC/1A 3aTBEPKEHHS.
3MiHu | TNy - 3MiHKW 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOBHMLTBI. 3amiHa
abo BBeAEHHS 404ATKOBOI AiNbHNLL
BMPOGHMLTBA 4151 HACTUHM abo BCbOro
BMPOGHNYOro NPOLEeCy roToBoOro NikapcbKoro
3aco06y (AinbHMLSA, Ha K NpoBOAATLCA Oy ab-
AKi BUPOGHMYI cTagil, 3a BUHATKOM BUMYCKY
cepiii, KOHTPO/IHO AKOCTi, NEPBUHHOTO Ta
BTOPWHHOTO NaKyBaHHS, A/ HECTEPUTbHNX
nikapcbkunx 3acobis). CynyTHA 3MiHa - 3MiHU 3
AKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI
LiNbHUL BUPOBHULTBA A/19 YACTUHN abo BCbOro
BMPOGHNYOro NPOoLEecy roToBoro /ikapcbKoro
3acoby (ginbHMULA AN BTOPUHHOTO NakyBaHHS) -
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUpO6GHMLTBI. 3aMiHa abo BBeAEHHS
[04aTKOBOT AiNIbHULI BUPOGHMLTBA A1 YaCTUHN
a60 BCbOro BMPOGHMYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (AiNbHWUA 415 NEPBUHHOMO
nakyBaHHs) - BBEAEHHS A0AATKOBOT AifIbHUL
AHaHTa Mepikeap fliviTes, IHAis,
BiANOBIAA/IbHOI 38 BUPOOHULITBO, NEPBMHHE Ta
BTOPUHHE NakyBaHHs /13 BBeAeHHS 3MiH
NpoTAroM 3-x MicsLiB NiCNsA 3aTBEPLKEHHS.
3MiHn | TURY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy
(iHWi 3miHW). PeparyBaHHs IHCTPYKLUT Ans
MeAMYHOro 3aCTOCyBaHHSA NikapCbKoro 3acoby y
po3ginax «BupobHuk», «MicLe3HaxomKeHHs
BMPOOHMKaA Ta afpeca MicLis NPOBaPKEHHS 1i0ro
LAiSNBHOCTI» A8 MOXIMBOCTI fpyKyBaTh
IHCTPYKL,i 4151 KOXXHOTO BMPOGHMKA OKPEMO.
BBeneHHs 3MiH NpoTarom 3-x micsauis nicns
3aTBEPKEHHS.

303.

CUMBIKOPT
TYPBYXANNE
P

NOPOLLIOK A/1A
iHransuin,
[o30BaHuit, no 160
MKr/4,5 MKr/go3a; no
60 no3 a6o no 120
[103 y N1aCTUKOBOMY
iHransTopi; o 1
iHranaTopy B
KapTOHHI/ Kopobui

AcTpa3eHek
a Ab

LLIBeuis

BUTOTOBJIEHHS,
HanoBHEHHS,
KOHTPO/b SKOCTI,
MapKyBaHHs,
BTOPWHHE
nakyBaHHs Ta
BWMYCK Cepil:
AcTpa3eHeka Ab

LLiBeuis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. 3mMiHM y BUPOGHULTBI. 3MiHa
po3mipy cepii (Bknouaroun gianasoH po3mipy
cepil) rotToBOro nikapcbkoro 3acoby (36iNbLUeHHs
00 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
po3mipom) 3MiHEHO po3Mip cepii roToBOro
nikapcbKoro 3acoby 3 makcumym 60 000
iHranATopis A0 Aiana3oHy Big 225000 Ao 360

3a
peyenmom

UA/5433/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
000 iHranAaTopiB 3a/1€XHO Bif, f03yBaHHA Ta
KiNbKOCTi 103, pO3MIp cepii MPOMIXHOro
npoaykTy, 6yaecoHigy chopmotepony,
3aMLIAETLCA HE3MIHHUM.
160/4,5, 60 no3 -360 000 iHranaTopis; 160/4,5,
120 po3 -225 000 iHransaTopis; 320/9, 60 fo3 -
320 000 iHransATopiB.
BBeneHHs 3MiH NpoTarom 3-x micauis nicns
3aTBEPKEHHS.
304. | CUMBIKOPT MOPOLLIOK ANt AcTpa3eHek LLiBeuis BWIOTOBJIEHHS, LLiBeujs BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/5433/01/03
TYPBYXANE iHransuin, a Ab HanoBHEHHS, 3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA peuenmom
P [o30BaHuit, no 320 KOHTPO/b AKOCTI, nikapcbkuii 3aci6. 3mMiHM y BUPOGHULTBI. 3MiHa
Mkr/9,0 Mkr/go3a; no MapKyBaHHs, po3mipy cepii (BknoUaroun gianasoH po3mipy
60 o3y BTOPVHHE cepil) rotToBOro nikapcbkoro 3acoby (36iNbLUeHHs
naacTMKoOBOMY nakyBaHHA Ta 00 10 pasiB NOPIBHAHO i3 3aTBEPMHKEHUM
iHransaTopi; o 1 BWMYCK Cepil: po3mipom) 3MiHEHO po3Mip cepii roTOBOro
iHranaTopy B AcTpa3eHeka Ab nikapcbKoro 3acoby 3 makcumym 60 000
KapTOHHI KopoobLyi iHransTopis o Agiana3oHy Big 225000 go 360
000 iHransaTopiB 3a/1€XHO Bif, f03yBaHHA Ta
KiNbKOCTi 103, pO3MIp cepii MPOMKHOro
npoaykTy, 6yaecoHigy chopmotepony,
3aMLIAETLCA HE3MIHHUM.
160/4,5, 60 no3 -360 000 iHranaTopis; 160/4,5,
120 po3 -225 000 iHransaTopis; 320/9, 60 fo3 -
320 000 iHransATopiB.
BBeneHHs 3MiH NpoTarom 3-x micsAuis nicns
3aTBEPKEHHS.
305. | COJIEKC® TabneTku, BKpUTI Pisodhapm LLiBefiuapis Pisodapm CA LLiBeiuapis BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/14312/01/01
nNiBKOBOIO CA 3MiHu | TMNY - 3MiHK Woao peuenmom

060n0HkKot0, No 400
Mr; no 10 Tabnetok
y 6nictepi; no 3
6nictepn y
KapTOHHIA KopoobLi

6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy.
BBeeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy thapmakoHarnsgy (sBefieHHs
y3arasibHeHVUX AaHux Npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoI ocobu,
BiANOBiAANbHOI 3a 34ilicCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
dhapmakoHarnsgy 3asaBHUKa g1a 3M4iCHEHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA
BiIMiHHA BifJ, YNTOBHOB&XeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34ilicCHEeHH:A hapMmakoHarnsagy
(BKIHOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-goaiisia cuctemu
thapmakoHarnagy) - 3miHa KOHTaKTHUX JaHuX
YNOBHOB&XXEHOT 0CO6U 3asABHYMKA,
BiANOBIAa/IbHOI 3a hapmakoHarniag. 3miHa
KOHTaKTHOT 0CO6U 3asiBHIKA, BifnoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. [itoua pegakuis:
Lynby Onbra CepriisHa. MNponoHoBaHa
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

pegakuisi: Malictep MapuHa 'eHHagjiBHa.

306.

CONMNALEIH

TabneTky po3UNHHI;
no 2 Tabnetkn y

cTpwni; no 6 cTpunis
Y KapTOHHIli kopobLi

XaseoH FOK
TpeligiHr
NimiTen

Benvka
BpuTtaHis

FnakcoCwmitKnaiiH
[aHrapsaH Nimitesq

Ipnangis

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHu | TMNy - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHa Y KOpOTKiil XxapakTepucTuLj NikapCcbKoro
3ac06y, TEKCTIi MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA Ha NiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbTar
OLLiHKM 3BIiTYy 3 AOCAIKEHb, MPOBEAEHNX
BiANOBIAHO A0 MiaHy neiaTpUYHNX AOCHILKEHb
(PIP) (3MiHY y3roeHo 3 KOMNeTEeHTHUM
YNOBHOB&XEHVM OpraHom).
3MiHU BHECEHO [0 IHCTPYKLUIT AN MeANYHOro
3acToCyBaHHA NiKapcbKoro 3acoby [0 po3ainis
"B3aemogis 3 iHWMMK flikapcbkumn 3acobamu Ta
iHWi BnAn B3aemogiit”, "OcobmBocTi
3acTocyBaHHs", "Mo6ivHi peakuii" BigNoBiAHO A0
OHOB/IEHOI iHdhopmaLii 3 6e3neku ajtoyoi
peyvoBUHM (NapaueTamony) 3rigHo 3
pekomeHgauisvu PRAC.

3a
peyenmom

He
nionsieae

UA/4740/01/01

307.

CONNAJEIH
AKTVB

TabneTkn, BKPUTI
060/10HKO0; No 12
TabneTtok y 6nictepi;
no 1 6nictepy B
KapTOHHIA KopoobLi

XaneoH HOK
TpelgiHr
Nimiten

Benuka
BpuTaHis

nakcoCwmitKnaiin
[anrapsaH Jlimites

IpnaHgjs

BHECEHHS 3MiH [0 peecTpaviiiHuX maTepianis:
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsay.
3MiHa y KOpOTKiil XxapakTepucTuLi NikapCbkoro
3aco6y, TEKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHA Ha niacTasi
perynsipHoO OHOBJ/IHOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviliHnii nepiog, abo sk pesynbtat
OL|iHKM 3BIiTY 3 JOC/iIKEHb, MPOBEAEHNX
BiANOBIAHO A0 NNaHy neaiaTtpuuHNX AOCNIAXKEHb
(PIP) (3MiHy y3rofXeHo 3 KOMMeTEeHTHUM
YNOBHOB&XXEHNM OPraHom).
3MiHV BHECEHO [0 iHCTPYKLIT 4151 MeANYHOro
3aCTOCyBaHHSA NikapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWMMU flikapcbkumn 3acobamu Ta
iHWi BUAW B3aemogiit", "OcobnnBocCTi
3actocyBaHHs", "Mob6iyHi peakuii" BigNoBigHO A0
OHOBJIEHOI iHGhopMaLil 3 6e3neku Ajtoyoi
peyoBuHM (Napauetamosny) 3rigHo 3
pekomeHgauisvu PRAC.

6e3
peyenma

nionsieae

UA/12239/01/01

308.

COHAMAKC®
10 MI’

TabneTku, BKpUTI
060/10HKO10, M0 10
mr; no 30 TabneTok

TOB "BAYLU
XENC
YKPAIHA"

Ykpaina

$apm3asog Enbha

MonbLua

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:
3MiHn Il TUny - 3MiHK 3 akocTi. ADIL. (iHLWi 3MiHN)
- OHOBJ/IEHHS1 MacTep-dhainy Ha APl ansa

3a
peuyenmom

UA/4499/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
y 6nicTepi; no 2 TiopuaasuHy rigpoxnopuay 3 Bepcii 2020-07 Ha
6nictepu B Bepcito 2023-11.
KapTOHHI KOpo6Li
309. | COHAMAKC® | Tabnetku, BKpuTI TOB "BAYLU YkpaiHa dapmsasog Enba Monbwa BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 3a UA/4499/01/03
25Mr 060/10HKO10, M0 25 XENC AT. 3MiHu 1l TUnNYy - 3MiHK 3 AKOCTi. ADL. (iHLWi 3MiHW) peuenmom
mr; no 20 TabneTok YKPAIHA" - OHOBJ/IEHHs1 MacTep-chaiiy Ha A®I gns
y 6nicTepi; no 3 TiopuaasuHy rigpoxnopuay 3 Bepcii 2020-07 Ha
6nictepu B Bepcito 2023-11.
KapTOHHI/ Kopobui
310. | CTEPOKOPT Kpem 0,1 %; no 15 r MPAT YkpaiHa BiANOBigabHNIA 3a YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 6e3 niosisieae UA/7784/01/01
® y Ty6i; no 1 1y6i y "®ITODPAPM BUPOBHMLTBO, 3MiHu | TMNYy - 3MiHK Woao peuenma
nauuj 3 KapToHy " nepBuHHE, BTOPVHHE 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
nakyBaHHs, (iHWi 3MiHM) 3MiHVM BHECEeHO B IHCTPYKL,ito ANns
KOHTPO/b SIKOCTi Ta MeAMYHOro 3aCTOCyBaHHA NikapCbKoro 3acoby
BWMNYCK cepil: 00 po3giny "Mo6iuHi peakyji” Woao 3BiTyBaHHA
MPAT npo no6GiyHi peakuii Ta Ao po3ainy
«PITOPAPM>», "Micue3HaxoKeHHs 3asBHMKA" 040 BHECEHHS
YkpaiHa; KOHTaKTHUX AaHVX 3asiBHUKA. BBeAeHHs 3MiH
BiANOBiAa/IbHWIA 3a NpOTArom 6 MicsALB NicNs 3aTBEPAXKEHHS.
BMNYCK cepil, He
BK/IHOYA0YM
KOHTpO/b/BUNPOOYB
aHHsA cepii:
MPAT "®ITO®APM",
YkpaiHa,
BiAnoBiganbHUIA 3a
BMPOGHMLITBO,
nepBuHHe, BTOPUHHE
nakyBaHHs1,
KOHTPO/Tb SIKOCTI:
AT "Nly6Hnchapm",
YKpaiHa
311. | CTUMON® MOPOLUOK LWNAYYNiA BIOKOLEKC dpaHuis BIOKOEKC dpaHuin BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/12606/01/01
0151 NPUroTyBaHHA 3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peyenma

OPa/ILHOIO PO3UUHY
nolr,nolrs
nakeTuky; no 18
nakeTuKIiB B
KapTOHHI KOpoOLyi

HaliMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BnacHuKa peecTpauiiiHoro noceig4eHHs). 3miHa
MiCLie3HaX0AKEHHS OPUANYHOI 0cO6M 3asiBHUKA
(BnacHvKa peecTpauiiiHoro nocBigYeHHs): 3MiHM

| TMny - AGMIHICTPaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu Micus
NpoBaKEHHS AisNIbHOCTI BUPO6HMKa/iMnopTepa
roTOBOIO /1iKapCbKOro 3acoby, BK/IoUaoun
AiNbHULI BUNYyCKy cepii abo MicLie NpoBeAeHHS
KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a 5Ky BiAgnoBigae
BMPOGHUK/IMMOpPTEpP, BK/IKOYAKUN BUMYCK CEpiif).
3miHa agpecu puanYHOT 0CO6U BUPOBHKKA.
Bupo6Huya AinbHuLS Ta BCi BUPO6HUYI onepadii
3a1MwarnTbesa 6e3 3MiH. 3MiHM | TMny - 3MiHK




239

n/n

Hassa
JliKapcbKO20

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3acoby

oo 6e3nekn/edyeKTMBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo 3miHn fo
y3arasibHeHUX AaHunx Npo cuctemy
dhapmakoHarnsgy (BBefieHHs y3arasibHeHnx
[JaHux nNpo cucTemy dhapmakoHarnsgy, 3mMiHa
YNOBHOBAaXEHOT 0CO6M, BignoBigansLHOI 3a
3[iICHEHHS hapMakoHarIsay; KOHTakTHOI 0cobu
3 (hapmakoHarnsgy 3asBHvKa A5 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, K0 BOHa
BiIMiHHA BiJ, YNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsgy
(BKNHOYAIOUM KOHTaKTHI faHi) Ta/abo 3miHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy). 3MiHa KOHTaKTHUX AaHuX
YMNOBHOBaXEHOT 0CO6YM 3asBHMKa,
BiAMOBIAa/IbHOI 3a hapmakoHarag. 3miHa
MicLie3HaxopKeHHs1 macTep-daiina cuctemu
thapmakoHarnsgy. 3MiHa Micus 34iCHEHHS
OCHOBHOI AisifIbHOCTI 3 hapmakoHarnsgy. 3miHa
KOHTaKTHOI 0CO6U 3asBHWKa, BifnoBigasbHOI 3a
hapmakoHarnag B Ykpaini. [itoya pegakuis:
LLlanka OneHa BonogumupisHa. MponoHoBaHa
pefakuis: Bucoubka Onbra 'puropisHa. 3MiHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0CO6M 3as1BHYKA,
BiNOBiAa/IbHOI 32 hapMakoHarnsa B YKpaiHi.

312.

CTPE3AM®

Kancynu no 50 mr;
no 12 kancyny
6nicTepi, no 5
6nicTepiB y nauui;
no 20 kancyny
6nicTepi, no 3
6nictepn y nauyui

BIOKOJEKC

®paHuin

BIOKOAEKC

PpaHuin

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BNacHvka peecTpauiiiHoro nocBigyeHHs). 3miHa
MiCLLE3HaXOMKEHHS IOPUANYHOI 0CO6M 3asiBHUKA
(BnacHvka peecTpauiiHoro NocBigYeHHs1). 3MiHM
| TMNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micud
NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO /liKapCbKOro 3acoby, BkIo4aun
AiNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHS
KOHTPOJI0 SIKOCTI. (ZisNbHICTb, 3a Ky BiAnoBigae
BMPOGHUK/IMNOpPTEP, BK/TKOYAKUM BUMYCK CEpilt).
3MiHa topuanyHoi agpecy BupobHuka M13.
Brpo6Hnya AinbH1uSA Ta yci BUpo6HUYi onepav;i
3aNMLWATLCA HE3MIHHUMU. 3MiHW | TUNY - 3MiHK
oo 6e3snekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasbHeHUX JaHuX Npo cucTemy
dhapmakoHarnsgy (BBeEHHs y3araslbHeHUX
JaHunx nNpo cuctemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXEHOT 0C06M, BigNoBigansLHoI 3a

34iiCHEHHS ddapMakoHarnsay; KOHTakTHOI 0cobu

3a
peyenmom

UA/2787/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
3 chapmakoHarnsgy 3asBHVKa 415 34iACHEHHS
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHA Bif, YyNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLEeHHI MacTep-haiina cucremm
thapmakoHarnsgy). 3miHa KOHTaKTHUX JaHux
YNOBHOBaXXEHOT 0CO6Y 3asiBHIKA,
BiANOBIAaU1bHOI 3a hapmakoHarnag. 3miHa
MiCL,e3HaxoMKeHHs1 macTep-daiina cuctemu
hapmakoHarnsgy. 3miHa micus 34iACHeHHS
OCHOBHOI AisifIbHOCTI 3 (hapmakoHarnsagy. 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BifnoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. [itoya pegakuis:
Llanka OneHa BonogumupisHa. MNMponoHoBaHa
pepakuis: Bucoubka Onbra NpuropisHa. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNKA,
BiANOBIAA/IbHOI 3a (hapmakoHarnisg B YKpaiHi.
313. | CTPOBAK® niodpinizoBaHuii CTtpaTmaHH HimeuunHa CtpatmaHH 'M6X HimeuunHa BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis: 3a UA/17029/01/01
NopoLUoK AN 'M6X eHg eHp Ko. KI 3MiHu 1l TUny - 3MiHK 3 AKkocTi. A®L. KOHTpob peuenmom
cycnensii gns Ko. KI A®l. 3miHa y napameTpax cneuudikauii Ta/abo
iH’exuil; 1 cpnakoH 3 [ONYCTUMMX MEX, BU3HAUYeHMX y cnewudikavisx
niocpinizoBaHnM Ha A®I, abo BUXigHWIA/MPOMIXHWIA
MOPOLLKOM (0fAHa NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTbLCS Y
[o3a) i 1 amnyna 3 npoueci BupobHuuTea A®| (3mMiHa no3a Mexamu
pO34MHHMKOM o 0,5 3aTBEepMKEHOro gianasoHy y cneuudikadii Ha
M (UTHOMiHI0 A®I). 3miHa gonyctummx mex y cneumdikauii Ha
dhocdpat 2%, Boga A®| ansA nokasHuka "IMyHoreHHicTb" 3 RP
Ans iH'ekuiii) B (Relative Potency (%))=0.6-2.2 no RP=0.5-1.3.
KapTOHHI Kopo6Lyj;
3 chnakoHu 3
niocpinizoBaHnM
MOPOLLKOM i 3
amnysv 3
po34nHHMKOM no 0,5
M (UTHOMIHI0
dhocdpat 2%, Boga
Ans iH'ekuiii) B
KapTOHHI/ Kopobui
314. | CYHITUHIB- Kancynu Teepai no TOB «TeBa YkpaiHa TeBa I3painb BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/20299/01/01
TEBA 12,5 mr; no 7 kancyn YKpaiHa» dapmaveBTikan 3MiHu | TMNY - 3MiHK Woao peyenmom
TBEPAMX Yy BnicTepi; IHpacTpi3 74, 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
no 4 6nictepu B (iHWi 3MiHW) - OHOBMIEHHS TEKCTY MapKyBaHHS
KapTOHHIlA KopooLi NepBMHHOT Ta BTOPUHHOI YNaKOBOK J1iKapCbKOro
3aco6y. BBegeHHs 3MiH MpPOTAromM 6-Tu micsiuis
nicns 3aTBepayKeHHs
315. | CYHITUHIB- Kancynu Teepgi no TOB «TeBa YkpaiHa TeBa I3paine BHECEHHS 3MiH 0 peecTpayjiiiHux maTepianis: 3a UA/20299/01/02
TEBA 25 Mr; no 7 kancyn YKpaiHa» dapmaueBTikan 3MiHu | TMNY - 3MiHK Woao peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
TBEpAVX y BnicTepi; IHgacTpi3 174, 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
no 4 6nictepu B (iHWi 3MiHW) - OHOBMIEHHS TEKCTY MapKyBaHHS
KapTOHHIli KopooLi NepBUHHOT Ta BTOPMHHOI YNaKOBOK J1iKapCbKOro
3aco6y. BBegeHHs 3MiH MPOTArom 6-Tu MicsuiB
nicns 3aTBepaKeHHs
316. | CYHITUHIB- Kancynv Teepgi no TOB «TeBa YkpaiHa TeBa I3painb BHECEHHS 3MiH [0 peecTpavliiHuX maTepianis: 3a UA/20299/01/03
TEBA 50 wmr; no 7 kancyn YKpaiHa» dapmaueBTikan 3MiHu | TURY - 3MiHK Woao peyenmom
TBEPAMX Yy 6nicTepi; IHpacTpi3 T4, 6e3nekun/ehekTVBHOCTI Ta hapMakoHarniagy
no 4 6nictepu B (iHWi 3MiHW) - OHOBNIEHHSI TEKCTY MapKyBaHHS
KapTOHHIA Kopoo6Li NepBUHHOT Ta BTOPMHHOI YNaKoBOK /1ikapCbKOro
3acoby. BBefieHHs 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3aTBepAkKeHHs
317. | CYTEHT kancynu no 37,5 wr, Mdpaiizep CLWA Mcpaitzep ITanisa C. ITania BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/7785/01/04
no 7 kancyny IHK. p. n. 3MiHu | TMNY - 3MiHK Woao peyernmom
6nicTepi; no 4 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy.
6nictepu y 3MiHa yacToTu Ta/abo TepMiHiB nogaHHs
KapTOHHIlA KopooLi perynsipHoO OHOBJ/IHOBaHMX 3BITIB 3 6e3neku
nikapcbknx 3aco6iB. 3MiHM y 4acTOTi Ta AaTax
nofaHHA perynsapHoO OHOBJ/IIOBAHOTO 3BITY 3
6esneku.
[itova pepakuin: Yactota nogaHHsA perynsipHo
OHOBJ/IHOBAHOTO 3BiTYy 3 6e3neku 1 pik. KiHueBa
gara ans skioyeHHa gaHnx no PO36 -
30.04.2018 p. Aarta nogaHHA - 09.07.2018 p.
MponoHoBaHa pegakuis: Yactota nogaHHs
perynsipHoO OHOBJIOBAHOTO 3BiTY 3 6e3nekn 3
poku. KiHueBa gata A5 BKIIOUYEHHS JaHuX A0
PO3B - 30.04.2026 p. JaTa nogaHHs -
29.07.2026 p. PekomeHaoBaHo 00
3aTBEPKEHHS BiANOBIAHO 40 NEpPioANYHOCTI
nofAaHHA PerynsipHo OHOB/IIOBAHWX 3BITIB 3
6e3nekun nikapcbkunx 3acobis y €C.
318. | CYTEHT Kancynu no 25 mr; Mdpaiizep CLWA Mdcpaiizep ITanisa C. ITanis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/7785/01/02
no 7 kancyny IHK. p. n. 3MiHu | TMNY - 3MiHK Woao peyenmom

6nictepi; no 4
6nictepn y
KapTOHHIlA KopooLi

6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHa YacToTy Ta/abo TepMiHiB NogaHHs
perynsipHo OHOB/HOBaHMX 3BITIB 3 6e3neku
nikapcbknx 3acobiB. 3MiHM y 4aCTOTi Ta AaTax
NOAAaHHSA PErysisipHO OHOBJIIOBAHOTO 3BITY 3
6e3neku.

[itoya pepakuis: Yactota nogaHHsA perynspHo
OHOBJ1HOBAHOrO 3BiTy 3 6e3nekun 1 pik. KiHueBa
gara ans skaoyeHHa gaHnx o PO3B6 -
30.04.2018 p. Aarta nogaHHA - 09.07.2018 p.
MNMponoHoBaHa pepakuis: YactoTa nogaHHs
perynsipHO OHOBJ/IOBAHOTO 3BiTYy 3 6e3nekn 3
poku. KiHueBa gata A1 BKIYEHHS fJaHuX A0
PO356 - 30.04.2026 p. [laTa nogaHHs -
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

29.07.2026 p. PekomeHgoBaHo 40
3aTBEPKEHHS BiANOBIAHO A0 NepiognYHOCTI
NnoJaHHs peryaspHO OHOBJ/HOBAHKX 3BITIB 3
6e3nekun nikapcbkunx 3acobis y EC.

3109.

CYTEHT

Kancynu no 50 mr,
no 7 kancyny
6nicTepi; no 4
6nictepu y
KapTOHHI Kopoobui

Mdpaiizep
IHK.

CLWA

Mcpaitzep ITania C.

p. n.

ITanisa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MiHu | TMNy - 3MiHK Woao
6e3nekn/echeKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHa yacToTu Ta/abo TepMiHiB NOgaHHSA
perynisipHoO OHOBJ/IHOBaHMX 3BITiB 3 6e3nekn
nikapcbkyx 3aco6iB. 3MiHM y YacToTi Ta gartax
nofaHHA perynsapHoO OHOBJ/IOBAHOTO 3BITY 3
6e3neku.

[itoua pepakuis: Yactota nofaHHA perynspHo
OHOBJ1IOBAHOrO 3BiTYy 3 6e3nekun 1 pik. KiHueBa
Aara ans BkNtoYeHHs gaHux o PO3b -
30.04.2018 p. Aarta nogaHHsA - 09.07.2018 p.
MponoHoBaHa pegakuin: Yactota nogaHHs
perynsipHoO OHOBJ/IOBAHOrO 3BIiTy 3 6e3nekn 3
poku. KiHueBa farta 15 BKIIOYEHHSA JaHnX A0
PO3b - 30.04.2026 p. aTa nofaHHs -
29.07.2026 p. PekomeHaoBaHo 0
3aTBEePKEHHS BiANOBIAHO A0 NepioANYHOCTI
nofAaHHA PerynsipHo OHOB/IIOBAHWX 3BITIB 3
6e3nekun nikapcbkunx 3acobis y EC.

3a
peyenmom

UA/7785/01/03

320.

CYTEHT

Kancynu no 12,5 wr;
no 7 kancyny
6nicTepi; no 4
6nictepu y
KapTOHHIlA KopooLi

Mdpaiizep
IHK.

CLWA

Mcpairzep ITanisa C.

p. n.

ITanisa

BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis:
3MiHu | TMNY - 3MiHK Woao
6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa yacToTu Ta/abo TepMiHiB nogaHHs
perynsipHoO OHOBJ/IIOBaHMX 3BITIB 3 6e3neku
nikapcbknx 3aco6iB. 3MiHM y 4acTOTi Ta AaTax
NMoAaHHsA perysiipHoO OHOBJIIOBAHOTO 3BITY 3
6esneku.

[itoua pepakuin: Yactota nogaHHsA perynsipHo
OHOBJ/IHOBAHOTO 3BITYy 3 6e3neku 1 pik. KiHueBa
gara ans skioyeHHa gaHnx no PO36 -
30.04.2018 p. Aarta nogaHHA - 09.07.2018 p.
MponoHoBaHa peakLis: YactoTa nogaHHs
perynspHO OHOB/IHOBAHOTO 3BIiTY 3 6e3nekn 3
poku. KiHueBa gata Ans BKIIOUYEHHS JaHuX A0
PO3B - 30.04.2026 p. JaTa nogaHHs -
29.07.2026 p. PekomeHaoBaHo 0
3aTBEPKEHHS BiANOBIAHO 40 NEpioANYHOCTI
NoAaHHsA PerysisipHo OHOBJTIOBAHUX 3BITIB 3
6e3nekun nikapcbkunx 3acobis y €C.

3a
peyenmom

UA/7785/01/01

321.

TAKHI NOHI

Kancynm
NPOIOHIOBaHOT Aji
TBepAi no 0,5 mr; no
10 kancyn

TOB «TeBa
YKpaiHa»

YkpaiHa

AT
dapmayleBTUYHNI
3aBof Tesa

YropuwmHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:
3MiHu | TUny - 3MiHKM 3 AkocTi. CepTudikar
BignosigHocTi/IE-cepTudikat BignosigHOCTI
€Bponelicbkili dhapmakonei/moHorpadii.

3a
peyenmom

UA/20185/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
NPOJIOHrOBaHoOI fji MoaaHHA HOBOro abo OHOBMIEHOroO cepTudikaTa
TBEPAMUX Y 6nicTepi; BiANOBIAHOCTI ab0 BU/TyYEHHSA cepTudikata
no 5 6nictepis B BifNoBigHOCTI €Bponelickkili hapmakonei: ans
anoMiHiEBOMY A®l; ansa BuxigHoro
nakeTi, Lo MICTUTb matepiany/peareHTy/nPoOMbKHOIo NPOAYKTY, WO
BOJ10rONOrIMHa0YMNiA BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
nakeTumk; no 1 [OMOMDKHOT peyoBMHY (cepTudiikat
aNOMiIHIEBOMY BiANOBIAHOCTI EBponeiickkili hapmakonei) -
nakeTy B KAPTOHHii OHOB/EHWI cepTUikaT Bif, y)Xe 3aTBEPAKEHOr0
Kopobui BMPO6HMKa - MNogaHHs OHOBIEHOTO cepTuddikaTa
BiANoBigHOCTI EBponeiickkili hapmakonei CEP
2018-233 -Rev 04 (3aTBEpaxeHo: RO-CEP
2018-233 -Rev 03) ana A®I Takponimyc
MOHOriApaT Bif, y>e 3aTBepAKeHoro BUpobHuKa
Teva Czech Industries s.r.o.
322. | TAKHI NOHr Kancynu TOB «TeBa YkpaiHa AT YropwuHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/20185/01/02
NPOIOHIOBaHOI Aji YkpaiHa» dapmaLleBTUYHNI 3MiHu | TUnYy - 3MiHKM 3 akocTi. CepTudikaT peyenmom
TBepAai no 1 mr; no 3aBof TeBa BignosigHocTi/lE-cepTudikar BignoBigHOCTI
10 kancyn €Bponelicbkiin hapmakonei/moHorpadii.
NPOIOHIOBaHOT Aji MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
TBEPAMX Yy BnicTepi; BiANOBIAHOCTI ab0 BUyYEHH: cepTudikata
no 5 6nicTepis B BiANOBIAHOCTI E€Bponeiickkili hapmakonei: gns
aNIOMIHIEBOMY A®I; onsa BuxigHoro
nakeTi, Lo MIiCTUTb marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BO/I0rONOrVHa0uNiA BUKOPWCTOBYIOTLCS Yy BUPOOHNLTBI ADI; ans
nakeTuk; no 1 [,0NOMDKHOT pevyoBrHU (cepTudpikat
IOMIHIEBOMY Bi4NOBIAHOCTI EBponelichbkili hapmakoner) -
nakeTy B KapTOHHii OHOBNeHWi cepTUdikaT Bif, yxe 3aTBEepAXEHOro
Kopobui BMpo6HUKa - MNofgaHHA OHOB/IEHOro cepTuddikara
BiANOBIAHOCTI E€Bponeiickkili hapmakonei CEP
2018-233 -Rev 04 (3atBepmxeHo: RO-CEP
2018-233 -Rev 03) ans A®l Takponimyc
MOHOriZpaT Bif, y>Ke 3aTBEpAXKEHOro BUPOGHMKa
Teva Czech Industries s.r.o.
323. | TAKHI IOHI Kancynm TOB «TeBa YkpaiHa AT YropwumHa BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 3a UA/20185/01/03
MPOJIOHroBaHoOI fji YkpaiHa» dapmaueBTUYHNI 3Mminu | TUny - 3MiHn 3 aKkocTi. CepTudikar peyenmom
TBEpAi no 3 Mr; no 3aBof TeBa BignosigHocTi/I E-cepTudikar BignosigHoCTI

10 kancyn
MPOJIOHroBaHoOI fji
TBEpAMX y bnicTepi;
no 5 6nictepis B
antoMiHiEBOMY
nakerTi, Lo MIiCTUTb
BO/10rONOrIMHaYNIA
nakeTuk; no 1
aNIOMIHIEBOMY
nakeTy B KapTOHHii
Kopobui

€Bponelicbkiit hapmakonei/MmoHorpadii.

MopaHHA HOBOrO abo OHOBIEHOTO cepTudikaTa

BiANOBIAHOCTI ab0 BUYyYEHHNA cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns

A®I; onsa BuxigHOro

marepiany/peareHTy/nPoMiKHOIo NPOAYKTY, WO

BMKOPUCTOBYHOTLCA Y BUPO6HMLTBI APIl; ans

[OMOMDKHOT peyoBMHY (cepTudiikat

BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOBNEHWi cepTUikaT Bif, y)xe 3aTBEPAXEHOr0
BMPO6HMKa - MNogaHHs OHOBEHOTO cepTuddikata
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BiANOBIAHOCTI E€Bponeiickkili hapmakonei CEP
2018-233 -Rev 04 (3aTBEepaxeHo: RO-CEP
2018-233 -Rev 03) ans Adl Takponimyc
MOHOFiZpaT Bif y>Ke 3aTBEPAKEHOr0 BUPOGHMKA
Teva Czech Industries s.r.o.
324. | TAKHI IOHr Kancynm TOB «TeBa YkpaiHa AT YropwuHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/20185/01/04
NPOJIOHroBaHOI fji YkpaiHa» dapmaleBTUYHNI 3miHu | TUny - 3MiHK 3 akocTi. CepTudikar peyenmom
TBEpAi no 5 mr; no 3aBoy, TeBa BignosigHocTi/IE-cepTudikar BignosigHoCTi
10 kancyn €sponelicbkiin hapmakonei/moHorpadii.
NPOJIOHroBaHOI fji MoaaHHA HOBOro abo OHOBMEHOro cepTudikata
TBEPAMX Yy 6nicTepi; BiANOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
no 5 6nicTepis B BiANOBIAHOCTI E€Bponeiichbkili hapmakonei: ans
anoMiHiEBOMY AQ®l; ans BuxigHoro
nakeTi, Lo MICTUTb matepiany/peareHTy/NPoMbKHOIo NPOAYKTY, L0
BOJ10rONOININHAKYMIA BMKOPWCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
nakeTuk; no 1 [OMOMDKHOT peyoBMHY (cepTudiikat
aNIOMIHIEBOMY BiANOBIgHOCTI EBponeiickkili hapmakonei) -
nakeTy B KAPTOHHIl OHoBeHWi cepTudpikat Big, y)ke 3aTBEPLKEHOTO
Kopobui BMPO6HMKa - MNogaHHs OHOBIEHOTO cepTuddikaTa
BiANoBigHOCTI EBponeiickkili hapmakonei CEP
2018-233 -Rev 04 (3aTBEepaxeHo: RO-CEP
2018-233 -Rev 03) ana A®I Takponimyc
MOHOTiparT Bif, y>Ke 3aTBEepP)KEHOI0 BUPOOHMKA
Teva Czech Industries s.r.o.
325. | TAKHI NNIOHIr Kancynm TOB «TeBa YkpaiHa AT YropwumHa BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a UA/20185/01/01
NPONIOHIOBaHOI Aji YKpaiHa» dapmaLleBTUYHNI 3MiHu | TMNY - 3MiHK Woao peyenmom
TBepAi no 0,5 mr; no 3aBof TeBa 6e3nekn/edhekTUBHOCTI Ta hapMakoHarisagy
10 kancyn (iHWi 3MiHW) - OHOBMIEHHS TEKCTY MapKyBaHHS
NPOIOHIOBaHOI Aji NepBUHHOT Ta BTOPUHHOI YNaKOBOK J1iKapCbKOro
TBEPAMX Y BnicTepi; 3ac06y. BBEEHHS 3MiH NPOTArom 6-T1 MicALiB
no 5 6nicTepis B nicnsa 3aTBepKeHHs
aIOMIHIEBOMY
nakeTi, Lo MiCTUTb
BO/I0rONOrIVHa0YMNIA
nakeTuk; no 1
antoMiHieBOMY
nakeTy B KapPTOHHIi
Kopobui
326. | TAKHI IOHI Kancynm TOB «TeBa YKpaina AT YropwuHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/20185/01/02
NPOIOHIOBaHOT Aji YKpaiHa» dapmayleBTUYHNI 3MiHu | TUNYy - 3MiHK Woao peyenmom
TBepAi no 1 mr; no 3aBof Tesa 6e3nekun/edhekTUBHOCTI Ta hapMakoHarnagy

10 kancyn
NPOIOHrOBaHOI Aji
TBEPAMX Yy 6nicTepi;
no 5 6nictepis B
aNOMIHIEBOMY
nakeTi, Lo MIiCTUTb
BOJI0rONOrMHa0uNi

(iHWi 3MiHW) - OHOBMIEHHSI TEKCTY MapKyBaHHS

NepBUHHOT Ta BTOPUHHOI YNaKOBOK J1iKapCbKOro

3aco6y. BBEIEHHS 3MiH NPOTArom 6-T1 MicALiB
nicnsa 3aTBepayKeHHs
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
nakeTuk; no 1
aNOMIHIEBOMY
nakeTy B KapPTOHHii
Kopobui
327. | TAKHI NIOHIr Kancynm TOB «TeBa YkpaiHa AT YropwumHa BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/20185/01/04
MPOJIOHroBaHoOI fji YkpaiHa» dapmaueBTUYHNI 3MiHn | TURY - 3MiHK Woao peyenmom
TBepAai no 5 mr; no 3aBof TeBa 6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsgy
10 kancyn (iHWi 3MiHW) - OHOBMIEHHS TEKCTY MapKyBaHHS
MPOJIOHroBaHoOI fji NepPBUHHOT Ta BTOPMHHOI YNakoBOK /liKapCbKOro
TBEpAVMX y BnicTepi; 3ac06y. BBEEHHS 3MiH NMPOTArom 6-Tn MicAuiB
no 5 6nictepis B nicnsa 3aTBepKEHHS
antoMiHiEBOMY
nakeTi, L0 MiCTUTb
BO/10rONOrIMHa0YMIA
nakeTuk; no 1
anoMiHieBOMY
nakeTy B KapTOHHIi
Kopobui
328. | TAKHI NOHIr Kancynm TOB «TeBa YkpaiHa AT YropwumHa BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/20185/01/03
NPOIOHIOBaHOI Aji YKpaiHa» dapmayleBTUYHNI 3MiHu | TMNY - 3MiHK Woao peyenmom
TBepAi no 3 Mr; no 3aBof TeBa 6e3nekn/edhekTUBHOCTI Ta hapMakoHarisgy
10 kancyn (iHWi 3MiHW) - OHOBMIEHHS TEKCTY MapKyBaHHS
NPOIOHIOBaHOI Aji NepBUHHOT Ta BTOPUHHOI YNaKoBOK J1iKapCbKOro
TBEPAMX Yy BnicTepi; 3ac06y. BBEEHHS 3MiH NPOTArom 6-T1 MicAuiB
no 5 6nicTepis B nicnsa 3aTBepKeHHs
aIOMIHIEBOMY
nakeTi, Lo MiCTUTb
BO/I0rONOrIVHa0YNIA
nakeTuk; no 1
antoMiHieBOMY
nakeTy B KapPTOHHIi
Kopobui
329. | TA®/IOTAH® | kpanni ouHi, 15 CaHTeH AT diHNAHAIA "in bulk", nepBnHHe AnoHisi/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/10158/01/01
MKr/M; no 2,5 mny nakyBaHHs, HigepnaHnamn 3MiHu | TMNY - 3MiHK Woao peuyenmom
thnakoHi; no 1 KOHTPONb AKOCTI: 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
donakoHy 3 CaHTeH BeefieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
KpanenbHuLEeto- dapmacbtoTikan Ko., npo cucTemy dhapmakoHarnsgy (BBefeHHs
HaKiHLiBHUKOM Ta Nta., Cira MnaHT, y3arasibHeHUX AaHunx npo cuctemy
KPULLIKOIO B ANOoHis; BUPOGHWMK thapmakoHarssgy, 3mMiHa ynoBHOBaXXeHOI 0cobw,

KapTOHHilA KopooLi

BiANOBiAabHUIA 3a
BUMYCK Cepil:
CaHteH AT,
PiHNAHZIA;
AnbTepHATUBHUIA
BUPOBHUK,
BiANOBiAabHNIA 3a
BTOPWHHE
nakyBaHHS:

BiANOBIAANbHOI 3a 3iiCHEHHSA
thapmakoHarnsgy; KOHTakTHOT ocobu 3
hapmakoHarnisgy 3asBHUKa 4151 34iNCHEHHs
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHA Bif, YyNOBHOB&XeHOI ocobu,
BiANOBIAA/IbHOI 32 3[jICHEHHSA hapmakoHarnsay
(BKNKOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3MilLEeHHI MacTep-haiina cncremm
hapMakoHarnsay). 3MiHa KOHTaKTHOI 0cobu
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
MaHythakTypiHr 3asBHWMKa, BiANOBiAabHOI 3a hapMakoHarnsg B
MaxariHr ®apmaka YKpaiHi.
(MNo) b.B., [itoya pepakuisi: CaBueHko OmuTpo CeprilioBuy.
Higepnanan MponoHoBaHa pepakuis: PegopeHko Banepis
MakcymiBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0CO6U 3asiBHKKA, BifnoBigasibHOI 3a
hapMakoHarnsa B YKpaiHi.
330. | TOBIP/IAMIH | kpanni ouHi, AT YkpaiHa AT "KNIBCbKWN YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/17663/01/01
cycnensiano 5 mny "KNIBCbKW BITAMIHHWIA 3MmiHu | Tvny - 3MiHKn 3 AKocTi. FoToBUIA peyenmom
chnakoHi " 3ABOA" nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
nonieTueHoBoMy 3 BITAMIHHW (BUPOGHMLTBO 3 ab0 BBeleHHA A0A4AaTKOBOI AiNbHULL
KpanesibHuLelo Ta " 3ABOA" npoaykuii in bulk BMPOGHMLTBA A1 YaCTUHM abo BCbOro
KOHTpOMIEeM MepLUoro «Padapm C.A.», BMPOGHNYOro NpoLecy roToBoro NikapcbKoro
po3KpuTTS, no 1 Ipeuin) 3aco06y (iHLWi 3MiHK) - BeAeHHA albTepHaTUBHOI
hakoHy B nauui AiNbHULL ONPOMIHEHHS ANs cTepunisavi
nakyBasibHUX MaTepianis Sterigenics ltaly S.p.A.,
Via Marzabotto 4, 40061 Minerbio Bologna lItaly.
3MmiHu | TMny - 3MiHKn 3 AKocTi. FoToBUIA
nikapcbknii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHWI 3aci6 (iHLWi 3MiHN)
- 3MiHa Ha3BW NoCTaYa/IbHNKA KOMMOHEHTIB
NepBUNHHMX NaKyBaslbHUX MaTepianis i3 ARGO
SA Ha ALPLA GREECE S.M.S.A.
331. | TOBI®P/IAMIH | Kpan/i OuHi, AT YkpaiHa PA®APM C.A. Mpeuis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: - UA/17664/01/01
cycnensisi in bulk: no | "KUIBCbKW 3MmiHu | TYny - 3MiHKW 3 AKOCTi. FoTOBMIA
5 mMn 'y chnakoHi n nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa
nonieTuneHoBomy 3 BITAMIHHW ab0 BBefeHHS A04ATKOBOT AifIbHUL
KpanensHuueto Ta  3ABOA" BMPOGHMLTBA A1 YACTUHM abo BCbOro
KOHTpONEeM nepLUoro BMPOGHNYOro NpoLecy roToBOro Nikapcbkoro
po3kpuTTS, Nno 100 3aco6y (iHLWi 3MiHK), BBEAEHHS a/lbTEPHATUBHOI
hnakoHiB y OiNbHALL ONPOMIHEHHA ANS cTepunisauii
KapTOHHIlA KopooLi nakyBasibHUX matepianis Sterigenics Italy S.p.A.,
Via Marzabotto 4, 40061 Minerbio Bologna lItaly.
3MmiHu | TYny - 3MiHKW 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6 (iHLWi 3MiHK)
3MiHa Ha3BW NocTavyasibHNKa KOMMOHEHTIB
nepBMHHMX NakyBasibHUX MaTtepianis i3 ARGO
SA Ha ALPLA GREECE S.M.S.A.
332. | TPAEKTON TabneTku, BKpUTI Pisodhapm LLiBefiuapis Pisodapm CA LLiBeiuapis BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3a UA/20823/01/01
nNiBKOBOIO CA 3MiHu | TMNY - 3MiHK Woao peyernmom

060n10HkKot0, No 400
Mr; o 5 Ta6neTok y
6nictepi, no 1
6nictepy y
KapTOHHI navwi

6e3nekn/edeKTMBHOCTI Ta thapmakoHarisgy.
BBeeHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cuctemy thapmakoHarnsgy (sBefeHHs
y3araslbHeHUX fJaHux npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoI ocobu,
BiZJNOBIAAbHOI 3@ 3AiICHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

thapmakoHarnagy 3asBHuKa Ans 34iiCHEHHSA
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHA Bif, YyNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLEeHHI MacTep-haiina cucremm
thapmakoHarnsgy) 3miHa ynoBHOBaXeHOi 0cobu
3asBHVIKa, BignoBiganbHOI 3a chapmakoHarnsg.
[itoua pepakuis: flosine MapciHke / Dovile
Marcinke. MponoHoBaHa pegakuis: AkBiniHa
PiukyTe / Akvilina Rickute. 3MiHa KOHTaKTHUX
[aHVX yNoBHOB&XeHOI 0co6y, BiANOBIAA/ILHOI 3a
thapmakoHarnsg. 3MiHa KOHTakTHOT 0cobu
3asBHMKa, BigNOBIAA/IbHOT 3a hapmakoHarnsz B
YkpaiHi. [itoua pegakuis: Wynby Onbra
CepriiBHa. [MponoHoBaHa pegakuis: Maiictep
MapuHa 'eHHagiiBHa.

333.

TPAXICAH

Tabnetkn gns
CMOKTaHHs; no 10
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHIA KopoobLi

AnbneH
Gapma Al

LLsefuapis

EHrensrapg
ApuHaiimiTTens
v6X & Ko.KT,
HimeuunHa;
BVPOGHWK, LLO
Bignosigae 3a
BBE3EHHS, KOHTPO/Tb
Ta BUNycK cepil:
TOB "MIK-®APM",
Ykpaina

Himeyunna/
YkpaiHa

BHECEHHS 3MiH [0 peecTpavljiiHuX maTepianis:
3MiHu | TURY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsay.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasbHeHUX JaHuX Npo cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAA/IbHOT 32 34iICHEHHS
dhapmakoHarnsgy; KoHTakTHoi ocobu 3
hapmakoHarniagy 3asaBHUKa 15 34iNCHEHHs
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A dapmakoHarnsagy
(BKIOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) - 3miHa ynoBHOBaXeHOi
0Cco6M 3as1BHMKA, BignoBiga/ibHOI 3a
hapmakoHarnag,.

[itoua pepakuin: Dr. Leonardo Ebeling / Op.
Neonappao E6eniHr. MNponoHoBaHa peaakuis: Dr.
Anja Hofner / ip. AHa XodHep.
3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOI 0CO6U
3asBHUKa, BiANOBIAA/ILHOI 3a (hapMakoHarnsg,
3MiHa KOHTaKTHUX faHUX KOHTaKTHOI 0co6u
3asBHVKa, BigNOBiAaIbHOI 3a thapmakoHarnsg, B
YkpaiHi. 3MiHa MicLLe3Hax0MKeHHSI MacTep-
chaiina cuctemn chapmakoHarnsgy Ta moro
Homepa. 3MiHa MicLA 34iiCHEHHS OCHOBHOT
AOiSNbHOCTI 3 hapmakoHarasgy.

6e3
peyenma

UA/6121/01/01

334.

TPU3UNMIH

PO34UH A1 iH'EKLiA,
100 mr/mnno 5 mn B

TOB HB®
"MIKPOXIM"

YkpaiHa

BiAnoBiganbHUIA 3a
BMPOGHMLITBO Ta

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis:
3MiHu | TMNY - 3MiHK Woao

3a
peyenmom

UA/9897/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
amnyni; no 5 amnyn KOHTpO/b/ 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
y KaceTi; no 2 BUNPOOYBaHHSA, He BBeeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
KaceTu y nauuj 3 BK/1HOYA0UN BUMYCK npo cuctemy chapmakoHarnsgy (BBefeHHs
KapTOHY cepii: y3arasibHeHUX JaHux npo cuctemy
MpuBatHe thapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
akuioHepHe BiZJNOBIAAbHOI 3@ 3AiICHEHHS
TOBapUCTBO dhapmakoHarnsgy; KOHTakTHoi ocobu 3
"JlekxiM-XapkiB", thapmakoHarnagy 3asBHuKa ans 34ilicCHeHHA
YKpaiHa,; hapMakoHarnsgy B YkpaiHi, SKLLO0 BOHA
BiANOBIAA/IbHWIA 32 BiIMiHHA BiJ, YNOBHOB&XeHOI 0cobu,
BMPOBHULTBO Ta BiANOBIAA/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsgy
KOHTpO/b/ (BKNHOYAIOUM KOHTaKTHI faHi) Ta/abo 3miHn y
BMNPOGYBaHHSA cepii, pO3MilLEeHHI MacTep-ghaiina cuctemm
BK/1HOHA0UN BUMYCK thapmakoHarnsgy) 3MiHa ynoBHOBaXXeHO! 0cobu
cepii: 3asBHUKA, BIANOBIAA/ILHOI 3a thapmakoHarnsg,
TOB HB® [itoua pepakuis: €scTpatosa IpuHa IropiBHa.
"MIKPOXIM", MponoHoBaHa pepakuis: Montox Hatanis
YKkpaiHa, €BreHiBHa. 3MiHa KOHTaKTHUX AaHnxX
BiANOBiAA/IbHWIA 32 YMOBHOB&XEHOT 0CO6Y 3asBHMKa,
BUNYCK cepil, He BiAgnoBigasbHOI 3a hapmakoHarnsag
BK/IHOYA0YN
KOHTPO/b/BMNPOGYB
aHHsA cepii:
TOB HB®
"MIKPOXIM",
YKpaiHa
335. | TPMMCNA TabneTkun, BKpUTI Makneogc IHAjs Makneoac IHAis BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a UA/8739/01/01
200 N1iBKOBOIO dapmacbioT dapmacboTrKanc 3MmiHu | TYny - 3MiHKW 3 AKOCTi. FoTOBUIA peyenmom
060/10HKO10, N0 200 nKasnc Nimiten nikapcbkuii 3aci6. KOHTpOb roTOBOro
Mr, o 6 TabneTok y NimiTeq nNikapcbkoro 3acoby (iHwWi 3mMiHW) - nepeknag
cTpuni, no 1 a6o no MKS$ 3 pocilicbkoi MOBM Ha yKpaiHCbKy MOBY 47151
5 cTpunis y npuBeAEeHHs y BiANOBIAHICTb i3 BUMOraMm YMHHOT
KapTOHHI/ ynakosLi; pepakuii Hakazy MO3 YkpaiHu Ne 426 Big
no 15 tabnetok y 26.08.2005. MK4 (Bepcis eCTD 0003).
cTpuni; no 1 aéo no BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
2 cTpunun y 3aTBEPKEHHS.
KapPTOHHI ynakoBUi
336. | TPUDPAC® Tabnetku no 5 wmr; MeHapiHi NMokcembypr BMPOGHMLTBO Himeuunna BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a UA/2540/01/02
COR no 10 TabneTtok y IHTEepHELLOH Tabnetok in bulk, 3MiHu | TMNYy - 3MiHK Woao peyernmom
6nicTepi; no 3 an KOHTPO/b cepil: 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
6nictepn y OnepeiiwoH BEP/NIH-XEMI AT, 3MiHa yacToTh Ta/abo TepMiHiB NogaHHsA
KapTOHHI KopoobLi c HimeuunHa; KiHUeBe perynspHO OHOB/IOBaHMX 3BITIB 3 6e3neku
Iokcembypr nakyBaHHs, nikapcbKnx 3aco6iB - 3MiHNM Y YacToTi Ta AaTax
KOHTPO/b Ta BUMYCK nofiaHHA perynsapHoO OHOBJ/IOBAHOTO 3BITY 3
cepi: 6e3neku.
BEPIH-XEMI AT, [Jitova pepakuin: Yactota nogaHHA perynsipHo
HimeyunHa OHOBJ/OBAHOrO 3BITY 3 6e3nekn 13 pokiB.

KiHueBa faTa Ansa BKIKYeHHA aaHux go PO36 -
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Popma sBUMYCKY

3asaBHUK
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n/n

JliKapcbKO20
3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

337.

TPULUNTPOH

MOPOLLOK ANs

TOB

TOB

14.04.2025 p. fata nogaHHs - 13.07.2025 p.
MponoHoBaHa peakLis: YactoTa nogaHHs
perynsipHoO OHOBJ/IHOBAHOrO 3BIiTy 3 6e3nekn 8
POKiB.

KiHueBa gata An1sa BKIOYEHHS gaHux go PO36 -
03.06.2025 p. Aarta nogaHHA - 01.09.2025 p.
PekomeHa0BaHO [0 3aTBEPLKEHHS Bi4NOBIAHO
[10 NepioANYHOCTI NOAAHHA PerynsapHo
OHOB/IIOBAHUX 3BITIB 3 6€3MeKn Nikapcbknx
3acobiB y €C.

338.

EKCTPA

TPIBOHOP

OpasibHOr0 PO3UNHY,
no 10 a6o 30 cawe
Y KapTOHHili kopobLi

"PapmaueBT
nyHa

KOMMaHis

"®apKoC"

YkpaiHa

"®apmaueBTnyHa
komnaHis "®apKoC"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHu | TMNy - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHa Y KOpOTKiil XxapakTepucTuLj NikapcbKoro
3ac06y, TEKCTI MapKyBaHHSA Ta iIHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA Ha NiAcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiliHnii nepiog, abo sk pesynbTart
OLLiHKM 3BIiTYy 3 AOCAIKEHb, MPOBEAEHNX
BiANOBIAHO A0 MiaHy neiaTpUYHNX AOCHILKEHb
(PIP) (3MiHY y3rokeHo 3 KOMNEeTEeHTHUM
YNOBHOB&XEHVNM OpraHoMm) - 3MiHU BHECEHO B
IHCTPYKLIiO AN MeAUYHOro 3aCTOCYBaHHS
niKkapcbKoro 3acoby A0 po3ainis "B3aemogis 3
IHLUIMMK NiKapCbKMMKM 3aco6amMm Ta iHLWi BUam
B3aemogii", "Ocob/MBOCTi 3aCTOCYBaHHA" Ta
"Mo6iuHI peakuii" Bi4NOBIAHO iHOpMaLT Woao
6e3nekn 3acTocyBaHHS fjl0H0i PeYOBUHN —
napaveTtamon — 3rigHo pekomeHgauii PRAC.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.

6e3
peuyenma

nionsieae

UA/18162/01/01

TabneTku, BKpUTI
nNiBKOBOIO
06010HKot0 Nno 20
Mr; no 14 tabnetok
y 6nicTepi; no 2
6nictepn y
KapTOHHI navw,i

MicTtpan
Kenitan
MeHemxmeH
T NlimiTeq,

AHrniA

CiHTOH XicnaHis, C.
n.

Icnanis

BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis:
3MiHu | TMNY - 3MiHK Woao
6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKiil XapakTepucTuLji Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ana
MEeAMYHOro 3aCTOCyBaHHSA Ha MiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acToCyBaHHS MikapCbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo Ak pesynbTar
OL|iHKM 3BITY 3 AOC/iMKEHb, MPOBEAEHNX
BIANOBIAHO A0 NMiaHy nefiaTpUYHNX AOCAILKEHD
(PIP) (3MiHY y3ropkeHo 3 KOMNeTEeHTHUM
YNOBHOB&XXEHVNM OPraHom).

3MiHM BHECEHO [0 IHCTPYKUIiT AN MeANYHOro

3a
peyenmom

He
nionsieae

UA/19142/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
3acToCyBaHHA NMikapcbKoro 3acoby [0 po3giny
"Mo6ivHi peakui™ BigNOBIAHO O OHOB/EHOT
iHbopmaLii 3 6e3neku Aito4oi pevyoBUHN
(napokceTuHy) 3rigHo 3 pekomeHgauismn PRAC.
TepMiH BBEEHHS 3MiH - MPOTAroM 6 micAuis
nicns 3aTBeppkKeHHs.
339. | TYBEPKY/NIH | Po3uvH Ans iHekuii TOB YkpaiHa TOB "NOM'EP YkpaiHa BHECEHHS 3MiH 0 peecTpavljiiiHiX MmaTepianis: 3a UA/16762/01/01
nna rT 23 2TO/0,21 mnno 1,5 "loM'ep DPAPMA" BUNPAB/IEHHS TEXHIYHOT NOMUIIKM Y 3B’A3KY 3 peyernmom
Ssi M1 po34mnHy (15 f03) dapma" (BMPOGHMLTBO 3 NopyLIEHHAM NOC/IAOBHOCTI HyMepaLiii
y donakoHi; no 1 nakyBaHHs in bulk NMOKa3HWKIB MeTO/iB KOHTPOJIIO AKOCTI
donakoHy y ipMn-BUpOBHMKA
KoMnnekTi 3 15 En Jxen BakumHec
camo610KyUMMU Eii/Ec, fanis)
wnpmuamm y
KOHTYPHIi
YapyHKOBIli ynakoBLj
a60 6e3 KOHTYpHOT
YapyHKOBOI
yNaKkoBKM1 y
KapTOHHI KOopooLi
340. | YKPEH3UM Kancynv Teepgi 3 TOB YkpaiHa BMPOGHMLITBO, YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: 6e3 nionsizae UA/20187/01/01
10000 racTpope3nCTeHTHN "TNEQPAP nepBuHHE 3MmiHu | TYny - 3MiHKW 3 AKOCTi. FoTOBUIA peyenma
MU rpaHynamm no M naTa” nakyBaHHs, nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3amiHa
150 wmr, no 10 BTOPVHHE ab0 BBefeHHS A04ATKOBOT AifIbHUL
kancyn y 6nictepi, nakyBaHHs, BMPOOHWLTBA 151 YACTUHM ab0 BCbOro
no 2 a6o 10 KOHTPO/b SIKOCTI, BMPOGHNYOro NpoLecy roToBOro NikapcbKoro
6nicTepiB y BUMYCK cepil 3aco6y (AiNbHWLUSA 415 BTOPYHHOTO NakyBaHHS) -
KapTOHHIA ynakosLi abo BBegeHHs anbTepHaTWBHOIO BUpo6HMka TOB
BUPOGHMLTBO "TNEA®APM NTA", YkpaiHa BignoBiganbHOro 3a

npoaykuii in bulk:
KYCYM XENTXKEP
MBT NTA, IHAis;
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BWMNYCK cepil 3
npoaykuii in bulk:
TOB «MEAPAPM
NT0», YkpaiHa

BTOPUHHE NakyBaHHS 3 npogykuii in bulk,
BMrOTOBNEHOI BUp06OHNKOM KYCYM XENTXKEP
MBT NTA, IHAiA. 3a3HauyeHHs (yHKLil BXe
3aTBEPAKEHOro BUPOOHMKA. 3MiHV BBEAEHHI 3
METOH0 36i/bLIeHHs 06'eMiB BUPOOHULTBA
npoAaykuii. BBeAeHHA 3MiH NPOTArom 6-Tu
MiCALIB Micnsa 3aTBepMXEHHS. 3MiHu | Tuny -
3MmiHu 3 sKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJ/TH0 SKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[oflaBaHHA BMPOOHUKA, L0 Bignosigae 3a
BBE3EHHSA Ta/abo BuNyck cepii) - Bkioyaroun
KOHTPO/b/BMNPO6YBaHHSA cepil - BBegeHHs
anbTepHaTMBHOIO BUpo6HuKa TOB "TMEAPAPM
NTA", YkpaiHa BignoBigasbHOro 3a KOHTpob
AKOCTI Ta BUMYCK cepii 3 npoaykuii in bulk,
BUrOTOBMEHOI BUPO6HMKOM KYCYM XENTXKEP
MBT ATA, IHAjs.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3a3HayeHHs OyHKLIl BXe 3aTBepXEHOr0
BMPOGHUKA. 3MiHN BBEAEHHI 3 METOI
36iNblUeHHs 06'eMiB BUPOGHMLTBA NPOAYKLIT.
3MiHN BHECEHO B iIHCTPYKL,iIO 415 MeANYHOro
3acTocyBaHHSA NiKapcbKoro 3acoby y po3gim
«Bunpo6HUK», «MicLe3HaxomKeHHs BUPOOHMKa
Ta agpeca MicLsa NpoBaXeHHS Moro
OiSNBHOCTI» Y 3B'A3KY 3 BBEAEHHSAM [04aTKOBOro
BMPOOHUKA, SIK HACNILOK — 3aTBEPAKEHHS TEKCTY
MapKyBaHHS YNakoBOK Nikapcbkoro 3acooy.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHK Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) - 3MiHX BHECEHO B TEKCT
MapKyBaHHS NEPBUHHOI (MYHKT 6) Ta BTOPUHHOI
(nyHkTn 3, 5, 12, 16, 17) ynakoBOK /1ikapcbKoro
3acoby. BBefieHHs 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3aTBeppkKeHHs.

341.

YKPEH3UM
10000

kancynu Teepai 3
racTpopesnCTeHTHN
MW rpaHysiaMm no
150 wr, in bulk: no
10 kancyny
6nictepi, no 200
6nicTepiB y
KapTOHHIlA KOpooLi

TOB
"TNEQPAP
M naTa"

Ykpaina

KYCYM XE/TTXKEP
MBT NTL,

IHais

BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis:
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
abo BBeEeHHS 40A4AaTKOBOI AiNbHULL
BMPOBHMLTBA 4151 YACTUHM abo BCbOro
BMPOGHMYOro MPOLECY roTOBOrO NiKapCbKOro
3acoby (ginbHMLA ANS BTOPUHHOTO NakyBaHHS) -
BBefeHHA anibTepHaTUBHOIO BUpo6HKKa TOB
"TNEAPAPM NTA", YKpaiHa BignoBigansHoro 3a
BTOPUHHE NaKyBaHHS 3 npoaykuii in bulk,
BUroTOBNEHOI BUPO6HMKOM KYCYM XENTXKEP
MBT NTA, IHAia. 3asHauyeHH:A hyHKLi BXe
3aTBEPIKEHOr0 BUPOOHUKA. 3MiHW BBELEHHI 3
MeTOH0 36i/IbLLEHHS 06'EMIB BUPOBHULITBA
npoaykuii. BBeAeHHs 3MiH NpoTarom 6-tn
MiCALIB MicnA 3aTBepMXEHHS. 3MiHu | Trny -
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa imnopTepa/3miHu, Lo
CTOCYOTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[ofasaHHsA BUPOOHKKa, WO BiAnoBigae 3a
BBE3EHHSA Ta/abo BMNyck cepii) - Bkioyaroun
KOHTPOb/BUNPOGYBaHHSA cepil - BBeeHHs
anbTepHaTUBHOro BMpobHuka TOB "TEA®APM
NTA", YkpaiHa BignoBiganbHOro 3a KOHTPOsib
AKOCTI Ta BUMYCK cepii 3 npoaykuii in bulk,
BMrOTOBNEHOI BUpoBOHNKOoM KYCYM XENITXKEP
MBT NTA, IHAia. 3a3HaueHHs yHKLi BXe
3aTBEpPXEHOro BUPO6HMKA. 3MiHW BBEEHHI 3
MeTOH 36i/bLIeHHs 06'eMiB BUPOGHULTBA

UA/20186/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
npoaykuii. BBeAeHHs 3MiH NpoTarom 6-tn
MicALiB Nic/a 3aTBePAKEHHS.
342. | YPOMYHE- cnperi IHMYHOTE IcnaHis IHMYHOTEK, C.J1. IcnaHis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/20269/01/01
MB140 / cy6niHrBanbHWIA, K C.J. 3MiHu | TURY - 3MiHK WoAao peyenmom
UROMUNE- cycneHsis, 300 6e3nekun/ethekTBHOCTI Ta hapMakoHarnagy
MV140 FTU/mn; no9 mny (iHWi 3MiHW) - 3MiHM BHECEHO B TEKCT
ch1akoHi 3aKpuTOMy MapKyBaHHS NEPBUHHOI (MyHKTW 2, 6) Ta
NNacTUKOBUM BTOPUHHOI (NyHKTN 2, 3, 9, 17) ynakoBOK
annikaTopom i3 nikapcbKoro 3acoby
BOYyA0BaHNM
posnuatoBayem, no
2 chnakoHa y
NaacTUKOBIN KOpoobLUi
343. | ®ABPA3V/IM® | nopoLuok ans CaHodpi 6.B. | Higepnangn BMPOGHMLTBO Ipnangis BHECEHHS 3MiH [0 peecTpayiiiHux maTepianis: 3a UA/10306/01/01
NPUroTyBaHHA KIHY4EBOro NPOAYKTY 3miHu | TUny - 3miHK 3 AkocTi. A®l. KoHTposb peyenmom
KoHueHTpaTy (5 (fillifinish), kOHTpO/b A®l. 3miHa y napameTpax cneuudikauii Ta/abo
Mr/MN) AN PO3UNHY cepii/BMNpobyBaHHs, LONyCTUMUX MEX, BU3HAYeHMX Y cnevumdikaisx
Ans iHdysiii; no 5 mr nepBrHHa Ta Ha A®|, abo BUXigHWIA/MPOMIKHWIA
abono35wmry BTOPWHHA ynakKoBKa, NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y
donakoHi; no 1 [,03BiN Ha BUMNYCK npoueci BupobHuuTBa AP (iHLWi 3MiHK) -
chnakoHy B cepii: 3MiHa fdiana3oHy A03 raMma-onpOMiHEHHS A5
KapTOHHI KopoobLi [bxeHzaiim IpnaHg nonepegHbL0 yrnakoBaHoi, ONPOMIHEHOT KOJTOHKM
Nimiteq Capto Adhere 3 28-34 kI'p oo 25-40 kI'p 3 4acom
06p0o6KN > 4 rofUHN NPY KOHTPOI BUXigHWX
Marepianis 418 BUPOGHMLTBA Ajil0H0T PeHOBUHMU.
3MiHu | TMNy - 3MiHKW 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHSA roTOBOrO NiKapCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBeppKeHNX MeTofax
BMNPOGYBaHHS) - HE3Ha4YHa 3MiHa Yy
3aTBEpPKEHMX MeTofax BunpobysaHHsa N3 ans
napameTpy «BMiCT KUCHIO B ra3oBiii pasi
h1IaKOHY».
344. | ®EMOCTOH TabneTkn, BKPUTI A660TT HigepnaHnamn AB6OTT HigepnaHngmn BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 3a UA/4837/01/01
® KOHTI NAiBKOBOIO Xenckea Bionogxikans b6.B. 3MiHn | TNy - 3MiHK 3 SKocTi. A®I. KOHTpoib peyenmom
o060n0Hkoto, no 1 Mpopaxtc A®l. 3miHa y meTogax BuUnpobyBaHHs Al abo

mr/5 mr; no 28
TabneTtok y 6nictepi;
no 1, a6o 2, a6o 3
6nicTepy B KOpPOOL

BUXifHOro mMarepiany/npoMixxHoOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci Bupo6bHuLTBa APl (He3HauHi 3MiHM y

3aTBEPKEHNX MeToAax BUNPOOYBaHHS).
He3HauHi 3MiHK B 3aTBEpAKEHOMY METOSj
«Headspace gas chromatographic determination
of dichloromethane, and semi quantitative
determination of ethanol and methyl tertiary butyl
ether in dydrogesterone» ans Ajto4oi pe4yoBuHM
avnpporectepoH. 3MiHu | Tuny - 3MiHU 3 AKOCTI.
A®I. KoHTposnb A®I. 3miHa y napameTpax
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
cneuudikauin Ta/abo fonycTMMmX MeX,
BM3HaYeHUX y cneuudikauisx Ha Adl, abo

BUXIZAHWUA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTBCS Y NpoLeci BUpobHuuTea Ad|
(4ONOBHEHHS cneumdikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BiAMNOBIAHMM METOA0M BUNPOOYBaHHS).
[JonoBHeHHs cneyudikauii APl anaporectepoHy
HOBMM MOKa3HUKOM AOMILLK/ A 3 HOPMYBaHHAM
<0,10 % y BignosigHocTi MoHorpadii EP 2357
Dydrogesterone Ta OHOBMIEHHS BifNOBiZHOIO
aHanituyHoro metogy (BEPX). 3miHu | Tuny -
3MmiHu 3 aKocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo JONyCTUMUX
MeX, BU3HaYeHuX y cneuudikauisx Ha AdPl, abo
BUXIZHWUA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTBCS Yy NpoLeci BUpobHuuTea Ad|
(BMNyYEeHHSt HE3HAYHOrO NOoKa3HMKa AKOCTI
(ranpuknag BUyYeHHs 3acTapinoro
nokasHuka)). BunyueHns 3i cneyudikauii A®I
anaporectepoHy TecTy «Specific rotation».
3MiHa 06ymoBeHa NpYBEAEHHAM Y
BignosigHocTi BuMor EP. 3Minn | Tuny - 3MiHn 3
AKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneumdikaLin Ta/abo gonycTMMmnX MeX,
BM3HAYEHUX y cneumdikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuytea AdI
(BMNyYEHHS1 HE3HAYHOrO NOKa3HKKa AKOCTI
(Hanpviknag BUy4YEHHS 3acTapinoro
nokasHuka)). Bunyuenns 3i cneyudpikauii A®I
anpporectepoHy Tecty «Clarity of a 5% m/V
solution in dichloromethane». 3miHa
06ymoB/ieHa NpMBEAEHHAM Y BiAMNOBIAHOCTI
Bumor EP. 3miHu | Tuny - 3miHu 3 skocTi. AdI.
KoHTposnb A®L. 3miHa y napameTpax
cneumdikayin Ta/abo gonycTMMmUX MEX,
BM3HAYEHUX y cneumdiikauisx Ha Adl, abo
BUXIiAHWIA/NPOMKHUIA NpOAyKT/peareHT, Wwo
BVKOPVCTOBYIOTbCS Y npoueci BupobHuytea AdI
(BMNyYEHHS1 HE3HAYHOrO NOKa3HMKa AKOCTI
(Hanpviknag BUy4YEHHs 3acTapinoro
nokasHuka)). Bunyuerns 3i cneyudpikauii A®I
AnaporecTepoHy TecTy «Heavy metals».
HesHauHi pegakuiiHi yTouHeHHS B crneumdikawi
Aito40oT peyvoByHN. 3MiHM | TUMy - 3MiHK 3 AKOCTI.
A®|. Bupo6HMUTBO (iHLWi 3MiHW). He3HauHe
OHOBNEHHSA po3ainy 3.2.S.2.2.0nuc

BYPO6HMYOTO NPoLecy Ta Moro KOHTPOSI» ANs




254

n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0YeHHs

Ail040i PeYOBUHN ANAPOrecTepPOH, NPUBEAEHHS
iHhopmawii y BigNoBigHICTL A0 haKTUYHOT
iHchopmauii B opuriHasibHUX AOKYMeHTax
BMPOGHMKA. 3MiHK | Tuny - 3MiHK 3 AKocTi. API.
CuncTeMa KoHTeliHep/3aKynopioBasibHUiA 3acio
(iHWi 3mMiHM). He3HayHe OHOBMEHHS PO3ainy
3.2.S.6.Cuctema KoHTeliHep/3aKkynopoBa/bHWiA
3acib, npuBeaeHHs iHchopmalii y BiANOBIAHICTb
[0 hakTnyHOI iHchbopMmaL,ii B OpuriHaibHUX
[OKyMeHTax BUpoGHMKa. 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa NPOBamXeHHs AisIbHOCTI
BMPOGHMKa (BK/TOYAKYM, 3a HEOOXIAHOCTI, MicLe
npoBefAeHHS KOHTPOJ0 SIKOCTi), abo BnacHuKa
macTep-haiina Ha A®l, abo noctayanbHUKa
Adl/BuxigHoro matepiasy/peareHTy/MpoMixXHOro
NPOAYKTY, L0 3aCTOCOBYOTHCA Yy BUPOOHULTBI
A®| (AKLLO 3a3HAYEHO Y OCbE HA NikapcbKuii
3acib) 3a BigcyTHOCTI cepTudpikaTa BifgnoBIAHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoOMy
[ocbe, abo BUPOOHUKA HOBOI AOMOMIXKHOT
PEYOBMHM (SIKLLLO 3a3HAYEHO Y [OCBE).
OHoBneHHs po3giny 3.2.S.2.1.Bupo6Huk(-u) ans
Lit0Y0i pevyoBUHY AMOPOrecTEPoH, a came
OHOBJ/IEHHSI Ha3BU BUPOGHYMKa Proketal
(BuXigHWIA MaTepian 4ns Ailyoi pe4yoBUHN
anpporectepoH) 3 Dishman Pharmaceuticals
and Chemicals Limited Ha Dishman Carbogen
Amcis Limited Ta oHOB/fieHHA agpecu
BUPOGHMKa. TakoX pefakLiiiHe yTOUHEeHHS
chopmarty HanmcaHHs afgpecy 3aTBeppKeHNX
BMPOBHUKIB auaporectepoHy Jetpharma SA,
Switzerland Ta Microchem S.R.L., Italy. 3miHu |
Tnny - 3MiHK 3 akocTi. A®l. KoHTposb AdL. 3miHa
y napameTpax cneuudikauin Ta/abo gonycTummx
MeX, BU3HaueHux y cneyudikaisx Ha A®l, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(BUYYEHHS HE3HAYHOTO NOKa3HMKa AKOCTI
(Hanpviknag BUIy4YeHHs 3acTapisnioro
nokasHuka)). BunydeHHs 3i cneyudcpikauii A®I
AvaporectepoHy nokasHuka «UV absorption».
3mMiHa 06ymMOBieHa NPYBEAEHHAM Y
BignosigHoCTI BUMor EP.

345.

®EHIBYT

Tabnetkun no 250 wr;
no 10 Tabnetok y
6nictepi; no 1, abo
2, a6o 3, abo 5

ToBapucTeo
3
06MeXeHO
Bignosigasib

YkpaiHa

MAT "MoHcbapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3miHa 3asBHuKa /13 (MIBMM) (BnacHuka
peecTpaLiiiHoro nNocBig4eHHs1) (3rigHo Hakasy

MO3 Big 23.07.2015 Ne 460). TepMiH BBeAEHHS

3a
peyerimom

UA/14615/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

6nicTepiB y nayui 3
KapTOHY

HicTto "HKC-
DAPM"

3MiH NPOTArom 6 MicALIB MiCNSA 3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsagy.
BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy dhapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHKX Npo cUCTEMyY
hapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOoi 0cobu,
BiANOBiAaANbHOI 3a 34ilicCHEHHSA
thapmakoHarnagy; KOHTakTHOi ocobu 3
thapmakoHarnagy 3asBHuka gnsi 34iiCHEHHSA
thapMakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHA Bif, YyNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLEeHHI MacTep-halina cucremm
hapmakoHarnsgy). 3miHa ynoBHOBaXeHOi 0cobu
3asBHVIKa, BignoBiganbHOI 3a chapmakoHarnsg.
[itoua pepakuis: NyHa Onbra OnekcaHgpisHa.
[MponoHoBaHa pepakuisi: fkoBuLleHa BikTopis
BonogvmupiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXEHOT 0CO6YU 3asBHMKa,
BiAMNOBIAa/IbHOI 3a hapmakoHarag. 3miHa
MicLle3HaxopKeHHs1 macTep-daiina cuctemu
chapmakoHarnsgy Ta ioro Homepa.
3MiHa MicUsa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy.

346.

DEHKAPON®

Tabnetku no 10 wmr;
no 10 Tabnetok y
6nictepi; no 2
6nictepn y nauui 3
KapTOHY

AT «Ondpa»

Narsis

AT «Ondcpa»

Nartia

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs1 Ta/abo agpecy 3asaBHUKaA
(BnacHvKa peecTpauiiiHoro noceigyeHHs). 3miHa
Ha3ByW Ta agpecu 3asaBHuKa. 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus NPoBamKeHHs AisIbHOCTI
BMPO6HMKa/iMnopTepa roToBoro /likapcbkoro
3aco06y, BK/IYa4mM AinbHULL BUNYCKy cepii abo
MiCLie NPOBEAEHHS KOHTPO/THO SKOCTI.
(misnbHiCTb, 3a AKy BignoBigae
BMPOGHUK/IMNOpPTEP, BK/TKOYAKUM BUMYCK CEpilt).
3MiHa Ha3BW Ta agpecy BUpobHuKa 3. 3MiHn
BHECEHO B iHCTPYKLt0 415 MEAUYHOrO
3acTocyBaHHSA NiKapcbKoro 3acoby y po3gim
«BunpobHUK», «MicLe3HaxomKeHHs BUPOOHMKa
Ta ioro agpeca micus npoBafkKeHHs
LisANbHOCTI» 3 BiANOBIAHUMY 3MiHAMU Y TEKCTI
MapKyBaHHS yMakoBKM NMiKapCbKOro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPKEHHS. 3MiHM | TUny - 3MiHKW WoA0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.

6e3
peyenma

nionsieae

UA/3782/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy dhapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHKX Npo cUCTEMyY
hapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAANbHOI 3a 34ilicCHEHHSA
thapmakoHarnsgy; KOHTakTHOi ocobu 3
thapmakoHarnagy 3asBHuKa Ans 34iiCHEHHSA
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHA Bif, YyNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLEeHHI MacTep-haiina cucremm
thapmakoHarnsgy). 3miHa KOHTaKTHUX JaHux
YNOBHOBaXXEHOT 0CO6Y 3asiBHIKA,
BiZJNOBIAANbHOI 3@ 3AiICHEHHS
chapmakoHarnsgy.
3MiHa MicLe3HaxomKeHHs MacTep-taiina
cuctemn chapmakoHarnagy (y 3B'a3ky i3
aAMiHICTPaT1BHOIO 3MiHO0).3MiHu | TNy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa NPOBamXeHHS Ais/IbHOCTI
BMPOGHMKa (BK/TOYAKUM, 3a HEOOXIAHOCTI, MicLe
npoBeAeHHS KOHTPOJ0 SIKOCTi), abo BnacHuKa
macTep-haiina Ha A®l, abo noctayanbHUKa
A®l/BuxigHoro matepiasy/peareHTy/MpoMixXHOro
NPOAYKTY, L0 3aCTOCOBYIOTHCA Y BUPOOHULTBI
A®| (AKLLO 3a3HAYEHO Y OCbE Ha NikapcbKuii
3acib) 3a BigcyTHOCTI cepTudpikaTa BifgnoBiAHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoOMy
[ocbe, abo BUPOOHUKA HOBOI AOMOMIXKHOT
PEUOBUHM (SIKLLIO 3a3HAYEHO Y A0CbE). 3MiHa
Ha3BW Ta agpecy BUpo6HMKa AdI. fitoua
pepakuis: MKA N3: AT «OnaitHchapm», latsis
3.2.S.2.1 Manufacturer(s): JSC “Olainfarm” 5
Rupnicu str., Olaine, LV-2114, Latvia.
MponoHoBaHa pepakuis: MKA N13: AT «Oncpa»,
Natsis 3.2.S.2.1 Manufacturer(s): Olpha AS
Rupnicu iela 5, Olaine, Olaines novads, LV-
2114, Latvia. 3MiHu | TUny - 3MiHN Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW). 3MiHN BHECEHO B TeKCT
MapKyBaHHS NEPBUHHOI (MYHKT 6) Ta BTOPUHHOI
(nyHkTM 12, 13, 17) ynakoBOK /1iKapCbKOro
3acoby. BBefieHHs 3MiH NpoTArom 6 micsuis
nicns 3aTBeKEHHS.

UA/7600/01/01

347.

®EPBEKC_
4Na QITEN

NOPOLLIOK A/1A
OpasIbHOTO PO3YMHY;
8 calle y KapTOHHii

YMNCA CAC

®paHuis

YMNCA CAC

®paHuis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TUnYy - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignoBigHOCTI

6e3
peyenma
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Kopobui

€Bponelicbkin dhapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI ab0 BUYyYEHHNA cepTudikata
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: gns
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPWCTOBYIOTLCS Y BUPOOHNLTBI ADI; ans
[0NOMDKHOT peyoBrHU (cepTudikat
BifnoBigHOCTI €Bponelickkili hapmakonei) -
OHOBReHW cepTUdiKaT Bif, y)Xe 3aTBEpAXEHOr0
BMpo6HUKa - MNofgaHHA OHOB/IEHOro cepTuddikara
BiNoBigHOCTI €Bponelickkilt hapmakonei CEP
2000-124-Rev 11 (3atBepmxeHo: R1-CEP 2000-
124-Rev 10) ana Oito4oi pevoBuHU
MapavueTamon Bif, 3aTBEPAXEHOr0 BUPOOHUKA
ANQIU LU'AN PHARMACEUTICAL CO., LTD.

348.

®EPBEKC
ans

JloPoCnnX
BE3 LIYKPY

MOPOLLIOK A5t
OP&/IbHOTO PO3YMHY;
no 8 cawe 3
MOPOLLKOM Y
KapTOHHI Kopobui

YICA CAC

®paHuin

YINCA CAC

PpaHuin

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHn | TURYy - 3MiHn 3 akocTi. A®L. (HLi 3MiHK).
MoaaHHA NnoBHOro po3giny 3.2.S. AKTUBHUIA
hapmaLeBTUYHUIA IHTPeLIEHT AitoU0l pevyoBUHU
theHipamiHy maneaty BMpobHuuTBa Harika
Drugs Private Limited. 3miHu | Tuny - 3miHu 3
AKocTi. A®I. (iHLWi 3MiHNK).
OHoBReHHA po3giny 3.2.S. AKTUBHWI
hapmaLeBTUYHWIA IHTPeAIEHT AitoH0i pevyoBUHU
heHipamiHy maneaty Bupo6HuLTBa Harika
Drugs Private Limited. 3anponoHoBaHi 3MiHu: -
po3gin 3.2.S.1.3: foAaHo AaHi Wwoao
PO3YMHHOCTI, AOCNIIKEHHSA FiIrPOCKOMIYHOCTI,
MYHKT LWOAO PO3MIpy 4acTok; - po3ain 3.2.5.3.2:
[04aBaHHS NOTEHLiAHUX TeHOTOKCMYHMX abo
IHLIMX AOMILLOK, foAaBaHHS pe3ybTaTis Woa0
BMICTy 6eH30/1y, 6eH3unxIopmay Ta
AvmeTunamiHoeTunxnopugy y dpeHipaminy
Maneari, 4oAaBaHHA pe3ybTaTiB WoA0 BMICTY
eneMeHTapH1X AOMILLIOK Yy theHipamMiHy manearTi,
AopasaHHsa gomiwkn NDMA,; - po3gin 3.2.5.4.3:
[0AaHO0 BanifaLito MeToANKN BU3HAUYEHHS
nipngvHy Ta 6eHsnnxiopugy B 2-
6eH3UNNipuAavHI; AoAaHo Banifalilo MeToaukn
BU3HAYEHHA AYMETUNaMIHOETUAXN0pMAY Ta
6eH3unxnopugy B oeHipamiHy Maneari; - po3gain
3.2.S.4.5: popaHo 06I'pyHTYBaHHS WOA0
HEBK/TIOUYEHHS IHLUIMX AOMILLOK; - po3gin 3.2.S.6:
HOBI cepTudpikaTy aHanisy, 14-38iTu, 38IT Npo
BignosigHicTb EC 10/2011 Ta goaaBaHHsS
cneundoikauivi ans miwkis LDPE. 3MiHu | TNy -
3miHu 3 sKocTi. A®l. KoHTposib A®l. 3miHa y

6e3
peyenma

UA/5441/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

napameTpax cneuudikauii Ta/abo JONMyCTUMMX
MeX, BU3HaYeHuX y cneuudikauisx Ha AdPl, abo
BUXIZAHWUA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTBCS Y NpoLeci BUpobHuuTea Ad|
(3BYXXEHHSA AOMYCTUMMX MEX, BU3HAYEHUX Y
cneumdikaui). 3BY>XEHHS JOMYCTUMUX MEX
nokasHuka o-xylene 3 <2170 ppm go <200 ppm
y cneyudikauii Ha gitovy peyoBuHy doeHipamiHy
maneary (UPSA). 3MiHu | Tuny - 3MiHK 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikaLin Ta/abo gonycTuMmnx Mex,
BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BVXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(3BYXXEHHS OMYCTUMMX MEX, BUHAYEHUX Y
cneumdikauii). 3BY)EHHS JOMYCTUMUX MEX
nokasHuka o-xylene 3 <2170 ppm go <200 ppm
y creumdikauii Ha Aitody peqyoBuHy deHipamiHy
manearty (Harika Drugs Private Limited). 3MiHn |
TUny - 3MiHK 3 aKocTi. A®L. CTabinbHiCTb. 3MiHa
nepiofy NOBTOPHUX BUNPOGyBaHb/nepiosy
36epiraHHa abo ymoB 36epiraHHa Al (3a
BifICYTHOCTi y 3aTBepA)KEHOMY A0CbE
cepTudikaTa BignoBiAHOCTI EBpONEiCHKiit
chapmakonei, Wo BKIYaE nepiog NoBTOPHOrO
BUNPO6YBaHHS) (Nepios NOBTOPHOIO
BMNpobyBaHHsA/nepios 36epiraHHs) -
36inbLIeHHs abo BBeAEHHSA Mepiody NOBTOPHOrO
BUNpo6YyBaHHA/Nepioay 36epiraHHA Ha OCHOBI
pe3ynbTaTiB AOCIAKEHb Y peaslbHOMY Yaci.
BBefieHHs1 nepiofly NOBTOPHOTO BUNPOGYBaHHSA
60 micsauis (5 pokiB) ons deHipamiHy manearty
BMpo6HULTBa Harika Drugs Private Limited.
3MiHu | TMRY - 3MiHK 3 SKocTi. API.
CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpobyBaHb/nepioay 36epiraHHa abo ymMoB
36epiraHHa A®I (3a BigCcyTHOCTI Y
3aTBEpPMAXEHOMY [0Cbe cepTudikaTa
BiNOBIAHOCTI €Bponelicbkiit hapmakonel, Lo
BK/IHO4AE Nepiof, MOBTOPHOTO BUMPOOYBaHHS)
(iHWi 3miHn) (B.1.r.1. (x) I6)Buny4yeHHs
BHYTPILLUHBLOro Nepiofdy NOBTOPHOIO TECTYBaHHSA
(UPSA) pons ceHipamiHy maneart, wo ckiagae 1
pik. 3aTBepmkeHo: Re-test period: -Internal
retest period (UPSA): 1 year
3anponoHoBaHo: Re-test period: 60 months (5
years)?
*Please refer to concomitant variation. 3miuu |
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

TUny - AGMIHICTPaTVBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHSA AiS/IbHOCTI BUPOO6HUKA
(Bkntovaroun, 3a HeObXiAHOCTI, Micue
npoBeAeHHS KOHTPOJ0 SIKOCTi), abo BnacHuKa
macTep-haiina Ha A®l, abo noctayanbHUKa
A®l/BuxigHoro matepiasy/peareHTy/MpoMixXHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Yy BUPOOHULTBI
A®| (AKLLO 3a3HAYEHO Y OCbE HA NikapcbKuii
3acib) 3a BigcyTHOCTI cepTudpikaTa BifgnoBiAHOCTI
€Bponeiicbkii hapmakonei y 3aTBepaXeHoMy
[ocbe, abo BUPOOHUKA HOBOI AOMOMIXKHOT
PEYOBMHM (SKLLO 3a3HAYEHO Y [OCHE).
3mMiHa agpecu Bupo6HuMKa AP| deHipamiHy
manearty Harika Drugs Private Limited, 6e3
3MiHM Micus BUpOGHULTBA.
3arBepaKeHo:

Sy No 165/A &165/E, Gummadidala Village,
Medak District, Telangana State, INDIA
3anponoHoBaHo:

Sy No 165/A &165/E, Gummadidala Village,
Sangareddy District, Telangana State, INDIA.

349.

®EPBEKC
ans
JloPoCnnX
3
MANMHOBW
M CMAKOM

NOPOLLIOK A”A
OpasIbHOTO PO3UMHY;
8 calle y KapTOHHii
Kopobui

YIMCA CAC

®paHuin

YINCA CAC

PpaHuin

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MiHn | TURYy - 3MiHn 3 aKocTi. A®I. (HLWi 3MiHK).
MoaaHHA NnoBHOro po3giny 3.2.S. AKTUBHUIA
(hapmaLeBTUYHUIA IHTPeLIEHT AitoU0T pevyoBUHU
theHipamiHy maneaty BMpo6HuuTBa Harika
Drugs Private Limited. 3miHu | Tuny - 3miHu 3
AKOCTi. A®I. (iHWi 3miHW). OHOBNEHHA pPo3ainy
3.2.S. AKTUBHWIA thapmaLleBTUYHWIA IHTPefieEHT
LitoY0T peyvoBMHU heHipamiHy Manearty
BMpo6HULTBa Harika Drugs Private Limited.
3anponoHoBaHi 3miHu: - po3gin 3.2.S.1.3:
[0[aHO faHi LWoAo0 PO3YMHHOCTI, AOCAISKEHHS
rirpOCKOMiYHOCTI, NYHKT LOAO PO3Mipy YacTok; -
po3gin 3.2.S.3.2: gofasaHHs NOTEHLiNHNX
reHOTOKCUYHMX ab0 iHLWMX AOMILIOK, AOAAaBaHHS
pe3ynbTaTiB WoA0 BMICTy 6eH30/y,
6eH3unxnopuay Ta AUMeTUIaMmiHoOeTUAXIopuay
y beHipamiHy mManearti, foAaBaHHsA pe3ynbTaTiB
{00 BMICTY efleMeHTapHUX AOMILLOK Y
heHipamiHy manearti, fofaBaHHSA fOMILLKN
NDMA; - po3gin 3.2.S.4.3: gogaHo Basigadito
METOAMKM BU3HAYEHHSA MipUAVHY Ta
6eH3unxnopuay B 2-6eH3MNNipuanHi; 4ofaHo
BaUlifaLito METOANKN BU3HAYEHHS
AnmeTunamiHoeTunxnopuay Ta 6eHsnnxnopugy
B (heHipamiHy mManeari; - po3gin 3.2.5.4.5:

6e3
peyenma

UA/3128/01/01




260

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

fofaHo 06r'pyHTYBaHHA WOA0 HEBK/OUEHHS
HLIMX OOMILLOK; - po3/in 3.2.S.6: HOBI
cepTudiikaty aHanisy, I4-38itn, 3BIiT Npo
BignosigHicTb EC 10/2011 Ta goaaBaHHs
cneundpikauivi ans miwkis LDPE. 3MiHu | TNy -
3MmiHu 3 aKocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo JoNyCcTUMMX
MeX, BU3HaYeHuX y cneuudikauisx Ha AdPl, abo
BUXIZHWUA/NPOMIXKXHUIA NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTBCS Yy NpoLeci BUpobHuuTea Ad|
(3BYXXEHHSA AOMYCTUMMX MEX, BU3HAYEHUX Y
cneumdikaui). 3BY>XEHHS JOMYCTUMUX MEX
nokasHuka o-xylene 3 <2170 ppm go <200 ppm
y cneyudikauii Ha gitovy peyoBuHy doeHipamiHy
maneary (UPSA). 3MiHu | Tuny - 3MiHK 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikayin Ta/abo gonycTuMmx MeX,
BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BVXIiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(3BYXXEHHS AOMYCTUMMX MEX, BUHAYEHUX Y
cneumdikauii). 3BYXXEHHS JOMYCTUMMX MeX
nokasHuka o-xylene 3 <2170 ppm go <200 ppm
y creumdikauii Ha gitody peqyoBuHy deHipamiHy
manearty (Harika Drugs Private Limited). 3MiHn |
TUny - 3MiHK 3 aKocTi. A®Il. CTabinbHiCTb. 3MiHa
nepiofy NOBTOPHUX BUNPOGyBaHb/nepiosy
36epiraHHa abo ymoB 36epiraHHa Al (3a
BifICYTHOCTi y 3aTBEpAXEHOMY A0ChbE
cepTudpikaTa BignoBiAHOCTI EBpONeEiChKiit
chapmakonei, LWo BK/IKYaE nepiog NoBTOPHOrO
BMNPO6YBaHHS) (Nepios NOBTOPHOrO
BMNpobyBaHHsA/nepios 36epiraHHs) -
36inbLIeHHs abo BBeAEHHSA Mepiody NOBTOPHOroO
BUNpobyBaHHA/Nepioay 36epiraHHA Ha OCHOBI
pe3ynbTaTiB AOCiIAKEHb Y peasibHOMY Yaci.
BBefieHHs1 nepiofly NOBTOPHOTO BUNPOGYBaHHSA
60 micsauis (5 pokiB) ons deHipamiHy maneary
BMpobHuuTBa Harika Drugs Private
Limited.3miHun | Tuny - 3miHK 3 sikocTi. AdI.
CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpobyBaHb/nepiody 36epiraHHa abo ymMoB
36epiraHHa A®I (3a BigCcyTHOCTI Y
3aTBEPMAXXEHOMY [0Cbe cepTudikaTa
BiNOBIAHOCTI €Bponelicbkiit hapmakonel, Lo
BK/IHO4AE Nepiof, MOBTOPHOTO BUMPOOYBaHHS)
(iHWi 3miHW). BUny4eHHs BHYTPILLHLOrO nepiogy
noBTOpHOro TectyBaHHs (UPSA) ans




261

n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

cheHipamiHy manear, wWo cknagae 1 pik.
3arBepokeHo: Re-test period: -Internal retest
period (UPSA): 1 year

3anponoHoBaHo: Re-test period: 60 months (5

years)?

Please refer to concomitant variation. 3minu |
UMy - AGMIHICTPaTVBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micud
NPOBaKEHHSA AiS/IbHOCTI BUPO6HUKA
(BkntOYaroUn, 3a HeObXiAHOCTI, Micue

NpoBefAeHHS KOHTPOJ0 SIKOCTI), abo BnacHuka

macTep-haiina Ha A®l, abo noctayanbHUKa
Adl/BuxigHoro matepiasy/peareHTy/MpoMixXHOro
NPOAYKTY, L0 3aCTOCOBYIOTHCA Yy BUPOOHULTBI
A®| (AKLLO 3a3HAYEHO Y 1OCbE HA NikapcbKuii
3acib) 3a BigcyTHOCTI cepTudikaTa BifgnoBiAHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaKeHoMy
[ocbe, abo BUPOOHUKA HOBOI AOMOMIXKHOT
PEYOoBMHM (SKLLO 3a3HAYEHO Y [OCHE).
3mMiHa agpecu BUpo6HuMKa AP| deHipamiHy
manearty Harika Drugs Private Limited, 6e3
3MiHM Micus BUpOGHULTBA.
3arBepaKeHo:

Sy No 165/A &165/E, Gummadidala Village,
Medak District, Telangana State, INDIA
3anponoHoBaHo:

Sy No 165/A &165/E, Gummadidala Village,
Sangareddy District, Telangana State, INDIA.

350.

®IKCAMPOC
T®

Kpanni O4Hi, pO34nH;
no0,2mnB
0fIHOA030BOMY
KOHTeliHepi; no 5
0HOA030BYX
KOHTEliHepiB,
3'eAHAHNX MiX
€060 Yy CTPIUKY Y
cauwle; no 6 a6o no
18 cawe (Ne30 abo
Ne90) y kopobuj

NABOPATY
AP TEA

®paHuin

EKCE/IBI3IOH

PpaHuin

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu Micud
NpoBaPKeHHA AiSIbHOCTI BUpobHUKa/imnopTepa
roTOBOrO MiKapCbKOro 3acoby, BKYaun
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a SKy BiAgnosigae
BMPOGHMK/IMNOPTEpP, BKIOYAOUM BUMYCK CEPIlf) -
3MiHa agpecu MicLsA NPOBaKEHHS AiS/IbHOCTI
BUpOo6HMKa /13. Takox 3MiH1 BHECEHO B
IHCTPYKL,ilO 415 MeAnYHOro 3acTocyBaHHS
nikapcbKoro 3acoby y po3gain
«Micue3HaxoKeHHs1 BUpOGHUKa Ta agpeca
MiCLiA NPOBaKEHHS NOr0 AiSIbHOCTI» 3
BiANOBIAHVMMYM 3MiHAMW B TEKCTi MapKyBaHHs
ynakoBKK NikapcbKoro 3acoby. BeeAeHHs 3MiH
NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS.

3a
peyenmom

He
nionsieae

UA/19777/01/01

351.

DJTY.HET

rpaHynv ans
OpasIbHOr0 PO3UYUHY
no 10 cawe 3

TOB
"IHPAPMA
TpengiHr"

NaTsilicbka
Pecny6nika

Na6opaTopioc
Ankana ®apma, C.J1.

Icnanis

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHu | TMNY - 3MiHK Woao
6e3nekn/eddekTVBHOCTI Ta hapMakoHarasgy

6e3
peyenma

UA/19036/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
rpaHyamu y (iHWi 3MiHK) - OHOBIEHO TEKCT MapKyBaHHS
KapTOHHI navwi NepBUHHOT Ta BTOPUHHOI YNaKOBKY JiKapCbKOro
3aco6y. BBegeHHsA 3MiH NpPOTAroM 6-Tu micsiuis
nicns 3aTBepyKeHHs
352. | ®ZIYTUKA3O | cnpeii HazabHWiA TOBAPUCT YkpaiHa KOHTPO/b SKOCTI, YkpaiHa BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a He UA/19177/01/01
H-3AOPOB'A | pfo3oBaHuii, BO 3 BMNYCK cepil: 3MiHu | TMNy - 3MiHK Woao peyernmom nionsieae
cycnensis, 27,5 OBMEXEH ToBapucTBo 3 6e3nekn/echeKTUBHOCTI Ta hapmMakoHarnsgy.
MKr/go3y; no 30 o3 oK 06MeXeHo 3MiHa Y KOpOTKiil XxapakTepucTuLj NikapCcbKoro
abo no 120 go3sy BIANOBIOA BiANOBIA&NBHICTIO 3ac06y, TEKCTIi MapKyBaHHSA Ta iIHCTPYKLiT Ans
chnakoHi 3i cnpeii- NbHICTIO "®apmavneBTUYHa MeJMYHOro 3aCTOCYBaHHS Ha nigcrasi
Hacocom 3 «KOPIMNOPA KOMnNaHis perynspHoO OHOB/TIOBAHOrO 3BiTY 3 6e3neku
3aXUCHUM KinbLEM LA "3p0poB'a”, YkpaiHa,; nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
Ta koBnaykom; no 1 «3[00POB'A BCi cTagii 3aCcTOCyBaHHS Nikapcbkoro 3acoby B
hnakoHy y kopobui 3 » BUPOGHMLTBA, nicnspeecTpawiiinii nepiog, abo sk pesynbTart
KapToHy BWMNYCK Cepil: OLLiHKM 3BIiTYy 3 AOCAIKEHb, MPOBEAEHNX
ToBapucTBo 3 BiANOBIAHO A0 MiaHy neiaTpUYHNX AOCHILKEHb
06MeXeHo (PIP) (3MiHY y3rokeHo 3 KOMNEeTEeHTHUM
BIANOBIAA/TIbHICTIO YNOBHOBaXXEHUM OpraHom)
"®apmaueBTnyHa 3MiHM BHECEHO A0 IHCTPYKLii 415 MeanyHoro
KOMnNaHis 3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"3p0poB'a”, YkpaiHa,; "Mo6ivHI peakui” WoA0 6e3nekn 3acToCyBaHHS
KOHTPO/b AKOCTI: [ito4oi peyoBrHY oy TKa3oHy dypoary
ToBapucTBO 3 BiANOBIAHO A0 pekomeHaauin PRAC.
0bMexXeHo
BiANOBIAA/IbHICTIO
"®APMEKC IrPymn",
Ykpaina
353. | ®IIOKONA®- | Tabnetku; no 4 Ha6poc IHais Ha6poc ®apma lMBT. IHais BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: Ne 4; Ne 12 UA/6266/01/01
N Tabnetkn y cTpuni; dapma M.T. nra. 3MiHu | TMNY - 3MiHK Woao — 6e3
no 1 ctpuny B nra. 6e3nekn/edhekTUBHOCTI Ta hapMakoHarisgy peyenma,
naneposomy (iHWi 3mMiHW). 3MiHW BHECEHO Y TEKCT Ne 200 — 3a
KOHBepTi; no 4 MapKyBaHHS BTOPVHHOI (N. 16) ynakoBku peyernmom
TabneTkn y cTpuni; nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH -
no 3 cTpunuy NpoTArom 6 MicsALB NicNs 3aTBEPAYKEHHS.
KapTOHHI KopobLyj;
no 4 Tabnetkn y
cTpuni; no 1 ctpuny
B ManepoBomMy
KOHBepTi; no 50
KOHBepTIB Yy
KapTOHHI KopoobLi
354. | POPKAN® Masb, 3 MKr/r, no 30 TOB YKpaina BMPOBHMLTBO, IHgis/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a He UA/0081/02/01
raéono 100ry «TNEJDAP nepBuHHE YkpaiHa 3MmiHu | TMny - 3MiHKW 3 AKOCTi. FoTOBMIA peyenmom | niosis2ae
Ty6ax, no 1 Ty6i B M NTA» nakyBaHHs, nikapcbkuii 3aci6. 3MiHM y BUPOBHMLTBI. 3MiHa
KapTOHHIi ynakoBui BTOPVIHHE iMnopTepa/amiHu, L0 CTOCYOTLCS BUNYCKY cepil
nakyBaHHs, Ta KOHTPO/I0 AKOCTi FOTOBOTO NiKapCbKOro
KOHTPO/b SKOCTI, 3acoby (3amMiHa abo fofaBaHHS BUPOOHUKA, L0
BMNyCK cepii BifnoBiga€e 3a BBE3eHHA Ta/abo BMNycK cepii) -
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0YeHHs

abo
BUPOGHMLTBO
npoaykuii in bulk:
KYCYM XENTXKEP
NBT NTA, IHAis;

BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTi Ta
BWMNYCK Cepii 3
npoaykuii in bulk:
TOB «MTIEAPAPM
NTA», YKkpaiHa

Bkitoyaroum KoHTposb/BUNpobyBaHHS cepii -
BBEJEHHS aNibTepHaTUBHOrO BUpobHuKa TOB
"TNEAPAPM NTA", YKpaiHa BignoBifanbHOro 3a
KOHTPO/Ib SIKOCTi Ta BUMYCK cepil 3 MPoAyKL,i in
bulk, BurotoBneHoi Bupo6Hnkom KYCYM
XENTXKEP MBT NTA, IHAiA. 3a3HaueHHs
OYHKL BXE 3aTBEP)KEHOr0 BUPOOHMKA. 3MiHM
BHECEHO B iHCTPYKL;l0 415 MEAUYHOrO
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ginm
"Brpo6HuMK", "MicLe3HaxomKeHHs BUpOGHMKa Ta
afpeca MicLA NpoBaXeHHS MOro AisnbHocTi" y
3B'A3KY 3 BBE,EHHAM [0AAaTKOBOro BUPOOHNMKa,
AK HACNIfOK - 3aTBEPMAKEHHSA TEKCTY MapKyBaHHSA
yNakoBOK JlikapCbKoro 3acoby. BeeaeHHs 3MiH
NPOTArom 6-T1 MIiCALIB MiCNA 3aTBEPKEHHS.
3MiHu | TURY - 3MiHK Woao
6e3nekun/ethekTUBHOCTI Ta hapMakoHarnagy
(iHLWi 3MiHW) - 3MiHN BHECEHO B TEKCT
MapKyBaHHS1 BTOPUHHOT YNakoBKM MiKapCbKOro
3acoby y NyHKTU 16, 17 Ta B TEKCT MapKyBaHHs
NePBUHHOT YNakoBKW Y NyHKTX 11. 3MiHu | TRy -
3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUpOGHMLTBI. 3amiHa abo BBEAEHHS
[04aTKOBOT AiNbHULI BUPOBGHMLTBA A1 YaCTUHU
a60 BCbOro BUPOGHNYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (4iNbHULA 4715 BTOPUHHOIO
nakyBaHHs) - BBE[lEHHS a/lbTEPHATVBHOMO
BMpo6HMKa TOB "TNMEAGAPM NTA", YkpaiHa
BifiNOBIAabHOTO 32 BTOPUHHE NakyBaHHSA 3
npoaykuii in bulk, BurotosneHoi BUpOGHMKOM
KYCYM XENTXKEP MBT NTA, IHais.
3a3HauveHHsA QOyHKLli BXe 3aTBEepAKEHOro
BMPOGHUWKA. BBEAEHHA 3MiH NPOTATrOM 6-TW
MicsILiB Mic/1s 3aTBepAKEHHS.

355.

DOPKAN®

Mas3b, 3 MKr/T in bulk:
no 30 ry Ty6i, no
320 Ty6 y KapTOHHIl
ynakoBLi

TOB
«NMEOPAP
M NTO»

YkpaiHa

KYCYM XEJTTXKEP
MBT NTA,

IHais

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MmiHu | TMny - 3MiHKn 3 AKocTi. FoToBUIA
nikapcbkuid 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYOTLCS BUNYCKY cepil
Ta KOHTPOJI0 AKOCTi FOTOBOTO /iKapCbKOro
3acoby (3amiHa abo JofaBaHHSA BUPOGHKKA, Lo
Bignosigae 3a BBe3eHHA Ta/abo Bunyck cepii) -
Bkntoyaroumn KoHTposb/BUNpobyBaHHS cepii -
BBE/leHHs1 a/lbTepHaTMBHOTO BNUPO6HUka TOB
"TNEQ®APM NTA", YkpaiHa BignoBiganbHOro 3a
KOHTPO/Ib SIKOCTi Ta BUMYCK Cepil 3 MPOoAYyKL,i in
bulk, BurotoBneHoi Bnupo6Hnkom KYCYM
XENTXKEP MNBT NTA, IHAia. 3a3HayeHHs
YHKLil BXe 3aTBEPA)KEHOTO BUPOBHYKA.

UA/0082/02/01




264

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEpPKEHHSA. 3MiHY | TUny - 3MiHKW WoA0
6e3nekn/edhekTUBHOCTI Ta hapMakoHariagy
(iHLWi 3MiHW) - 3MiHN BHECEHO B TEKCT
MapKyBaHHs1 BTOPMHHOT YNakoBKM MiKapCbKoro
3ac06y y NyHKTW 16, 17 Ta B TEKCT MapKyBaHHS
NepPBWHHOT YNakoBKM y NyHKTX 11. 3MiHn | TRy -
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPO6GHMLTBI. 3amMiHa abo BBeAEHHS
[04aTKOBOT AiNIbHULI BUPOGHMLTBA A1 YaCTUHU
a60 BCbOro BMPOGHMYOro NpoLiecy roToBoro
nNikapcbKoro 3acoby (AiNbHULUA 415 BTOPUHHOTO
nakyBaHHS) - BBEiEHHSA a/IbTEPHATNBHOIO
BMpo6GHMKa TOB "TNEAGAPM NTA", YkpaiHa
BIANOBIAA/ILHOIO 3a BTOPVMHHE NaKyBaHHS 3
npoaykuii in bulk, BurotosneHoi BUpoGHMKOM
KYCYM XENTXKEP MBT NTA, IHAis.
3a3HauveHHs OyHKLli BXe 3aTBEpAKEHOro
BMPOGHMKa. BBeAeHHS 3MiH NpoTsArom 6-tv
MicALiB Nic/a 3aTBePAKEHHS.
356. | ®OPKCIr'A TabneTkun, BKpUTI AcTpa3eHek Lsewis lMepBuHHE Ta Benvka BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: 3a UA/13302/01/01
N1iBKOBOIO a Ab BTOpPUHHE BpuTtaHis/ 3miHu |l TUny - 3MiHn WoAao peyenmom
060/10HKOI0, M0 5 Mr; nakyBaHHs Ta Lseuis/ 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsay.
no 10 TabneTok y BWMYCK Cepil: CWA IHLWI 3MiHW, SKi He BBINLWAW y Liei po3gin, ski
6nicTepi; no 3 AcTpa3eHeka HOK BK/1I0YAIOTb NMOAAHHSA pe3y/ibTaTiB AOCAiAKeHb
6nictepu y NimiTen, Benvka [,0 KOMMETEHTHOTO opraHy - 3asiBHUKOM HaJaHo
KapTOHHI Kopoobui Bputanis; OHOB/IEHUIA MnaH ynpasniHHA pu3nkammn Bepcis
BrnpobyBaHHs 31.
nikapcbKoro 3acoby: 3MiHM BHeceHi Ao YacTuH |l «Cneyndpikauis 3
AcTtpa3eHeka AB, 6e3nekn» |l «MnaH 3 dhapmakoHarnagy», V
LLiBeuist; «3axoau 3 MiHimizauii pusukie», VI «Pestome
BunpobyBaHHs nnaHy ynpasiHHA pusmkamm», VIl «ogatku» y
nikapcbKoro 3acoby: 3B'AA3Ky 3 OHOB/IEHHSIM iHChOpMaLLii Mpo
AcTpa3eHeka Ab, 3aBepLueHe gocnigpkeHHs T2NOW.
LLiBeLis; BupobHuMK Pestome MnaHy ynpaBniHHA pu3nkamu Bepcis 31
Hepo3dacosaHoro [opaetbes
NPOAYKTY:
AcTpa3eHeka
PapmacboTHKaNc
nn, CWA
357. | ®OPKCIr'A TabneTkun, BKPUTI AcTpa3eHek Lsewis lMepBuHHE Ta Benvka BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 3a UA/13302/01/02
NAiBKOBOIO a Ab BTOPUHHE BpuTaHis/ 3MiHun Il TUny - 3MiHK WoAa0 peyernmom
o6onoHkoto, no 10 nakyBaHHs Ta Lseuis/ 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
Mmr; no 10 TabneTok BMNYCK cepil: CWA IHLWI 3MiHW, AIKi He BBINLWAW y Leii po3ain, sk

y 6nicTepi; no 3
6nictepu y
KapTOHHIlA KopooLi

AcTpa3eHeka FOK
Nimiteq, Benuka
BpuTaHis;
BunpobyBaHHs

BK/1I0YAIOTb MOAAHHSA pe3y/bTaTiB fOCAiAKEHb

[0 KOMMETEHTHOTO opraHy - 3asiBHVKOM HafaHo

OHOBNEHUIi MnaH ynpasniHHSA pusukamu Bepcis
31.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
nikapcbKoro 3acoby: 3MiHM BHeceHi o yacTuH |l «Cneyudikauis 3
AcTpa3eHeka Ab, 6e3neku» Il «MnaH 3 hapmakoHarnagy», V
Lsedjs; «3axoaM 3 MiHiMisauji pusukie», VI «Pe3iome
BunpobyBaHHs nnaHy ynpasniHHA pusnkamus, VIl «JoaaTtku» y
nikapcbKoro 3acoby: 3B'A3KY 3 OHOBJ/IEHHAIM iHhopMaLii Npo
AcTtpa3eHeka Ab, 3aBepLueHe gocnimpkeHHa T2NOW.
LLBeuist; BUpoGHMK Pestome MNnaHy ynpasniHHA pusukamu Bepcis 31
Hepo3gacoBaHOro fopaetbes
NPOAyKTY:
AcTpa3eHeka
PapmacboTUKanc
nn, CWA
358. | POPTYM® MOPOLLIOK ANt TOB YkpaiHa Eii Ci Ec flobdap ITania BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/1636/01/01
PO34UHY ON15 iH'EKLIA "CaHpo3 C.n.A. 3MiHu | TUNY - 3MiHK Woao peuenmom
no 500 mr; 1 chnakoH Ykpaina" 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3 MOPOLLKOM Y 3miHa yacToTu Ta/abo TepMiHiB nogaHHs
KapTOHHIlA KOpooLi perynsipHoO OHOBJIIOBaHMX 3BITIB 3 6e3neku
NiKapcbKnx 3aco6iB - 3MiHN y YaCTOTi Ta garax
nofaHHA perynsapHoO OHOB/OBAHOIO 3BIiTY 3
6esneku.
[itoua pepaxuis:
YacToTa noAaHHs perynsipHo OHOB/IIOBAHOTO
3BiTYy 3 6e3nekun 3 poku.
KiHueBa gata A4nsa BKIOUYEHH:A AaHux go PO3b -
17.10.2018 p.
[Jarta nogaHHs - 15.01.2019 p.
MponoHoBaHa pegakuis:
YacToTa noAaHHs perynsipHo OHOB/TIOBAHOTO
3BiTYy 3 6e3nekun 5 pokis.
KiHueBa gata A4nsa BKIOUYEHH:A AaHnx go PO36 -
17.10.2028 p.
[Jarta nogaHHs - 15.01.2029 p.
PekomeHgoBaHO [0 3aTBEPKEHHS BiNOBIAHO
[0 NepioANYHOCTI NOAAaHHA PerynspHo
OHOB/IOBaHMWX 3BITIB 3 6e3MeKn NiKapcbknx
3acob6iB y EC.
359. | POPTYM® NopoLLIOK AN TOB YkpaiHa Eii Ci Ec fobdap ITania BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/1636/01/02
PO34UHY ON151 iH'EKLLIA "CaHpo3 C.n.A. 3MiHu | TMNY - 3MiHK Woao peuenmom
no 1r; 1 conakoH 3 YkpaiHa" 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy.

MOPOLUKOM Y
KapTOHHIlA KopooLi

3MiHa yacToTu Ta/abo TepMiHiB nogaHHs
perynsipHoO OHOBJ/IHOBaHMX 3BITIB 3 6e3neku
NiKapcbKnx 3ac06iB - 3MiHN y YacTOTi Ta garax
NMoAaHHsA PerysiipHoO OHOBJIIOBAHOTO 3BITY 3
6esneku.
[itoua pepaxuis:
YacToTa nogaHHa perynspHo OHOBJ/IIOBAHOIO
3BiTYy 3 6e3nekun 3 poku.
KiHueBa faTa Ansa BKIKYeHHA aaHux go PO36 -
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

17.10.2018 p.
[Jarta nogaHHs - 15.01.2019 p.
MponoHoBaHa pegakuis:
YacToTa nogaHHa perynsapHo OHOBJ/IIOBAHOIO
3BiTYy 3 6e3nekun 5 pokis.
KiHueBa fata Ansa BkIUYeHHA gaHux go PO36 -
17.10.2028 p.

[Jarta nogaHHs - 15.01.2029 p.
PekomeHgo0BaHO [0 3aTBEPKEHHS BifNOBIAHO
[0 NepioANYHOCTI NOAAHHA PerynspHo
OHOBJIHOBAHUX 3BITiB 3 6E3MEKN JTiKapChKMX
3acobiB y €C.

360.

DPOPTYM®

NOPOLLIOK A/1A
PO34UHY ON15 iH'EKLIA
no 2r; 1 cpnakoH 3
MOPOLLKOM Y
KapTOHHIlA KOpooLi

TOB
"CaHpo3
Ykpaina"

Ykpaina

Eii Ci Ec flobdap
C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3miHa yacToTu Ta/abo TepMiHiB nogaHHs
perynsipHoO OHOBJIIOBaHMX 3BITIB 3 6e3neku
NiKapcbKnx 3aco6iB - 3MiHN y YaCTOTi Ta garax
nofaHHA perynsapHoO OHOB/OBAHOIO 3BIiTY 3
6esneku.

[itoua pepaxuis:

YacToTa noAaHHs perynsipHo OHOB/IIOBAHOTO
3BiTYy 3 6e3nekun 3 poku.

KiHueBa gata A4nsa BKIOUYEHH:A AaHux go PO3b -
17.10.2018 p.

[Jarta nogaHHs - 15.01.2019 p.
MponoHoBaHa pegakuis:

YacToTa noAaHHs perynsipHo OHOB/TIOBAHOTO
3BiTYy 3 6e3nekun 5 pokis.

KiHueBa gata A4nsa BKIOUYEHH:A AaHnx go PO36 -
17.10.2028 p.

[Jarta nogaHHs - 15.01.2029 p.
PekomeHgoBaHO [0 3aTBEPKEHHS BiNOBIAHO
[0 NepioANYHOCTI NOAAaHHA PerynspHo
OHOB/IOBaHMWX 3BITIB 3 6e3MeKn NiKapcbknx
3acob6iB y EC.

3a
peyenmom

UA/1636/01/03

361.

®PIBEN®
KOMBI
HEBYNA

PO34uH Ans
iHransyiin; no 4 mn 8
Hebyni; no 10 a6o
20 Hebyn y navui

AT
"®apmak”

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
YTOUHEHHS peecTpaLiiiHol npoueaypu B
Hakasi MO3 YkpaiHu Ne 918 Big 03.06.2025 -
3MiHu | TMNY - 3MiHK Woa0
6e3nekun/edhekTVBHOCTI Ta hapMakoHarnagy
(iHLWi 3MiHW) - 3MiHN BHECEHO B TEKCT
MapKyBaHHS NepBUHHOT Ta BTOPUHHOT YNakoBOK
nikapcbKoro 3acoby, a came BUTyYeHO
iHhopMaLito pociicbKolo MOBOI Ta aHriiCbKOK
MOBOI0. TepMiH BBEEHHSA 3MiH NPOTAroM 6
MicsiLiB nicns 3aTBepmKeHHs. 3MiHun | Tuny -
3MiHu Wwoao 6esnekn/edekTUBHOCTI Ta

3a
peyenmom

UA/18875/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
thapmakoHarnagy (iHwi 3miHn) - BHeceHo
He3HauHi 3MiHU Y TEeKCT MapkKyBaHHS NepBUHHOT
(Hebynn Ta npomikHOI) (NyHKTK 1, 6) Ta
BTOPUHHOI (NyHKT 1, 11, 16, 17) ynakoBku
nikapcbKoro 3acoby. TepMiH BBEAEHHS 3MiH
npoTArom 6 micsLiB Nicns 3aTBEPAKEHHS.
362. | ®YNIBECTPA | po3uvH 415 iH'eKUIN, EBEP ABcTpis Brpo6HMUTBO HimeuunHa BHECEHHS 3MiH 0 peecTpavljiiiHiX MmaTepianis: 3a He UA/18329/01/01
HT EBEP 250 mr/5 mn; no 5 BaniHgxekT nikapcbKoro 3acoby, 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peuyenmom | nidsisizae
DPAPMA M1y nonepeaHb0 6X BiANOBiAa/IbHNIA 3a HalilMeHyBaHHs Ta/abo agpecu micud
HarnoBHEHOMY KOHTpO/b cepii Ta NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
wnpuui; no 1 aéo 2 BMNYCK cepil: roTOBOro NikapcbKoro 3acoby, BKIYaun
nonepeaHL0 EBEP ®apma €Ha AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
HarnoBHEHNX vM6X, HimeyunHa; KOHTPOJI0 SIKOCTI. (LisNbHICTb, 3a Ky BiAnoBigae
wnpuuy 3 1 a6o 2 BMPOGHMK/IMNOPTEpP, BK/IOUAOUM BUMYCK Cepild)
6e3neyHnmm AnbTepHaTvBHa NpUBEAEHHS HanNVcaHHs agpecy BUPO6HMKa 3
rosiKamy y KapTOHHIA AinbHUUS BMPOGHNUUMY (PYHKLiSIMW: BUPOBHNLTBO
Kopobui; abo BTOPVHHOIO nikapcbkoro 3acoby, BianosigaibHU 3a
nakeTHa ynakoBKa: nakyBaHHs: KOHTPO/Ib Cepii Ta BUMNYCK Cepil y BiAMNOBIAHICTb
no5mny EBEP ®apma EHa 00 aAMiHICTPaTMBHUX LOKYMEHTIB BUPOOHUKA, a
nonepegHsL0 'M6X, HimeyunHa came: o CepTudpikaty BifgnoBigHOCTI BUMOram
HanoBHeHOMY GMP Bupo6HMKa Ta BUCHOBKY 040
Lwnpuui; no 2 NiATBEpKEHHS BiANOBIAHOCTI YMOB
nonepegHsL0 BUPOGHMLTBA NiKapCcbKknx 3acobiB BUMOram
HanoBHEHNX Hau1eXHOI BUPOOHUYOI NPaKTUKW. 3MiHN BHECEHO
Lnpmum 3 2 B HCTPYKL,i0 419 MEANYHOrO 3aCTOCyBaHHS
6e3neyHrMm nikapcbKoro 3acoby y po3gin
roniKkamu y KapTOHHI "Micue3HaxomKeHHs BUPOGHMKa Ta agpeca
Kopo6ui; no 3 MiCLA NPOBaXEHHS MOro AisnbHOCTI" 3
KapTOHHMX KOPOOKM, Bi4NOBiAHVMMN 3MiHAMMW B TEKCTI MapKyBaHHs
3anakoBaHi y ynakoBOK. BBeeHHS 3MiH NpOTArom 6-Tu
npo3opili nniBLj MicALB Mic/1a 3aTBepAKEHHS
363. | DYLUNC® Tabnetku no 50 wmr, TOB YkpaiHa BMPOGHULITBO, IHpis/ BHECEHHS 3MiH [0 peecTpayjiiiHux maTepianis: 3a He UA/7617/01/01
no 4 a6o no 10 «TNEQDAP nepsuHHe YkpaiHa 3MmiHu | TMny - 3MiHKW 3 AKocTi. FoToBUIA peyenmom | nidssi2ae
Tabnetok y 6nictepi; M NTO» nakyBaHHs, nikapcbkuii 3aci6. 3MiHM y BUPOOHMLTBI. 3amiHa
no 1 6nictepy B BTOPVIHHE ab0 BBeleHHA A0A4ATKOBOI AiNbHULLI
KapTOHHI ynakosL,i nakyBaHHs, BMPOGHMLTBA A1 YacTUHM abo BCbOro
KOHTPO/b SIKOCTI, BMPOGHNYOro NpoLecy roToBoro Nikapcbkoro
BMNYyCK cepil 3aco06y (4iIbHWLA 415 BTOPUHHOTO NakyBaHHS) -
abo BBEJEHHS a/IbTepHATNBHOrO BUpo6bHuka TOB
BMPOGHMLTBO "TNEA®APM NTA", YkpaiHa BignosifanbHOro 3a

npoaykuii in bulk:
KYCYM XENTXKEP
NBT NTA, Hais;
BTOPWHHE
naxkyBaHHs,
KOHTPO/b SIKOCTI,
BUNYCK cepii 3
npoaykuii in bulk:

BTOPVHHE NakyBaHHs 3 npoAykuii in bulk,
BMrOTOBNEHOI BUpoBOHKoM KYCYM XENTXKEP
MBT NTA, IHAia. 3a3HaueHHs yHKLi BXe
3aTBEPKEHNX BUPOOHUKIB. BBEAEHHS 3MiH
NPOTArom 6-T1 MiCALIB MiC/A 3aTBEPIAKEHHS.
3MmiHu | TNy - 3MiHKW 3 AKOCTi. FoTOBUIA
nikapcbkuid 3aci6. 3mMiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/aMiHu, L0 CTOCYTbCS BUMNYCKY cepil
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

TOB «NTEA®PAPM
NTA», YKkpaiHa

Ta KOHTPO/II0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3aMiHa ab0 AofaBaHHA BUPOOHUKA, LLLO
BiANoBigae 3a BBe3eHHA Ta/abo Bunyck cepii) -
Bkitoyaroumn KoHTposb/BUNpobyBaHHSA cepii -
BBEJEHHS aNibTepHaTUBHOrO BUpobHuKa TOB
"TNEAPAPM NTA", YKpaiHa BignoBifanbHOro 3a
KOHTPO/Ib SIKOCTi Ta BUMYCK cepil 3 MPoAyKL,i in
bulk, BurotoBneHoi Bnupo6Hnkom KYCYM
XENTXKEP MBT NTA, IHAiA. 3a3HaueHHs
dOYHKL BXe 3aTBEpOKEHVX BUPOOHMKIB. Y
3B’A3KY 3 BBEJeHHSIM [0AaTKOBOro BUPO6GHMKa —
3aTBEPMKEHHS IHCTPYKLIT A1A MeAnYHOro
3aCTOCyBaHHSA Ta TEKCTY MapKyBaHHS yNakoBKu/
nikapcbkoro 3acoby 15 A0AaTKOBOro
BMpo6Huka (TOB «MMEAPAPM NTA», YKpaiHa).
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBepMKEHHSA. 3MiHN | TUMY - 3MiHW 3 SIKOCTI.
[oTOBWI1 NikapCbkunii 3aci6. KOHTPOb TOTOBOrO
NiKapcbKoro 3acoby (iHLWi 3MiHW) - OHOB/IEHHS
BXe 3aTBepAKeHNX MeTOofiB KOHTPO/IO AKOCTI
niKapcbKoro 3acoby, a caMe: BUKTafeHHS TEKCTY
[epXXaBHOI MOBOIO 3TifHO Cy4aCHMX BUMOT.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBepKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) -3MiHN BHECEHO Yy TeKCT
MapKyBaHHS NePBUHHOI (MyHKTW 2, 6) Ta
BTOPWHHOI (NyHKTK 2, 8, 12, 16, 17) ynakoBku
niKapcbkoro 3acoby. BBeeHHS 3MiH NPOTAroM
6-TV MicALIB MiCNSA 3aTBEPLKEHHS.

364.

®YLUNC®

Tabnetku no 100 wr,
no 4 a6o no 10
TabneTtok y 6nictepi;
no 1 6nictepy B
KapTOHHIiA ynakoBL,i

TOB
«FNEAPAP
M NTO»

Ykpaina

BMPOGHMLTBO,
nepBuHHE
nakyBaHHs1,
BTOPUHHE
nakyBaHHs1,
KOHTPO/b SKOCTI,
BUMYCK cepil
abo
BVMPOGHMLTBO
npoaykuii in bulk:
KYCYM XENTXKEP
MBT NTA, IHgis;
BTOPUHHE
nakyBaHHs1,
KOHTPO/b SIKOCTI,
BWMNYCK cepii 3
npogykuii in bulk:
TOB «JIEA®APM

IHgis/
YKpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
abo BBeEeHHS 404AaTKOBOI AiNbHULL
BMPOGHMLTBA 4151 HACTUHM abo BCbOro
BMPOGHMYOTO NpoLecy roToBOro ikapcbKoro
3acoby (AinbHMLA AN BTOPUHHOTO NakyBaHHS) -
BBE[EHHS aflbTepHaTMBHOIO BUpobHuKa TOB
"TNEAPAPM NTA", YKpaiHa BignoBifanbHoro 3a
BTOPUHHE NaKyBaHHs 3 npoaykuii in bulk,
BUroTOBNEHOI BUPO6HMKOM KYCYM XENTXKEP
MBT NTA, IHAia. 3asHauyeHHsA hyHKLi BXe
3aTBEpIAXEHUX BUPOOHWKIB. BBEAEHHS 3MiH
NPOTArom 6-TW MICALIB NiC/A 3aTBEPAXKEHHS.
3MmiHu | TMny - 3MiHKn 3 AKocTi. FoToBUIA
nikapcbkuid 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYOTLCS BUNYCKY cepil
Ta KOHTPO/IK0 SIKOCTi FOTOBOTO NiKapCbKOro

3a
peyenmom

He
nionsieae

UA/7617/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

NTA», YKkpaiHa

3acoby (3amiHa abo JofaBaHHsA BUPOGHKKA, Lo
BignoBigae 3a BBe3eHHA Ta/abo BUNyck cepii) -
Bkntoyaroun KOHTposb/BUNpobyBaHHA cepii -
BBE/leHHs1 a/lbTepPHaTMBHOTO BUPO6HUka TOB
"TNEQ®APM NTA", YkpaiHa BignoBiganbHOro 3a
KOHTPO/Ib SIKOCTi Ta BUMYCK Cepil 3 MPoAyKL,i in
bulk, BurotoBneHoi Bnupo6Hnkom KYCYM
XENTXKEP MNBT NTA, IHAia. 3a3HayeHHs
(OYHKL/ BXXe 3aTBEPAKEHUX BUPOBHNKIB. Y
3B’A3KY 3 BBEIEHHAM [04aTKOBOrO BUPOGHMKA —
3aTBEPMKEHHS IHCTPYKUIT 418 MeAUYHOro
3aCTOCYBaHHSA Ta TEKCTY MapKyBaHHS yNakoBKW
nikapcbKoro 3acoby 15 A0AaTKOBOro
BUpobHUuKa (TOB «MMEAPAPM NTO», YkpaiHa).
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS. 3MiHW | TUNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KOHTPOb roTOBOrO
NiKapcbKoro 3acoby (iHLi 3MiHW) - OHOBMEHHS
BXe 3aTBePAKEHNX METO/iB KOHTPO/IO AKOCTI
NikapcbKoro 3acoby, a came: BUKNaAEeHHS TEKCTY
[epXaBHOI MOBOHO 3rifHO Cy4acHUX BUMOT.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEpPKEHHSA. 3MiHY | TUny - 3MiHKW WoA0
6e3nekn/edhekTUBHOCTI Ta hapMakoHariagy
(iHWWi 3MiHW) -3MiHN BHECEHO Y TEKCT
MapKyBaHHSA NepPBUHHOT (NyHKTY 2, 6) Ta
BTOPUHHOI (NyHKTK 2, 8, 12, 16, 17) ynakoBku
nikapcbkoro 3acoby. BBeeHHs 3MiH MPOTAroM
6-TU MicALIB Nic/1a 3aTBEPKEHHS.

365.

DYLMC®

Tabnetku no 150 wmr,
no 1 a6o no 2, abo
no 4 Tabnetkn y
6nictepi; no 1
6nictepy B
KapTOHHIiA ynakoBL,i

TOB
«MNEAPAP
M NTO»

YkpaiHa

BMPOGHMLTBO,
nepBuHHE
nakyBaHHs1,
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUMYCK cepil
abo
BUPOGHMLTBO
npoaykuii in bulk:
KYCYM XENTXKEP
MBT NTA, IHAis;
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BWMNYCK Cepii 3
npoaykuii in bulk:
TOB «MEAPAPM
NT0», YKpaiHa

IHpis/
YkpaiHa

BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis:
3MmiHu | TYny - 3MiHKW 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
ab0 BBeAeHHA A0AATKOBOT AifIbHUL
BMPOOHMLTBA 151 YACTUHM ab0 BCbOro
BMPOGHNYOro NpoLecy roToBoro Nikapcbkoro
3acoby (ginbHUUSA 418 BTOPUHHOTO NakyBaHHS) -
BBE/leHHs1 a/lbTepHaTMBHOIO BNUPo6HUka TOB
"TNEQ®APM NTA", YkpaiHa BignoBiganbHOro 3a
BTOPUHHE NakyBaHHSA 3 npogykuii in bulk,
BMroTOBNEHOI BUpo6HKOM KYCYM XENTXKEP
MBT NTA, IHAiA. 3a3HauyeHHs (hyHKLil BXe
3aTBEPMKEHUX BUPOOHNKIB. BBEAEHHS 3MiH
NPOTAroM 6-T1 MiCALIB MiC/IA 3aTBEPAKEHHS.
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. 3mMiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTLCS BUMYCKY cepil
Ta KOHTPO/I0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo fofaBaHHs BUPOOHUKA, L0

Neo 1 - 6e3
peyenma;
Ne 2; Ne 4 -
3a
peyenmom

He
nionsieae

UA/7617/01/03




270

n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BiANoOBigae 3a BBe3€HHSA Ta/abo Bunyck cepii) -
Bk1toyaroum KOHTPosb/BUNPOBYBaHHA cepii -
BBEJIEHHS a/IbTepHATNBHOrO BUpo6HUKa TOB

"TNEAPAPM NTA", YkpaiHa BignoBifanbHOro 3a
KOHTPO/1b AAKOCTI Ta BUMYCK cepii 3 NpoAykuii in
bulk, BurotosneHoi Bnupo6bHnkom KYCYM
XENTXKEP MNBT NTA, IHAia. 3a3HayeHHs
dhYHKLI1 BXe 3aTBEpPOKEHNX BUPOOHMKIB. Y
3B’A3Ky 3 BBEA,EHHAM [04ATKOBOrO BUPOOHUKA —
3aTBEPMKEHHS IHCTPYKUIT 4189 MEeAUYHOro
3aCTOCyBaHHS Ta TEKCTY MapKyBaHHS YMakoBKu/
NiKapcbKoro 3acoby A5 A04AaTKOBOrO

BMpo6HuKa (TOB «MMEAPAPM NTA», YkpaiHa).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMAKEHHS. 3MiHN | TUNy - 3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6. KOHTPOb rOTOBOrO
nikapcbKoro 3aco6y (iHLi 3MiHW) - OHOBJIEHHS
BXE 3aTBEPKEHNX METOAiB KOHTPO/O AKOCTI

NiKapCbKoro 3acoby, a came: BUKNaAEHHS TEKCTY
[epXaBHOI MOBOHO 3TifHO Cy4aCHMX BUMOT.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBep/AKeHHS. 3MiHK | Tuny - 3MiHW WoAo
6e3nekun/ethekTUBHOCTI Ta hapMakoHarniagy

(iHLWi 3MiHW) -3MiHN BHECEHO Y TEKCT
MapKyBaHHS NepBUHHOT (MyHKTK 2, 6) Ta
BTOPWUHHOI (MYHKTK 2, 8, 12, 16, 17) ynakoBku
nikapcbkoro 3acoby. BBeeHHA 3MiH NPOTAroM
6-TN MicsALIB Nic/ia 3aTBEPAKEHHS.

366.

®YLNC®

Tabnetku no 200 wmr,
no 4 a6o no 10
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHI ynakosL,i

TOB
«NMEOPAP
M NTO»

YkpaiHa

BUPOBHULTBO,
nepBuHHE
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BMNyCK cepil
abo
BMPOGHMLTBO
npoaykuii in bulk:
KYCYM XENTXKEP
MBT NTA, IHAis;
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUNYCK cepii 3
npoaykuii in bulk:
TOB «[MIEA®APM
NTO», YkpaiHa

IHais/
YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MmiHu | Tvny - 3MiHKn 3 AKocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
ab0 BBeleHHA A04AaTKOBOI AiNbHULL
BMPOGHMLTBA A1 4aCTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBoro NikapcbKoro
3aco0by (4iIbHVLA 4515 BTOPUHHOTO NakyBaHHS) -
BBE/lEHHS a/IbTepHATNBHOrO BUpobHuka TOB
"TNEAPAPM NTA", YkpaiHa BignoBifansHoro 3a
BTOPVHHE NakyBaHHsA 3 npoAykuii in bulk,
BUrOTOBNEHOI BUpoBOHNKOoM KYCYM XENTXKEP
MBT NTA, IHgia. 3a3HaueHHs yHKLi BXe
3aTBEpPKEHMX BUPOOHUKIB. BBEAEHHS 3MiH
NPOTAroM 6-T1 MIiCALIB MiC/IA 3aTBEPIKEHHS.
3MmiHu | TYny - 3MiHKW 3 AKOCTi. FoTOBUIA
nikapcbkuid 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCS BUMYCKY cepil
Ta KOHTPO/I0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo fofaBaHHs BUPOOHUKA, L0
BiANoBigae 3a BBE3EHHSA Ta/abo BMnyck cepii) -

3a
peyenmom

He
nionsieae

UA/7617/01/04
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Bkitoyaroum KoHTposb/BUNpobyBaHHS cepii -
BBEJEHHS aNibTepHaTUBHOrO BUpobHuKa TOB
"TNEAPAPM NTA", YKpaiHa BignoBifanbHOro 3a
KOHTPO/Ib SIKOCTi Ta BUMYCK cepil 3 MPoAyKL,i in
bulk, BurotoBneHoi Bupo6Hnkom KYCYM
XENTXKEP MBT NTA, IHAiA. 3a3HaueHHs
dOYHKL BXe 3aTBEpOKEHVX BUPOOHMKIB. Y
3B’A3KY 3 BBEJeHHSIM [04aTKOBOro BUPO6GHMKa —
3aTBEPMKEHHS IHCTPYKLIT 418 MeAnYHOro
3aCTOCyBaHHA Ta TEKCTY MapKyBaHHS YNakoBKu/
nikapcbkoro 3acoby 15 A0AaTKOBOro
BMpo6Huka (TOB «MMEAPAPM NTA», YKpaiHa).
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBepMKEHHS. 3MiHN | TUMy - 3MiHW 3 SKOCTI.
[oTOBWI1 NikapCbkunii 3aci6. KOHTPOb rOTOBOrO
NiKapcbKoro 3acoby (iHLWi 3MiHW) - OHOBJ/IEHHS
BXe 3aTBepAKeHNX MeTO/iB KOHTPO/IO AKOCTI
niKapcbKoro 3acoby, a caMe: BUKTafeHHS TEKCTY
[epXXaBHOI MOBOIO 3TifHO Cy4aCHMX BUMOT.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBepKEHHS. 3MiHK | Tuny - 3MiHK Wwogo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) -3MiHN BHECEHO Y TEKCT
MapKyBaHHS NePBUHHOI (MyHKTW 2, 6) Ta
BTOPWHHOI (NyHKTKM 2, 8, 12, 16, 17) ynakoBku
niKapcbKoro 3acoby. BBeeHHS 3MiH NPOTAroM
6-TV MicALIB MiCNS 3aTBEPLKEHHS.

367.

®YLUNC®

TabneTku no 50 mr,
in bulk: no 4
Tabnetkn y 6nictepi;
no 140 6nicTepiB y
KapTOHHI Kopo6Lyj;
in bulk: no 10
Tabnetok y 6nictepi;
no 360 6nicTepis y
KapTOHHI Kopobui

TOB
«FNEAPAP
M NTO»

Ykpaina

KYCYM XE/TTXKEP
MBT NTL,

IHais

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
abo BBeEeHHS 404aTKOBOI AiNbHULL
BMPOBHMLTBA 4151 YACTUHM abo BCbOro
BMPOGHMYOTO NpoLecy roToBOro ikapcbKoro
3acoby (ginbHMLA ANS BTOPUHHOTO NakyBaHHS) -
BBE[EHHS aflbTepHaTUBHOIO BUpobHuKa TOB
"TNEAPAPM NTA", YKpaiHa BignoBiganbHoro 3a
BTOPUHHE NaKyBaHHS 3 npoaykuii in bulk,
BUroTOBNEHOI BUPO6HMKOM KYCYM XENTXKEP
MBT NTA, IHgia. 3a3HauyeHHsA hyHKLi BXe
3aTBEpIAXEHUX BUPOOHNKIB. BBEEHHS 3MiH
NPOTArom 6-TW MICALIB NIiC/A 3aTBEPAXKEHHS.
3MmiHu | TMny - 3MiHKn 3 AKocTi. FoToBUIA
nikapcbkuid 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYHTLCS BUNYCKY cepil
Ta KOHTPO/IH0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo JofaBaHHsA BUPOGHKKA, Lo
BignoBigae 3a BBe3eHHA Ta/abo Bunyck cepii) -
Bkntoyakumn KOHTposb/BUNpobyBaHHS cepii -

UA/19806/02/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BBE/leHHs1 a/lbTepHaTMBHOTO BUPO6HUka TOB
"TNEQ®APM NTA", YkpaiHa BignoBifanbHOro 3a
KOHTPO/Ib SKOCTi Ta BUMYCK Cepil 3 NPoAyKL,i in
bulk, BurotoBneHoi Bnupo6Hnkom KYCYM
XENTXKEP MNBT NTA, IHAia. 3a3HayeHHs
(hYHKLI BXXe 3aTBepAXEHNX BUPOBHNKIB.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBepMKEHHS. 3MiHN | TUMy - 3MiHW 3 SKOCTI.
[oTOBWI1 NiKapCbkuii 3aci6. KOHTPOb TOTOBOrO
NiKapcbKoro 3acoby (iHLWi 3MiHN) - OHOB/IEHHS
BXe 3aTBepAKeHNX MeTO/iB KOHTPO/IO AKOCTI
NiKapcbKoro 3acoby, a caMe: BUKIafeHHS TEKCTY
[epXXaBHOI MOBOIO 3TifHO Cy4aCHMX BUMOT.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.

368.

®YLUNC®

Tabnetku no 100 wmr,
in bulk: no 4
Tabnetkn y 6nictepi;
no 100 6nicTepiB y
KapTOHHI Kopo6Lyj;
in bulk: no 10
Tabnetok y 6nictepi;
no 320 6nicTepis y
KapTOHHI Kopoobui

TOB
«FNEAPAP
M NTO»

Ykpaina

KYCYM XE/TTXKEP
MBT NTL,

IHais

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TUnNy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
abo BBeEeHHS 40A4AaTKOBOI AiNbHULL
BMPOGHMLTBA 4151 HACTUHM abo BCbOro
BMPOGHNYOro MPOLECY roTOBOrO NiKapCbKOro
3acoby (ginbHMLA ANS BTOPUHHOTO NakyBaHHS) -
BBEJEHHS aflbTepHaTUBHOIO BUpobHuKa TOB
"TNEAPAPM NTA", YKpaiHa BignoBifanbHoro 3a
BTOPUHHE NaKyBaHHS 3 npoaykuii in bulk,
BUrOTOBNEHOI BUPO6HMKOM KYCYM XENTXKEP
MBT NTA, IHAia. 3asHauyeHHsA hyHKLiT BXe
3aTBEpIAXEHUX BUPOOHWKIB. BBEAEHHS 3MiH
NPOTAroM 6-TW MICALIB NIiC/1A 3aTBEPAXKEHHS.
3MmiHu | Tvny - 3MiHKn 3 AKocTi. FoToBUIA
nikapcbkuid 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYHOTLCS BUNYCKY cepil
Ta KOHTPOJII0 AKOCTi FOTOBOTO /iKapCbKOro
3acoby (3amiHa abo JofaBaHHsA BUPOGHKKA, Lo
Bignosigae 3a BBe3eHHA Ta/abo Bunyck cepii) -
Bkntoyaroun KoHTposb/BUnNpobyBaHHS cepii -
BBE/leHHs1 a/lbTepHaTMBHOIO BNUPo6HUka TOB
"TNEQ®APM NTA", YkpaiHa BignoBiganbHOro 3a
KOHTPO/Ib SIKOCTi Ta BUMYCK Cepil 3 MPOoAYyKL,i in
bulk, BurotoBneHoi Bnupo6Hnkom KYCYM
XENTXKEP MNBT NTA, IHAia. 3a3HayeHHs
YHKLI BXE 3aTBEPIKEHNX BUPOOHWKIB.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEepMKEHHS. 3MiHN | TUNy - 3MiHW 3 SIKOCTI.
[oTOBWIN NikapcbKnii 3aci6. KOHTPOb rOTOBOTO
NiKapcbKoro 3acoby (iHLWi 3MiHW) - OHOBJIEHHS
BXe 3aTBepAKeHNX MeTO/iB KOHTPO/IO AKOCTI
NiKapCcbKoro 3acoby, a caMe: BUKIafeHHS TEKCTY

UA/19806/02/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

[epXXaBHOI MOBOIO 3TifHO Cy4aCHMX BUMOT.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.

369.

DYLUNC®

Tabnetku no 150 wmr,
in bulk: no 1 a6o no
2 Tabnetkn y
6nicTepi; no 120
6nictepiB y
KapTOHHI Kopo6Lyj;
in bulk: no 4
Tabnetkn y 6nictepi;
no 100 6nicTepiB y
KapTOHHIA Kopoo6Li

TOB
«FNEAPAP
M NTO»

Ykpaina

KYCYM XE/TTXKEP
MBT NTL,

IHais

BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis:
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
abo BBeEeHHS 404AaTKOBOI AiNbHULL
BMPOGHMLTBA 4151 HACTUHM abo BCbOro
BMPOGHNYOro MPOLECY rOTOBOrO NiKaPCbKOro
3acoby (AinbHMLA AN BTOPUHHOTO NakyBaHHS) -
BBE[EHHS aflbTepHaTUBHOIO BUpobHuKa TOB
"TNEAPAPM NTA", YKpaiHa BignoBifanbHoro 3a
BTOPUHHE NaKyBaHHs 3 npoaykuii in bulk,
BUroTOBNEHOI BUPO6HMKOM KYCYM XENTXKEP
MBT NTA, IHAia. 3asHauyeHHsA hyHKLi BXe
3aTBEpIAXEHUX BUPOOHNKIB. BBEAEHHS 3MiH
NPOTArom 6-TW MICALIB NIiC/A 3aTBEPAKEHHS.
3MmiHu | TMny - 3MiHKn 3 AKocTi. FoToBUIA
nikapcbkuid 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYOTLCS BUNYCKY cepil
Ta KOHTPOJI0 AKOCTi FOTOBOTO /iKapCbKOro
3acoby (3amiHa abo JofaBaHHsA BUPOGHKKA, Lo
Bignosigae 3a BBe3eHHA Ta/abo Bunyck cepii) -
Bkntoyaroumn KoHTposb/BUnNpobyBaHHS cepii -
BBE/leHHs1 a/lbTepHaTMBHOTO BNUPO6HUka TOB
"TNEQ®APM NTA", YkpaiHa BignoBiganbHOro 3a
KOHTPO/Ib SIKOCTi Ta BUMYCK Cepil 3 MPOoAYyKL,i in
bulk, BurotoBneHoi Bnupo6Hnkom KYCYM
XENTXKEP MNBT NTA, IHAia. 3a3HayveHHs
YHKLI BXE 3aTBEPIKEHNX BUPOOHWKIB.
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB micns
3aTBepMKEHHS. 3MiHN | TUNy - 3MiHW 3 SIKOCTI.
[oTOBWI Nikapcbknii 3aci6. KOHTPOb rOTOBOTO
NiKapcbKoro 3acoby (iHLWi 3MiHW) - OHOBJIEHHS
BXe 3aTBepA)KeHNX METO/iB KOHTPO/IO AKOCTI
NiKapcbKoro 3acoby, a caMe: BUKTafeHHS TEKCTY
[epXXaBHOI MOBOHO 3TifHO Cy4aCHWX BUMOT.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHSI.

UA/19806/02/03

370.

DYLUNC®

TabneTku no 200 mr,
in bulk: no 4
Tabnetkn y 6nictepi;
no 100 6nicTepiB y
KapTOHHI KopobLyj;
in bulk: no 10
Tabnetok y 6nictepi;
no 180 6nicTepiB y
KapTOHHI/ Kopobui

TOB
«FNEQPAP
M NTO»

YkpaiHa

KYCYM XE/TTXKEP
MBT NTL,

IHAjA

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHu | TMNy - 3MiHKW 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa
abo BBefEeHHA A0AATKOBOT AiNTbHUL
BMPOGHMLTBA A1 4ACTUHM abo BCbOro
BMPOGHMYOro MPOLEecy roToBoro NikapcbKoro
3acoby (ginbHMULA AN BTOPUHHOTO NakyBaHHS) -
BBEJEHHS afibTepHaTMBHOIO BUpobHuka TOB
"rNEAPAPM NTA", YKpaiHa BignoBiganbHoro 3a

UA/19806/02/04
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PeecmpayjitiHa npoyedypa

Ymosu

Peknam

Homep

n/n

Hassa
JliKapcbKO20

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Bionycky

yBaHHs

peecmpayitiHo2o

nocsBi0YeHHs

3acoby

BTOPUHHE NaKyBaHHA 3 npoaykuii in bulk,
BUroTOBNEHOI BUPO6HMKOM KYCYM XENTXKEP
MNBT AT/, IHais. 3a3HaveHHs yHKLii Bxe
3aTBEPMAXEHUX BUPOOHNKIB. BBEAEHHS 3MiH
NPOTArom 6-TW MICALIB NIiC/A 3aTBEPAXKEHHS.
3MiHu | TUNY - 3MiHK 3 AkocTi. FoToBUIA
nikapcbkuid 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYHOTLCS BUNYCKY cepil
Ta KOHTPOJII0 SAKOCTi FOTOBOTO /NiKapCbKOro
3acoby (3amiHa abo JofaBaHHsA BUPOGHKKA, Lo
BignoBigae 3a BBe3eHHA Ta/abo BUnyck cepii) -
Bkntoyaroun KOHTposb/BUNpobyBaHHA cepii -
BBE/leHHS1 a/lbTepHaTMBHOTO BNUPO6HUka TOB
"TNEQ®APM NTA", YkpaiHa BignoBiganbHOro 3a
KOHTPO/Ib SIKOCTi Ta BUMYCK Cepil 3 MPoAyKL,i in
bulk, BurotoBneHoi Bnupo6bHnkom KYCYM
XENTXKEP MNBT NTA, IHAia. 3a3HayeHHs
(hYHKLI BXXe 3aTBEpAXEHNX BUPOBHNKIB.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEepMKEHHS. 3MiHN | TUMY - 3MiHW 3 SKOCTI.
[oTOBWI1 NikapCbkuMii 3aci6. KOHTPOb TOTOBOrO
NiKapCcbKoro 3acoby (iHLWi 3MiHW) - OHOB/IEHHS
BXe 3aTBepAKeHNX MeTOfiB KOHTPO/IO AKOCTI
NiKapcbKoro 3acoby, a caMe: BUKTafeHHS TEKCTY
[epXXaBHOI MOBOHO 3TifHO Cy4aCHWX BUMOT.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS.

UA/9664/01/01

371.

XENNEKC®
AHTUKONA

Tabnetku: in bulk: no
5000 Tabnetok y
noAgiiHoMy
nonieTnaeHoBoMy
nakeTi B KOHTelHepi

TOB «MoBi
Xenc»

Ykpaina

CaBa Xenckea /ita,
IHais; Megiton
dapmacbtoTikan
Nta., YropwuHa

IHgis/
YropLmHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TUnYy - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosBigHOCTI
€Bponelicbkiin dhapmakonei/moHorpadii.
MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: ans
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[,0NOMDKHOT pevyoBrHU (cepTudpikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNeHW cepTUdikaT Bif, yXe 3aTBEepAXEHOro
BUpPOGHMKa. MogaHHA OHOBNEHOrO cepTudikaTa
BiAnoBigHOCTI €Bponelicbkin hapmakonei R1-
CEP 2002-020-Rev 09 (3aTBepgkeHo: R1-CEP
2002-020-Rev 08) ansa fioyoi pevoBuHU
MapaueTamon Bif, 3aTBEPIAXEHOr0 BUPOOHUKA
Farmson Pharmaceutical Gujarat Private
Limited, India.

3miHu | TMNYy - 3MiHK 3 skocTi. CepTudikat




Hassa

3asaBHUK

275

n/n

JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

372.

XEJINMEKC®

Tabnetku; no 4

TOB «MosBi

BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkiii hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onqa BuxigHOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[OMOMDKHOT peyoBMHY (cepTuddikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNEHWi cepTUdikaT Bif, y)Xe 3aTBEPAXEHOro
BMPOGHMKa. MogaHHs OHOBEHOro cepTudiikata
BiANOBIAHOCTI E€Bponeiickkili hapmakonei CEP
2002-020-Rev 10 ansa Oito4oi pevoBUHU
MapavueTamon Bif, 3aTBEPAXEHOr0 BUPOOHUKA
Farmson Pharmaceutical Gujarat Private
Limited, India. 3MiHu | TUNY - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONechbkili
hapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudikara BiAnosigHOCTi abo
BWyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiickkili hapmakonei: gns A®l; ons
BUXiQHOTO MaTepiany/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; oA fonoMiXHOT pevyoBuHY (cepTudpikat
BifnoBigHoOCTI €Bponelickkili hapmakonel) -
OHOBNeHW cepTUdikaT Bif, y)Xe 3aTBEpAKEHOr0
BMPOO6HYKa. MogaHHA OHOBMEHOTO cepTudikaTta
BiNoBigHOCTI E€Bponelickkilt hapmakonei CEP
2002-020-Rev 11 gns [jto4oi pe4yoBuHMu
MapaueTamon Big, 3aTBEPAXKEHOIO BUPOOHMKA
Farmson Pharmaceutical Gujarat Private
Limited, India. OHoBneHHsi CEP Bigbynoch y
3B'A3KY 3i 3MiHOI Ha3BU BUPOGHMKa AD|
(nponoHosaHa: Farmson Basic Drugs Private
Limited, India).

AHTUKON,

Tabnetkn y 6nictepi;
no 1 6nictepy B
KapTOHHIA nayuj; no
4 TabneTkn y
6nicTepi; no 1
6nictepy B
KapTOHHII nauyui; no
10 nayokK y rpymnosii
KapTOHHIA ynakoBL,i;

Xenc»

no 4 Tabnetkn y

YkpaiHa

CaBa Xenckea Jita,
IHAaia; Megiton
dapmachboTikan
nra., YropwuHa

IHais/
YropLmHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3Mminn | TUnYy - 3MiHn 3 sKocTi. CepTudpikar
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiit hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BuxigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPO6HMLTBI API; Ans
[OMOMDKHOT peyoBMHU (cepTudiikat

6e3
peuyenma

UA/9824/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

6nicTepi; no 1
6nictepy B
KapTOHHI nayuj; no
20 na4ok y rpynosiii
KapTOHHIA ynakoBL,i;
no 10 TabneTtok y
6nicTepi; no 1
6nictepy B
KapTOHHI nayuyj; no
10 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHI/ nayuj; no
10 nayokK y rpymnosii
KapTOHHIiA ynakoBL,i

BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNEeHWi cepTUdikaT Bif, y)Xe 3aTBEpAXEHOro
BMPOGHMKa. MogaHHs OHOBEHOTO cepTudiikata

BiANOBigHOCTI EBponelicbkin hapmakonei R1-
CEP 2002-020-Rev 09 (3aTBEepaxeHo: R1-CEP
2002-020-Rev 08) ansa [ito4oi pevoBuHM
MapaueTamon Big, 3aTBEPAKEHOIO BUPOOHMKA
Farmson Pharmaceutical Gujarat Private
Limited, India.

3miHu | TUny - 3MiHn 3 akocTi. CepTudikar

BignosigHocTi/l E-cepTudikar BignosigHoCTi

€sponelicbkili hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo OHOBMEHOroO cepTudikaTa

BiANOBIAHOCTI ab0 BU/TyYEHHSA cepTudikata

BifNOBigHOCTI E€Bponelickkili hapmakonei: ans
A®l; ansa BuxigHoro
matepiany/peareHTy/NPOMKHOIo NPOAYKTY, WO

BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans

[OMOMDKHOT peyoBMHY (cepTudiikat

BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOBNEHWIA cepTUdikar Bif yxe 3aTBepaKeHoro
BMPOGHMKa. MNogaHHs OHOBMEHOrO cepTudiikata
BiANoBigHOCTI EBponeiickkili hapmakonei CEP

2002-020-Rev 10 gns [jto4oi peqyoBuHm
MapaueTamon Big, 3aTBEPAKEHOIO BUPOOHMKA
Farmson Pharmaceutical Gujarat Private
Limited, India. 3MiHu | TUNY - 3MiHK 3 AKOCTI.
CepTtudikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiichbkili
thapmakonei/mMmoHorpadii. NMogaHHs HOBOro abo
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTI abo
BWYYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BVXiHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
A®I; ona AONOMIKHOT peqoBuHU (cepTudikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNEeHWi cepTUdikaT Bif, y)Xe 3aTBEpAXEHOro
BMPOGHMKa. MogaHHs OHOBEHOro cepTudiikata
BiANOBIAHOCTI E€Bponeiickkili hapmakonei CEP
2002-020-Rev 11 ansa Oito4oi pevoBUHU
MapavueTamon Bif, 3aTBEPAXEHOr0 BUPOOHUKA
Farmson Pharmaceutical Gujarat Private
Limited, India. OHoBneHHs CEP Big6ynocb y
3B'A3KY 3i 3MiHOIO Ha3BW BUPOGHMKA API
(nponoHoBaHa: Farmson Basic Drugs Private
Limited, India).

373.

XYMYNIH

PO34MH NS iH'eKLiR,

Jlinni ®paHc

PpaHuis

Jlinni ®paHc

PpaHuis

BHECEHHS 3MiH [10 peecTpaLjiiHiX maTepianis:

3a

UA/8571/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
PErynap 100 MO/mn; no 3 Mn 3miHu | TYny - 3MiHKW 3 AKoCTi. FoTOBUIA peyenmom
y CKNsiHOMY nikapcbkuii 3aci6. KOHTPO/b roTOBOrO

KapTpuaxi; no 5
KapTpuaXiB y
KapTOHHI nayuj; no
3 My CKIsAHOMY
KapTpuaxi; no 1
KapTpuaxy y
LINPUL-pY Ly
KsikMeH; no 5
LUMPULL-PYYOK Y
KapTOHHIA navui

nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AONYCTUMKX MEX FOTOBOr0
nikapcbKoro 3acoby (iHLi 3MiHK) [JONOBHEHHSA
[OMYyCTUMUX MEX O/18 TECTY «BMIiCT
MeTakpe3ony» y cneyudikadii Ha Bunyck Ta
TepMiH NpUAATHOCTI NliKapCbKOro 3acoby
KiNbKiICHUMY 3HaUYeHHAMU. [aHa He3HavyeHa
3MiHa pefakuiiHoro xapakTepy 403B0o/S€E GinbLu
TOYHO onucatu gonyctumi nimitn: 90-110% Big,
3a8B/1EHOI KinbKocTi (2,25 mr/mn — 2,75 mr/mn) -
3miHu | TMny - 3MiHKW 3 AKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTposb rotToBoro
nikapcbkoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHSA roTOBOrO /liKapCbKoro 3acoby
(BnnyyeHHs MeToAy BUNPOBYBaHHS, AKLLO BXe
3aTBEPMKEHNI anbTepHaTMBHWIA MeToq) -
BunyyeHHs OCHOBHOrO MeTOZy BU3HAYEHHSA
BMICTYy KOHCepBaHTy (MeTakpe3ony, A00104
(HPLC)) B cneuudpikaLisix Ha BUNYCK Ta TepMiH
npuAaTHOCTI /liKapCbKOro 3acoby.
ANbTepHaTUBHWI METOA, BU3HAYEHHS BMICTY
KOHcepBaHTy (MeTakpesony, B03996 (HPLC)),
KW ByB 3aTBEPPKEHNI paHilwe, byae
BMKOPWUCTOBYBATMCA i Hagani - 3miHu | Tuny -
3MiHn 3 axocTi. CepTudikar BignosigHocTi/IE-
cepTudikaT BigNoBigHOCTI EBpoNeichkiii
thapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeoOXIAHICTIO NpUBEAEHHS Y BIANOBIAHICTbL A0
MoHorpadii J®Y abo €Bponeincbkoi
thapmakonei, abo iHLWOoT HauioHa/IbHOT
thapmakonei gepxasu E€C (3miHa 'y
cneuudikauisix, NnoB'A3aHa 3i 3MiHamu B JdY,
abo €sponelicbkiin hapmakonei, abo iHLUii
HauioHasbHin dhapmakonei gepxasu €C) -
MprBeaeHHs crneumndikaliii Ha BUNYCK Ta TepMiH
NpUAAaTHOCTI NiKapcbKoro 3acoby y BiANOBIAHICTb
MoHorpadisim €Bponeiicbkoi thapmakonei,
BK/IIOHAK0UM foAaBaHHA HOBUX TecTis (TecTn
«A21-[e3amigo IHcyniH» «IHwWi Big A21-
[Jesamigo IHcyniH goMilwku», «Teepai
4acToukn», «EHAOTOKCUHUNY», «O6’EM, LLLO
BUTAraeTbCA») Ta BUIyYEHHS NOCUIaHb Ha
MeToAn BUPOOHUKa Ans TecTiB «KinbkicHe
BM3HAYEHHA», «laeHTudikauis»,
«BuncokomonekynapHuii npotein (HMWP») Ta
«A21-[le3amifio IHcyniH». 3MiHW | TUny - 3MiHK 3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
AKocTi. [oToBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO J1iKapcbKoro 3acoby (iHLi 3miHW) -
Mepeknag MKA Ha yKpaiHCbKy MOBY, HE3HAYHI
OHOBJ/IEHHS po3ainy MKSA «Cknagy» B YacTuHi
NPUMITOK Ta «YNnakoBka» (BUy4YeHO
iHhopMmaLLito o0 rpynoBOro nakyBaHHs)
374. | ULENb T PO34MH A5 iH'EKLNA Bionoriwe HimeuunHa Bionoriwe HimeuunHa BHECEHHS 3MiH 0 peecTpavljiiiHiX MmaTepianis: 3a UA/0020/01/01
IH'EKLJI no 2,0 mn B amnyni; Xainbmitte XaiinbMmiTTens 3MiHu | TUNYy - 3MiHK 3 siKocTi. FoTOBMIA peuenmom
no 5 amnyny Nb Xeenb Xeenb Mv6X nikapcbkuii 3aci6. Cuctema
KOHTYPHIi 6X KOHTeliHep/3aKynoptoBasibHWi 3aci6. 3MiHa
YapyHKOBIl nocTavasibHVKa nakyBasibHUX MaTepianis abo
ynakosLi; no 2 KOMMNAEKTYIOUMNX (SIKLLO 3a3HAYEHO B JOCLE)
KOHTYPHI YapyHKOBI (BUTyYEHHS NnocTavyabHKKa) - BUTyHEeHHS
yNaKkoBKU y KOPO6LL iHcbopMmaLii Mpo nocTavasibHMKa NakyBalbHOro
3 KapToHy; o 2,0 mn marepiany (amnynu). 3miHu | Tuny - 3miHu 3
B amnyni; no 5 AkocTi. [oToBWiA Nikapcbkuii 3aci6. Cuctema
ammnyn y KOHTYpHIiA KOHTeliHep/3aKynoptoBasibHKiA 3aci6. 3MiHa
YapyHKOBIl napameTpis cneuudikauiii Ta/abo JonycTUMmx
ynakosLii; no 20 MeX NepBVHHOT YNakoBKM rOTOBOTO NiKapCbKOro
KOHTYPHUX 3aco0by (4oNOBHEHHS crieundikaLii HoBUM
YapyHKOBMX MOKa3HWKOM 3 BigMNoBigH/M METOAOM
yMakoBOK y KOpo6Li BMNPOOYBaHHS) - AONOBHEHHSA crneumndikaii Ha
3 KapTOHY amnynu nokasHukom “Colour of glass” 3
BiANOBIAHWM MeTOA0M BUNPOOYBaHHSA. 3MiHu |
TMny - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKnii
3aci6. Cuctema KoHTeliHep/3aKynoproBasibHuWi
3aci6. 3miHa napameTpiB cneuudikauin Ta/abo
A0NYyCTUMUX MEX NEPBUHHOI YNakoBK/ rOTOBOIO
niKkapcbKoro 3acoby (iHLi 3MiHW) - BHECEHHSA 3MiH
A0 cneundikauii Ha amnynu, a came He3HayHe
KOpWryBaHHS KpUTEPIiB NPUAHATHOCTI AnA
nokasHuka “Break strength” (BepxHsa mexa
B/1ACHOI cneuudikaLii komnaxii Tpoxu
CKOpMroBaHa, BpaxoByloum 3ara/ibHOBU3HaHa
MakcumasibHa MiLHICTb Ha po3puWB, OnucaHa B
ctaHgaptax DIN gns amnyn 1 mna i 2 mn). 3miHn
| TMINY - 3MiHW 3 AKOCTI. FOTOBWIA NiKapCbKUiA
3aci6. Cuctema KoHTeliHep/3akynoproBasibHuWi
3aci6. 3miHa napameTpiB cneyudikauin Ta/abo
A0NYyCTUMUX MEX NEPBUHHOI YNakoBK/ rOTOBOIO
NiKapcbkoro 3acoby (40NOBHEHHSA cnevundikaui
HOBMM MOKA3HVKOM 3 BiAMNOBIAHUM METOA0M
BMNPOOYBaHHS) -
[OMOBHEHHS cneumdikaLii Ha amnynu
nokasHukom “Arsenic content”s BignoBsigHUM
MEeTOA0M BUNPOGYBaHHS.
375. | LEPBAPUKC | cycneHsia gns nakcoCmit Benuvka nakcoCmiTKnsinH Benebris BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a UA/16310/01/01
BAKUMHA iH'ekuili; no 0,5 mn KnsinH BpuTaHis Bionogxkikans C.A. 3minu | TMny - 3MiHK 3 AkocTi. APl. KoHTposb peyenmom
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

ona
MPO®INAKT
VKM
3AXBOPIOB
AHb, LLIO
BUK/NNKAIOT
bcA
BIPYCOM
MAMIIOMU
NOANHN
TWMIB 16 TA
18

(1 po3a) cycnensii
Ans iH'exuini y
nonepeAHL0
HanoBHEHOMY
LUNPULi 3 NOPLUHEM i
KOBMaykoMm y
KOMMN/IEKTi 3 FOJIKOI0
(y 6nicTepi) abo y
th/1aKoHi 3 MPOGKOIO;
no 1 nonepegHLO
HarnoBHEHOMY
LUNPULLY 3 FOSIKOO
abo no 1 diakoHy B
KapTOHHIA Kopobui 3
MapKyBaHHSAM
YKpaiHCbKOK MOBOIO;
no 0,5 mn (1 po3a)
cycnensii gns
iH'eKLin y
nonepegHL0
HarnoBHEHOMY
wnpuui 3
MapKyBaHHAM
iHO3EMHVMMMN MOBamu
3 MOPLUHEM i
KOBMaYkoM y
KOMI/IEKTi 3 FOJIKO0
(y 6nictepi) abo y
onakoHi 3
MapKyBaHHSAM
iHO3eMH1MKU MOBamu
3 npo6koto; no 1
nonepeAHL0
HanoBHEHOMY
LUMPKLLY 3 FOIKOO
abo no 1 dnakoHy B
KapTOHHI Kopobui 3
MapKyBaHHAM
iHO3EMHVMMN MOBamu
3i CTMKepom
YKpPaiHCLKOH MOBOK

Excnopt
Nimiten

A®l. 3miHa y meTogax BunpobyBaHHsa Ad| abo
BUXiAHOrO MaTepiany/npomixxHOro
NpOAYKTY/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuutea A®| (iHWi 3MiHN Y
MeToAax BUNPo6yBaHHA (BK/IOYAKUMN 3aMiHy
abo gonosHeHHs) A®| abo
BVIXiIHOro/NpoOMKHOr0O MPOAYKTY) -
3anponoHOBaHO HOBY YMOBY A/1A TECTYBaHHSA Ha
HasBHICTb Ta KifIbKiCTb aHaepo6HMX
aepoTo/IepaHTHNX MiKPOOPraHi3MiB y TECTi Ha
MiKpOOHE HaBaHTaXeHHS Ha eTani O4NHOYHOrO
360py (single harvest) y BUpo6HMYOMY npoLeci

376.

LIVIK/TOKC®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 10
Mr; no 14 TabneTok
y 6nicTepi, no 2 abo
no 4 6nictepay
KapTOHHI ynakosL,i

TOB
«MNEAPAP
M NTO»

YkpaiHa

KYCYM XENTXKEP
NBT NTA

IHais

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MiHu | TURY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy.
3MiHN Y KOPOTKIiil XapakTepucTuLj NikapCbkoro
3aco6y, TEKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHSA
reHepuyHUX/ribpuaHMXx/6ionodibHMX NiKapCbKUX

3a
peyerimom

He
niossieae

UA/19243/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3aco06iB Nic/1A BHECEHHSA TiET caMoi 3MiHW Ha
pethepeHTHW Npenapat (3MiHa He noTpebye
HaaHHSA XOAHMX HOBMX A0AATKOBUX AAHNX).
3MiHU BHECEHO [0 IHCTPYKLUIT AN MEeANYHOro
3acTocyBaHHSA NiKapcbKoro 3acoby y po3gim
"®apmakonoriyHi BnactusocTi”, "B3aemogis 3
HLWMMK NiKapCbKMKM 3aco6amMu Ta iHLWi BUam
B3aemogiit", "OcobMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHs y nepio BariTHOCTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
nosun”, "MepenosysaHHsA", "Mo6iYHI peakuii”
BIANOBIAHO A0 iHdopMmaL,i WoJ0 MegnyHoro
3aCTOCyBaHHA pethepeHTHOro Nikapcbkoro
3acoby (LWNPANEKC, TabneTkun, BKpUTI
nNiBKOBOIO 0O0/I0OHKOI). BBEAEHHS 3MiH
NpOTSArom 6-T MicsILB MicNsi 3aTBEPAKEHHS

3717.

LIMKTOKC®

TabneTtku, BKPUTI
nNiBKOBOIO
obonoHkoto, no 20
Mr; no 14 TabneTok
y 6nicTepi, no 2 abo
no 4 6nictepa y
KapTOHHIA ynakoBL,i

TOB
«NMEOPAP
M NTO»

YkpaiHa

KYCYM XEJTTXKEP
MBT NTA,

IHais

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHu | TMNy - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHU Y KOPOTKill XapakTepucTuLj NikapcbKoro
3ac06y, TEKCTI MapKyBaHHSA Ta iIHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHS
reHepuyHUX/ribpuaHNX/6ionoaibHMX NiKapCbKUX
3ac06iB nicns BHECEHHS TiEl camMoi 3MiHM Ha
pedhepeHTHW Npenapart (3MiHa He noTpebye
HafaHHSA XOAHMX HOBMX A0AATKOBUX AaHNX).
3MiHU BHECEHO [0 IHCTPYKUiT AN MEANYHOr0o
3aCcTOCyBaHHS NiKapCbKoro 3acoby y po3ginm
"apmakonoriyHi BnactnsocTi”, "B3aemogis 3
HLUIMMK NiKapCbKMMKM 3aco6amMm Ta iHLWi BUam
B3aemogiin", "OcobamMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHA y nepiof BariTHOCTi abo
rogyBaHHs rpygar”, "Cnocib 3actocyBaHHA Ta
po3n", "MepenosyBaHHs", "Mo6iyHI peakyii™
BigNoBiAHO A0 iHdopMaLil Loa0 MeauYHOro
3aCTOCYBaHHSA pethepeHTHOro NikapcbKoro
3aco6y (LWNPANEKC, TabneTkun, BKpUTI
NNiBKOBOI 060/10HKOID). BBEAEHHS 3MiH
npoTArom 6-T1 MicALiB Nicns 3aTBepAKEHHS

3a
peyenmom

He
nionsieae

UA/19243/01/02

378.

LN®PAH

TabneTku, BKpUTI
06010HKOt0, N0 500
mr; no 10 TabneTok
y 6nicTepi; no 1
6nictepy y
KapTOHHI KopoobLi

CaH
®apmacbioT
nkan
IHOacTpi3
Nimiten

IHAjA

CaH
dapmMacboTUKa
IHaacTpi3 Nimiteq,

IHAjA

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHu | TMNY - 3MiHK Woao
6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy.
BBeieHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy dhapmakoHarnsgy (BBefeHHs
y3arasibHeHVUX AaHux Npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
BiANOBiAANbHOI 3a 34ilicCHEHHS
dhapmakoHarnsgy; KOHTakTHOi ocobu 3

3a
peyenmom

UA/2897/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

thapmakoHarnagy 3asBHuKa Ans 34iiCHEHHSA
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHA Bif, YyNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLEeHHI MacTep-haiina cucremm
hapmakoHarnsgy). 3miHa ynoBHOBaXeHOi 0cobu
3asBHVKa, BigNoBigasIbHOI 3a hapMakoHarnsag.
[itoua pepakuis: Dr. Vivek Ahuja. MponoHosaHa
pegakuis: Himanika Arora. 3miHa KOHTaKTHMX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3asBHNKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg.

379.

LUNPPAH OD

TabneTkn
NPOJIOHIOBaHOT Aji,
BKPUTI NNiBKOBOO
06010HKOt0, Mo 1000
Mmr, no 5 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHIlA KOpooLi

CaH
PapmacbioT
nkan
IHpacTpi3
NimiTen

IHais

CaH
dapmMacboTUKa
IHpacTpi3 NimiTeq,

IHais

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cuctemy dhapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHKX Npo cUcTeMy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAANbHOI 3a 34iliCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
thapmakoHarnagy 3asBHuKa Ans 34iiCHeHHA
hapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHA BifJ, YyNOBHOB&XeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsgy
(BK/THOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-goaiisia cuctemm
hapmakoHarnsgy) - 3miHa ynoBHOBaXeHOTi
0co6u 3as1BHMKA, BiAnoBigabHOI 3a
thapmakoHarnag. fitoua pegakuis: Dr. Vivek
Ahuja. MNponoHoBaHa pegakuis: Himanika Arora.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0cobun
3a8BHMKA, BiANOBIA&/IbHOI 3a hapmakoHarnsg

3a
peyenmom

UA/2897/03/02

380.

LUNPPAH OD

TabneTkn
NPOIOHIOBaHOI Aji,
BKPUTI NNiBKOBOO
060/10HKO0, N0 500
Mmr, no 5 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHIlA KopooLi

CaH
®apmacbioT
nkan
IHOacTpi3
Nimiten

IHAjA

CaH
dapmMacboTUKa

IHaacTpi3 Nimiteq,

IHAjiA

BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis:
3MiHu | TMNY - 3MiHK Woao
6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy.
BBeieHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy thapmakoHarnsgy (sBefeHHs
y3arasibHeHVUX AaHux Npo cuctemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHoT ocobu,
BiANOBiAANbHOI 3a 34ilicCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
dhapmakoHarnsgy 3asaBHUKa g1 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, KLU0 BOHA
BiIMiHHa BifJ, YNTOBHOB&XeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsagy
(BKIHOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pPO3MiLLEeHHI MacTep-goaiisia cuctemu

3a
peyenmom

UA/2897/03/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

thapmakoHarnagy) - 3miHa yrnoBHOBaXeHOi
0co6M 3asBHMKA, BignoBigaibHOI 3a
thapmakoHarnag. fiova pegakuis: Dr. Vivek
Ahuja. NponoHoBaHa pegakuis: Himanika Arora.
3MiHa KOHTaKTHMX AaHNX YNOBHOBAXEHOI 0Co6U
3a8BHMKa, BiANOBIAa/IbHOI 3a hapMakoHarnsg

381.

FOHOPM®

cupon, 4,0 mr/5 mn
no 50 Mn y donakoHi;
no 1 dpnakony 3
MiPHVAM NPUCTPOEM Y
nauui

TOB "tOpis-
Papm”

Ykpaina

TOB "tOpis-®apm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpavljiiiHiX MmaTepianis:
3MiHu | TUNYy - 3MiHK 3 siKocTi. FoTOBMIA
nikapcbkuii 3aci6. CtabinbHICTb. 3MmiHa Yy
TepMiHax npuaaTHocTi abo yMoBax 36epiraHHs
roTOBOIO JIiKAPCbKOro 3acoby (3MEHLLEHHS
TEePMiHy NMPUAATHOCTI FOTOBOTO J1iKapCbKOro
3aco6y) - icna nepLuoro po3kpuTTS, BBEAEHHS
TepMiHy npugartHocTi /13 nicnsa nepluioro
PO3KPUTTS dh1akoHy 28 fAHiB 3aTBEpOKEHO: 2
pOKW. 3anponoHoBaHo: 2 poku. TepMmiH
NPUAATHOCTI NICNSA NEPLLOro PO3KPUTTSA h1akoHy
- 28 gHiB. 3MiHM BHECEHO B iHCTPYKLjO AN
MeAMYHOro 3acTOCYBaHHSA Ta KOPOTKY
XapakTepuUCTUKY /iKapCbKOro 3acoby y po3zin
"TepMmiH npugaTtHocTi" 3 BigNoBigHMMYN 3MiHAMU B
TEKCTi MapKyBaHHS YNakoBOK NiKapCcbKoro
3aco6y. BBefieHHs 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3arBepgkKeHHs. 3MiHn | Tuny - 3MiHN LWoAo
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsgy
(iHWi 3MiHW). 3MiHN BHECEHO B TEKCT
MapKyBaHHS BTOPUHHOI YNakoBKW NiKapCbKOro
3acoby y nyHkTK 4, 17 Ta B TEKCT MapKyBaHHS
NepBUHHOI YNaKoBKW y NyHKTN 17. BBeeHHA
3MiH NpOTArom 6-Tn Micauis nicns
3aTBEPAKEHHS

3a
peyenmom

He
nionsiecae

UA/14069/01/01

*y pa3i BHeCeHHs1 3MiH 00 iIHCMPYKYii Npo meduYyHe 3acmocyBaHHs

B.o. Haua/1IbLHUKAa

dapmalneBTUYHOI0 yNpaB/IiHHSA

I'PINEHKO

Onekcanjp
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