NEPENIK
NIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIONON4YHUX NMPENAPATIB), LLOAO AKUX BYJIU BHECEHI 3MIHU 10
PEECTPALUIMHNX MATEPIANIB, AKI BHOCATbCA A0 AEP>XKABHOI'O PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Dopatok 3

po Haka3y MiHicTepcTBa OXOpOHU
3popoB’s YkpaiHu «[po gepxaBHy
peecTpauilo (nepepeecTpalito)
nikapcbKnx 3acobiB (Megu4HNX
iMyHoGionoriyHux npenapariB) Ta
BHeCEeHHS 3MiH [0 peecTpauinHuX

MaTepianis»

Big 15.03.2022 Ne 486

(BBeZEHHS1 y3aranbHEHWX AaHUX MPO CUCTEMY

Ne Hasea dopma eunycky 3asieHUK KpaiHa Bupo6Huk KpaiHa PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asisHUKa eupobHuUKa eidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
1. ABITA3UM NOpPOLUOK ANsi Mictpan Kenitan AHnia BUPOBHMLUTBO ITanis/ BHECEHHS 3MiH 0O peecTpauinHnX maTepianis: 3MiHu | 3a UA/18808/01/01
PO34UHY iH'EKLN MO MeHepXmeHT roTOBOro MiKapCbKOro Kopes Tmny - AQMiHICTpaTVBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
1r,no1a6o 10 Jlimiteq 3acoby, BUMYCK cepii: Ta/abo agpecu 3asiBHUKA (BnacHMKa peecTpaLinHoro
chnakoHiB B ALIC IOBDAP C.IM.A,, NOCBIQYEHHST) - 3MiHa afipecu 3asiBHUKa
KapTOHHIN kopobLi ITanis;
BUPOBHMLTBO Ta
KOHTPOMb AKOCTI
CTepUnbHOI CyMiLli:
XAHMI GAMH
KEMIKAI KO., NTA.,
Kopes
2. AOEHYPIK® TabneTku, BKPUTI MeHapiHi Jrokcemby BupobHuLTBO «in PpaHuis/ BHECEHHS! 3MiH 10 peecTpauiiHnX maTepianis:aminu | 3a UA/13527/01/01
120 MI' NniBkOBOIO IHTepHelLoHan pr bulk» Ta KOHTpoOnb HimeuunHa MMy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
obornoHkoto, no 120 OnepenoHc cepin: MaTteoH dapmakoHarnsagy. BeegernHs abo 3aminn o
mr, no 14 TabneTok ITrokcembypr DdpaHuis, dpaHuis; y3aranbHeHUX AaHnx Npo cuctemy papmakoHarnsgy
y 6nicTepi, no 2, abo C.A. BupobHuLTBO «in (BBEOEHHS y3aranbHEHUX AaHWX NPO CUCTEMY
no 4, abono 6 bulk», nepBuHHe Ta dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
GnictepiB y BTOPUHHE MaKyBaHHS, BiANoOBiganbHOI 3a 34iMCHEHH:A hapMakoHarnaay;
KapTOHHiI kopobui KOHTPOSb Ta BUMYCK KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHuUKa ans
cepin: MeHapiHi-®oH 3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLO BOHa
XewnpeH Mm6X, BigMiHHa Bif ynoBHOBakeHOi ocobu, BianoBigansHoi 3a
HimeuunHa 30iNCHEHHS1 hapMakoHarnsay (BKMYaym KOHTaKTHi
AaHi) Ta/abo 3MiHKM y po3milLieHHi MacTep-danna
cucTeMu hapmakoHarnsigy) - 3MiHa KOHTakTHOI ocobu
3asiBHMKA, BignosiganbHoi 3a hapMakoHarnsag B YkpaiHi.
MponoHoBaHa pepakuisa: Kyuep MapuHa BacunisHa.
3MiHa KOHTaKTHWUX AaHUX KOHTaKTHOI 0CObM 3asBHUKA,
BiAgnoBiganbHoi 3a 34iMCHEHHS hapMakoHarnsay B
YKpaiHi
3. AOEHYPIK® TabneTku, BKPUTI MeHapiHi Jrokcemby Bupo6HuLTBO «in PpaHuisi/ BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:aMiHm | 3a UA/13527/01/02
80 MI NniBKOBOO IHTEepHelLoHan pr bulk» Ta koHTpONb HimeyumHa MMy - 3MiHK Wopao 6e3nekun/edeKTMBHOCTI Ta peuernmom
obornoHkoto, no 80 OnepenwoHc cepin: MaTteoH dapmakoHarnsagy. BeegerHs abo 3amiHn fo
mr, no 14 TabneTok TTrokcembypr DdpaHuis, dpaHuis; y3aranbHEeHUX AaHnx Npo cuctemy papmakoHarnsgy
y 6nictepi, no 2, abo C.A. BupoBHMLTBO «in
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KOHTelHepi; no 10
KOHTEeWHepiB y nayui
3 KapTOHY

3aCTOCyBaHHSA Nikapcbkoro 3acoby 4o posainy
"®apmakornoriyHi BnacTmBocTi" (BHECEHO iHbopMaLliito Ha
nigcTasi gaHUX AOKNIHIYHUX JochimxeHb). 3MiHK
BHeceHO B KOpOoTKy XxapakTepuCTUKY NikapCbKoro 3acody
[0 po3giny "®apmakoamMHamivHi BnactuBocTi" (BHECEHO
iHdbopMmaLito Ha migcTasi AaHUX AOKNIHIYHUX
pocnigpkeHb). BBegeHHs 3MiH npoTaroM 6-Tu micsauis

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 4, abo no 6 bulk», nepeuHHe Ta dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
6nictepiB y BTOPUHHE MaKyBaHHS, BiAMNOBiAAnNbHOI 3a 3AiNCHEHHs hbapmakoHarnsaay;
KapTOHHiIN kopobui KOHTPOMb Ta BUMYCK KOHTaKTHOI 0cobu 3 dhapmakoHarnagy 3asiBH1Ka ons
cepin: MeHapiHi-®oH 3piicHeHHs hapmakoHarnagy B YkpaiHi, SKLWO BOHa
XengeH MvoX, BiAMiHHa Bif ynoBHOBakeHOT ocobu, BiAnoBigansHoi 3a
Himeyumna 34iicHeHHs chapmakoHarnsgy (BKMYaryn KOHTaKTHI
naHi) Ta/abo 3MiHKM y po3milLieHHi MacTep-channa
cucteMu chapMakoHarnsify) - 3MiHa KOHTakTHOI ocobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsg B YkpaiHi.
MponoHoBaHa pepakuis: Kyyep MapuHa BacunisHa.
3MiHa KOHTaKTHMX JaHUX KOHTaKTHOT 0coOK 3asiBHUKA,
BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnagy B
YKpaiHi
4. ANOPIHK® NMOPOLLOK ANA AT "®apmak” Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3minu | bes UA/14814/01/01
0opanbHOro PO34nHy TUNY - NOAAHHSI OHOBIIEHOTO cepTuUdikaTa BiANoOBIQHOCTI peuenma
3i CMakoM YOpHOI €Bponecbkin dapmakonei Ne R1-CEP 2012-148 - Rev
cMopoauHn no 5,2 r 02 gns A®I napaueTtamony Bif BXe 3aTBEPIKEHOIO
B cawe; no 10 cawe BupobHuka Hebei Jiheng (Group) Pharmaceutical Co.,
B MayLji 3 KApTOHY Ltd, China, sikuit amiHMB Ha3By Ha Shenzhou Jiheng
Pharmaceutical Co., Ltd, China; 3miHu | Tvny - nogaHHs
OHOBEHOoro cepTudikarta BianoBigHOCTI €BpoNenchKin
capmakonei Ne R1-CEP 2012-148 - Rev 03 ans Adl
napaueTamorny Bif BXe 3aTBepAKEHOro BUpobHuka
Shenzhou Jiheng Pharmaceutical Co., Ltd, China, y
Hacnigok 3MiHM Ha3Bu BnacHuka CEP
5. ANOPIHK® MOPOLLOK ANA AT "®apmak” Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis:3minu | bes UA/14813/01/01
0OpanbHOro Po34nHy TUMY - NOAAHHSI OHOBIIEHOIO cepTuUdikaTa BiAnoBiAHOCTI peuenma
3i CMaKoM NMMOHY €sponericbkint hapmakonei Ne R1-CEP 2012-148 - Rev
no 4,8 r B cawe; no 02 ons A®I napaueTtamony Bif BXe 3aTBEPLXKEHOIO
10 cawe B nayuj 3 BUpo6GHuKka Hebei Jiheng (Group) Pharmaceutical Co.,
KapToHy Ltd, China, skuii 3miHmB Ha3By Ha Shenzhou Jiheng
Pharmaceutical Co., Ltd, China; 3amiHu | Tuny - nogaHHs
OHOBIEHOro cepTudikaTa BignoBigHOCTI €EBpONENCHKiIl
dapmakonei Ne R1-CEP 2012-148 - Rev 03 ans A®I
napaueTamory Bif BXe 3aTBEpAKEHOro BUpobHuKa
Shenzhou Jiheng Pharmaceutical Co., Ltd, China, y
Hacnigok 3amiHy Ha3Bu BriacHuka CEP
6. AKK® po3uuH, 50 mr/mn; TOB "HOpis- YkpaiHa TOB "Opis-®apm" YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX maTepianis:3miHu || bes UA/11103/01/01
no2mny dapm” TUNY - 3MiHW BHECEHO B |HCTPYKLi0 AN MeguyHoro peuenma
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nicnsa 3aTBepAXXEHHs!
7. AKK® po3uuH, 50 mr/mn; TOB "tOpis- Ykpaina TOB "Opia-®apm" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3minu | bes UA/11103/01/01
no2wmny Papm" TUNY - OHOBIIEHHS TEKCTY MapKyBaHHS BTOPUHHOIT peuenma
KOHTeWHepi; no 10 ynakoBku nikapcbKkoro 3acoby (n. 16 Ta 17). BeegeHHs
KOHTENHepiB y navui 3MiH NPOTArom 6-Tu MicsILiB Micnsi 3aTBEPOKEHHS
3 KapTOHY
8. AJTOKCI® PO34MH ONs iH eKLiN, XENCIHH Ipnangis GAPEBA MAY, PdpaHuis/ BHECEHHS 3MiH O peecTpaLiHMX maTepianis:3aMiHm | 3a UA/16037/01/01
250 mkr/5 mn; no 5 BIPEKC ®paHuis IpnaHais TUNy - 3MiHW Wwopo 6eanekn/edekTMBHOCTI Ta peuernmom
MmNy donakoHi; no 1 DPAPMACBIOTIK (BpPOGHULTBO apmakoHarnagy. BeegeHHsi abo 3amiHm oo
c¢nakoHy B AIC NTA. Hepo3dgacoBaHoI y3aranbHeHUX A4aHux Npo cuctemy dapmakoHarnsgy
KapTOHHiIN kopobui npoaykuii, NnepBuHHe (BBEAEHHS y3aranbHEeHWX AaHVX NPO CMCTemy
nakyBaHHs); PAPEBA dapmakoHarnsgy, 3MiHa yroBHOBaXeHOi ocobu,
MAY, dpaHuia BiANOBIganNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
(B1poBHMLTBO KOHTaKTHOI 0cobu 3 dhapmakoHarnagy 3asBHvKa Ans
Hepo3dacoBaHoi 3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
npoaykuii, nepBuHHe BigMiHHa Bif, YNOBHOBaXeHOI 0cobu, BignosiganbHoi 3a
nakyBaHHs1, KOHTPOIb 3AiNCHEHHA hapMakoHarnsgy (BKYaym KOHTaKTHi
cepin); XenciHH bipekc AaHi) Ta/abo 3MiHKn y po3milLeHHi macTep-anna
dapmackioTikanc cuctTemMmn hapMakoHarnagy) - 3MiHa KOHTakTHoOi ocobu
INTa., lpnaHais 3asBHUKA, BiAMNOBIAANbHOI 3a hapMakoHarnsag B YKpaiHi.
(BignoBiganbHui 3a MponoHoBaHa pepakuisi: Kyuep MapuHa BacunisHa.
BTOPVHHE NakyBaHHSA 3MiHa KOHTaKTHWX AaHUX KOHTaKTHOI 0Cobu 3asBHMKa,
Ta BUMYyCK cepii) BiAMOBiAanbHOI 3a 34iNCHeHHst hbapmakoHarnsay B
YkpaiHi
9. AJTIONYPUHO | tabnetku no 100 wmr, My6nivyHe YkpaiHa My6nivyHe akuioHepHe YkpaiHa BHECEHHS! 3MiH 10 peecTpauiiHnxX maTepianis:amiHu | 3a UA/7302/01/01
n no 10 TabneTtoky aKuioHepHe ToBapucTBo "HaykoBo- TUMY - 3MiHW BHECEHO B |HCTPyKLUil0 ANS MeanyHoro peuernmom
6nictepi; no 5 TOBapUCTBO BUPOBHWYMIA LEHTP 3acTOCyBaHHS Nikapcbkoro 3acoby Ao posainis: "Cnocid
GnicTepiB y navui "HaykoBo- "BopLuariscbkui 3acTocyBaHHs Ta fo3un" (iHpopmalisi 3 6e3neku),
BMPOGHNYUIA Ximiko- "Mob6iyHi peakuii" BiANOBIAHO [O OHOBMEHOI iHhopmaLii 3
LeHTp dhapmaLleBTU4HNIA 6e3nekn 3aCToCyBaHHS Ail040i PEYOBUHW.
"BopLuariBcbkui 3aBoa", YkpaiHa BBeaeHHs 3MiH NnpoTsarom 6-Tu Micauis nicns
Ximiko- (BMPOOHMLTBO 3a 3aTBEepPPKEHHS
dhapmaLeBTU4HN MOBHUM LIUKITOM);
1 3aBoa" TosapucTBo 3
obmexeHo
BiANOBiganbHICTHO
"AFPO®APM",
YkpaiHa
(BMpOOHMLTBO,
nakyBaHHs, BUMyCK
cepin); ToBapucteo 3
obmexeHo
BignoBiganbHIiCTIO
"HaTyp+", YkpaiHa
(koHTpOIb Ccepiit)
10. | AlibBYMIH PO34MH Ans iHdY3in, KegapioH C.n.A. ITanis KEOPIOH C.M.A. ITanis BHECEHHS 3MiH 40 peecTpauiiHux MmaTtepianis: 3MiHu | 3a UA/15876/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
NKOAWHU 200 | 200 r/n, no 50 mn TMNYy - AOMIHICTPaTUBHI 3MiHW. 3MiHa HallMeHYBaHHS peuenmom
rm abo no 100 mn Ta/abo agpecu MicLs NPOBaMKEHHS QiSnNbHOCTI
PO3YUHY Y MASALIL; BMPOGHMKa/imnopTepa roToBoro fikapcbkoro 3acoby,
no 1 nnawui B BKITHOYAK04M OiNbHULI BUNYCKY cepii abo micue
kopobLi 3 KapTOHY NpoBEAEHHS KOHTPOSO SKOCTI. (AIANbHICTb, 3a AKY
BignoBigae BUPOGHMK/IMNOPTEp, BKIKOYAOUN BUMYCK
cepii) - YTOYHEHHS HanncaHHsi Ha3Bu Ta agpecu
BMPOOHMKa Mikapcbkoro 3acoby. 3mMiHn BHOCATLCS A0
peecTpaLiiHOro NocBig4YeHHs Ha Nikapcbkuii 3acio,
IHCTPYKUIT ANS MEAMYHOro 3aCTOCYBaHHS, TEKCTY
MapKyBaHHs1 4O peecTpauiiHoro noceigvyeHHs, MKA
11. | AMITPUNTUN | po3unH gns iH'ekuin, ToBapucTtBeo 3 YkpaiHa ToBapucTBo 3 BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis: 3a UA/4872/02/01
IHY 10 mr/mn no 2 mn B obmexeHot obMexeHo YTOYHEHHA HaMeHyBaHHSA 3asiBHUKA JliKkapCbKOro peuenmom
FIAPOXNOPU | amnyni, no 10 amnyn | BignosiganbHicT BiAMOBIAAMNbLHICTIO 3acoby B Haka3i MO3 Ykpainu Ne 231 Big 04.02.2022
0-03 y Nauui 3 KapTOHY; 10 "XapkiBcbke B npoueci BHeceHHs1 3MiH (3MiHu | TUny - nogaHHs
no 2 mMn B amnyni, "®dapmMaueBTNYH hapmaneBTnYHe OHOBEHOoro cepTudikaty BignoBigHOCTI €BpoNEnchbKil
no 10 amnyn y a KoMMaHis niagnpYEMCTBO dapmakonei Ne R1-CEP 2004-214 - Rev 04
6nictepi, no 1 "3popos's" "3nopoB'st Hapoay", (3aTBepmkeHo: R1-CEP 2004-214 - Rev 02) gnsa AdI
6nictepy y nayui 3 YkpaiHa (Bci cTagii AMITPMNTUANIRY rigpoxnopuay Bifg BXe 3aTBepaXKEHOro
KapTOHY; Mo 2 M B BMPOBHMLTBA, BupobHuka R. L. Fine Chem, India, skuii 3miHVMB Ha3By
amnyni, no 5 amnyn KOHTPOMb AKOCTI, Ha R. L. FINE CHEM PVT. LTD., India Ta sik Hacnigok,
y BnicTepi, no 2 BUNycCK cepii); BBeAEeHHs foaaTkoBoi BUpoOHMYoi ainbHuui Plot No. IP-
6nictepn y nayui 3 ToBapucTBo 3 27-29, KIADB Industrial Area, 1st Phase Kudumalakunte
KapToHY obmexeHo Village, Chikkaballapur District, India-561 208
BignoBiganbHIiCcTIO Gowribidanur, Bengaluru, Kamataka; npuseaeHHs
"[locnigHuin 3aBog METOAUKM BU3HAYEHHS 3a MOKa3HUKOM «3anuiiKoBa
"rHUNC", Ykpaina KifIbKiCTb OpraHiYHUX PO34YMHHUKIBY» Y BiAMOBIAHICTb A0
(KOHTPOMb AKOCTI, HoBoro CEP Ta Buny4eHHsi nokasHuka «Baxki metanuy.
BUMYCK cepii); 3MiHu | TUNY - NnogaHHA HOBOTO cepTudikaTty
TosapucTBo 3 BignosigHocTi €Bponeickkin hapmakonei Ne R1-CEP
obmexeHo 2013-281 - Rev 00 gna A®I AMiTpunTUniHy
BiAMOBIAANbLHICTIO rigpoxnopuay Bif BXe 3aTBepaXeHOro BUpobHuKa
"®apmaueBTUyHa Dipharma Francis S.r.l., ltaly Ta sik Hacnigok,
KomnaHisi "3gopos'a”, npvBeAeHHNA nepiody NepekoHTPOoro Ta iHdopmauii
Ykpaina (Bci cTagii LLIOAO NaKyBaHHS; BUMYYEHHS NoKa3Huka «Baxki
BUPOGHMLTBA, mMeTanu» y BignoBigHicTb o HoBoro CEP). Pepakuis B
KOHTPOMb SIKOCTI, Hakasi - ToBapucTBO 3 06MEXeHOI0 BigNoBiAaNbHICTHO
BUMYCK Cepii) "OocnigHui 3aBog "MHLJIC", YkpaiHa. 3anponoHoBaHa
penakuisa - ToBapucTBo 3 0GMexeHoo
BignoBiganbHicTio "®apmMaueBTMYHa KOMNaHIA
"3popoB'a"”, YkpaiHa.
12. | AHAJbIIH- Tabnetkun no 500 wmr, ToBapwucTtBo 3 YkpaiHa TosapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:3aMiHu | 6e3 UA/5706/01/01
300POB'A no 10 TabneTok y obmexeHo obmexeHo TUMY - aAMiHICTpaTUBHI 3MiHW. 3MiHa HaiMEHYBaHHS peuenma
6nictepi; no 1 BiAnoBiganbHicT BignoBiganbHicTIO Ta/abo agpecy Micua NPoOBaMKEHHST OiANbHOCTI
Gnictepy y 10 "®apmaueBTnYHa BMPOGHMKa (BKIOYakoun, 3a HeOOXiaHOCTI, Micue
KapTOHHiIl kopobuyj; "®apmMaueBTUYH KomnaHisi "3popos's” NpoBEAEHHS KOHTPOIH SIKOCTi), abo BNacHWka macTep-
no 10 TabneTtoky a KoMMaHis danna Ha API, abo noctayanbHuka AdI/BuxigHoro
Gnictepax "3popos's" maTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, LLO

3acTOCOBYHTbCH Y BUpobHUUTBI ADI (sIKLLO 3a3HAYEHO Y
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
[0Cbe Ha nikapcbkuii 3acib) 3a BiacyTHOCTI cepTudikata
BiANoBiAHOCTI €Bponencokin dpapmakonei y
3aTBEPAKEHOMY A0Cbe, abo BUPOGHMKA HOBOI
[OMOMDKHOT PEYOBUHM (SIKLLO 3a3Ha4Y€eHO Y OCHE) -
3MiHa Ha3BW Ta YTOYHEHHS aApecy BUPOBHMLTBA
BMpobHuka A®| (MeTamison HaTpito), 6e3 amiHu Micus
BMpobHMUTBA: 3anponoHoBaHo: Hebei Jiheng
Pharmaceutical Co., Ltd., China No.1 Weiwu Street
Hengshui Industrial Park Hebei Province China 053000
13. | AHANDbIIH- PO34MH AN iH'EKLIN, ToBapucTtBeo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis:amiHm | 3a UA/5706/02/01
3[00POB'A 500 mr/mn no 1 mn obmexeHoto obmexeHo TUMY - aAMiHICTPaTVBHI 3MiHW. 3MiHa HaMeHyBaHHS peuenmom
abo 2 mn B amnyni; BigNoBiganbHiCcT BigNoBiganbHIiCTIO Ta/abo agpecy Micus NpoBamKEHHS AisiNbHOCTI
no 10 amnyny 10 "®apmMaueBTUYHa BMpoGHMKa (BKMOYatoum, 3a HeobXxigHoCTi, Micue
KapTOHHiIN kopobuyj; "®apmaueBTUyH KomnaHis "3gopos'a” NpoBeAEeHHS KOHTPOIO SKOCTi), abo BnacHuka macTep-
no 1 mn ato 2 mn B a KoMnaHis darina Ha A®I, abo noctavanbHuka APl/BuxigHoro
amnyni; no 5 amnyn "3popos's" MaTepiany/peareHTy/NpoMiKHOro NPOAYKTY, L0
y 6nicTepi; no 2 3aCTOCOBYOTbCS Y BUPOOHMUTBI ADI (AKLLIO 3a3HaYeHo y
Gnictepn y [OCbE Ha nikapcbkuii 3acib) 3a BiacyTHOCTI cepTudikata
KapTOHHiIN kopooLyj; BignoBigHOCTI €Bponeiickki hapmakonei y
no 10 amnyny 3aTBEPPKEHOMY AOCbE, abo BUPOOHMKa HOBOI
6nictepi; no 1 [OMOMDKHOT PEYOBUHM (SIKLLO 3a3Ha4YeHO Y OCHE) -
Gnictepy y 3MiHa Ha3BW Ta YTOMHEHHS agpecy BUpobHULTBa
KapTOHHiIN kopobui BMpo6HuKa AP| (MeTamizon HaTpito), 6e3 3miHn micus
BMPOGHMUTBA: 3anponoHoBaHo: Hebei Jiheng
Pharmaceutical Co., Ltd., China No.1 Weiwu Street
Hengshui Industrial Park Hebei Province China 053000
14. | ACNAHIH pO34MH Ans iHdY3in, MpuBaTHe YkpaiHa lMpuBaTHe aKLioHepHe YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/16364/01/01
no 100 mn, no 200 aKuioHepHe ToBapucTBO "lHdy3ia" Tuny - 3MiHK 3 sKocTi. [0ToBMI Nikapcbkui 3acib. peuernmom
mn abo 400 mny TOBapUCTBO Cunctema KoHTenHep/3akynoproBanbHui 3acib (iHLwi
nnswuyi, no 1 "IHcpy3ia” 3MiHK) — ans ynakosok no 100 mn, 200 mn Ta 400 mn
nnawui y nadui PO34YMHY Y NASLIKaX NPOMOHYETLCS BBECTU BTOPUHHY
yNakoBKy (Mayku), 3 BigNOBIAHMMU 3MiHaMK OO0 p.
«YnakoBka». 3MiHN BHECEHI B po3ain "YnakoBka" B
iHCTPYKUil0 NSt MEAUYHOTO 3aCTOCYBaHHS fikapCbKoro
3acoby y 3B"s13Ky 3 BBEEHHAM BTOPUHHOI YMAaKOBKU
(nayku), ik HAaCMIQOK - 3aTBEPKEHHS TEKCTY
MapKyBaHHS1 BTOPMHHOI YNaKoBKW fikapcbKoro 3acoby.
BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPKEHHS
15. | ATEHATUB MOPOLLOK Ta OkTtadapma ABCTpis B. BpayH Mepikarn, Icnanis/ BHECEHHS 3MiH 1O peecTpauiiHnx maTtepianis:3minu | 3a UA/17557/01/02
1000 MO PO3YMHHUK ANS dapmaLieBTrKa C.A,, IcnaHis LLBeuis/ TNy - 4OOAaBaHHA METOAY BU3HAYEHHS 3aranibHOro peuenmom
pO34MHy Ans MpoaykTioHcrec. (BUpPOBHMLTBO Himeuumna/ Ginka 6iypeToBMM METOAOM AN MaTPUYHUX 3paskiB
iHdpysin, 50 MO/mn; m.6.X. PO34YMHHUKA); ABcTpis nna3mu (FFP/Pool i S1); amitu | TUny - 3miHn B
1 donakoH 3 Oxkradapma AB, npoueaypi BUNpobyBaHHs «BuaHauyeHHS NOrnnHaHHs

nopotukom (1000
MO) Ta 1 cdonakoH 3

LLiseuist (BUpoBOHULTBO
Big nnasmu Ao in bulk

npu 280 HM Ta KOHUEeHTpaLii binka»: noaaBaHHs
KOHTPOIbHOrO 3paska, OHOBMEHHS iHbopMaLii y Tabnumui




[IponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

PO34MHHMKOM (20
MI1) B KQPTOHHIN
Kopobui

npoaykTy, NepBUHHA
ynakoBka Ta
MapKyBaHHs! MOPOLLIKY
Onsi po3ynHy Ans
iHdpysin, Bunyck cepii
KiHLEBOro NpoayKTy
(nopowwok ansa
PO34UHY ANs iHAY3in
Ta PO3YNHHUK));
Oxtadhapma [leccay
'M6X, HimeuunHa
(BUNpobyBaHHs LWoao
Bi3yarnbHOro
KOHTPONIO, NepEBIPKN
uinicHocTti ans
NMOPOLLIKY AN PO3YUHY
Ans iHdys3in,
MapKyBaHHS,
BTOPUHHE NaKyBaHHS
KiHLEBOro NpoayKTy
(nopowok ans
PO34mMHY ANs iHdY3in
Ta PO3YNHHUK));
OkTadhapma
dapmaueBTuka
MpopykTioHcrec
M.6.X., ABCTpisi
(BunpobyBaHHs Wwoao
BidyanbHOro
KOHTPO0, NEPEBIPKU
uinicHocTi ans
MOPOLLKY ANSi PO3YNHY
anst iHdysin);
Contodapm
dapmavonTiwe
EpuonrHicce MTm6X,
HimeyuunHa
(BUpOBHMLTBO
PO34MHHUKA)

niaroToBKM NPobu, OHOBMNEHHS po3ainy cneuianbHUX
NPUMITOK

16.

ATEHATUB
500 MO

MOPOLLOK Ta
PO3YMHHWK ANst
PO34MHy Ans
iHcpysin, 50 MO/mn;
1 donakoH 3
nopotukom (500 MO)
Ta 1 cbnakoH 3
po34unHHMKOM (10
MI) B KAPTOHHIM
Kopooui

Oktacapma
dapmaLeBTUKa
MpoaykTioHcrec.
M.6.X.

ABcTpis

B. BpayH Megikan,
C.A., Icnanisa
(BUpPOBHMLTBO
PO34YMHHUKA);

Oxktagapma AB,
LLiseuist (BUpoBHULTBO
Big nnasmu Ao in bulk

NpoAYyKTY, NepPBUHHA

ynakoBka Ta
MapKyBaHHsI MOPOLLIKY

Icnanis/
LLBeuis/
Himeuuunna/
ABcTpisa

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:3aMiHu |
TUMy - AOAaBaHHA METOAY BU3HAYEHHS 3aranbHOro
Ginka 6iypeToBMM METOAOM AN MaTPUYHUX 3paskiB

nna3mu (FFP/Pool i S1); 3amiHu | TUny - 3miHn B
npouenypi BUNpobyBaHHs «BuaHauyeHHs nornmmHaHHs
npu 280 HM Ta KOHUEeHTpaLii binka»: noaaBaHHs
KOHTPOMbLHOrO 3pa3ka, OHOBMEHHS iHdbopMalLii y Tabnumui
niaroToBK1 Npobu, OHOBIEHHS PO3AiNy crneljianbHUX

3a
peuenmom

UA/17557/01/01




[IponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

Onsi po3ynHy Ans
iHdpysin, Bunyck cepii
KiHLEBOro NpoayKTy
(nopowwok ans
PO34UHY ANs iHY3in
Ta PO3YNHHUK));
Oxtadhapma [leccay
'MB6X, HimeyumHa
(BUNpobyBaHHs LWoao
Bi3yarbHOro
KOHTPOTIO, NepeBIpKn
uinicHocTti ans
NMOPOLLKY AN PO3YUHY
Ans iHdys3in,
MapKyBaHHS,
BTOPUHHE NaKyBaHHS
KiHLEBOro NpoayKTy
(nopowok ans
PO34mMHY ANs iHdY3in
Ta PO3YNHHUK));
OkTadapma
dapmaneBTrka
MpopaykTioHcrec
M.6.X., ABCTpis
(BunpobyBaHHs Wwoao
BidyanbHOro
KOHTPO0, NEPEBIPKU
uinicHocTi ans
MOPOLLKY ANSi PO3YUHY
anst iHdysin);
Contodapm
dapmavonTiwe
EpuoiirHicce Mv6X,
HimeyuunHa
(B1pOBHMLTBO
PO34MHHUKA)

NPUMITOK

17.

ADAIA

Tabnetku, no 20
Tabnetok y 6nicrepi;
no 5 Gnictepi y
KapTOHHI kopobui

TOB "Martepia
Mepauika-
YkpaiHa"

YkpaiHa

3AT CaHToHika

Jlutea

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:3aMiHu |
TUMNY — OHOBMEHHSA Yy nigpo3aini 3.2.S.4 KoHTponb Jjtoyoi
pPeYOBUHU: 3a3Ha4YeHHs KoHTpornto APl «AHTUTINaG Ao
npocTtaTtocneumgiyHoro aHTureHy adiHHO OYULLIEHi:
CyMiLL romeonaTuyHnx po3eegeHb C12, C30 ta C200v;
OHOBMeEHHs Yy n. 3.2.S.2.2. Onuc BMpoBHUYOro npouecy
Ta NOoro KOHTPONIO: BBEAEHO A0AATKOBY KifbKiCTb
MaTepianis ans aHanisy, npouec BUpobHMLTBA He
3MIHIOETBLCS; 3MiHU | TUNY - BBEAEHHS1 4OAATKOBOro
MeToAy BUNpoByBaHHS ANs AOMOMIKHOI peYOBUHU
nakto3u moHorigpart (Identification test Raman

6e3
peuyenma

UA/6887/01/01




[IponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
spectroscopy Ph. Eur. 2.2.48)
18. | ALETURNCAII | TabneTkn no 500 wr; MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3miHu | bes UA/2992/01/02
UMNOBA no 10 Tabnetok y "®apmMaueBTNYH "®apmaueBTUYHa TUNY - 0O 3aTBEPAKEHOro MeTody OTPMMaHHA Macu ans peuenma
KUCINOTA- KOHTYPHMX a chipma dipma "JapHunua” TabneTyBaHHSA (GpuKeTyBaHHS) BeAEHO anbTepHaTUBHUI
OAPHUUA YapyHKOBUX "OapHuus” MeTOo[, KOMMNaKTyBaHHA ANA OTPUMaHHSA Macu Ans
ynakoBkax; no 10 TabnetyeaHHs. Takox go posginie 3.2.P.3.3.0nuc
TabneTok y BMPOBHMYoro npouecy Ta 3.2.P.3.4.KoHTponb KpUTUYHNUX
KOHTYPHI CTagivi i NPOMIKHOI NPOAYKLiT BHECEHO peaakuUiniHi
YapyHKOBIN npaBKK, YCYHYTi Pi3HOYNTAHHA Ta MaTepianu
ynakosui; no 1 akTyanizoBaHo go CTD copmarty
KOHTYPHIl
YapyHKOBIlN ynakoBLj
B nayui
19. | AULU® AKTUB | nopoLLok opanbHumn CaHnpos CnoBeHisi Cantotac ®apma Himeuuunna/ BHECEHHS 3MiH IO peecTpauinHmMX maTepianis:3aMiHm | 6e3 UA/18070/01/01
no 600 mry cawe, dapmachkioTikan 'M6X, HimewunHa ABCTpia TUNY - NOAAHHA OHOBMEHOro cepTudikaTy BigNoBIAHOCTI peuyenma
no 10 a6o 20 cawe 34.40. (BignoBiganbHui 3a €® Ne R2-CEP 1995-028-Rev 04 Big BXe
Y KapTOHHi KOpoobUi BUMNYCK cepii); 3aTBepakeHoro BupobHuka Pharmazell GmbH,
XEPMEC ®apma HimevunHa gnsa gitovoi pevyoBnHM ALeTUnumucTeily, Ta sk
lec.m.6.X., ABCTpis HacnigoK BUMYYEHHS NOKa3HUKIB «Badkki meTanu», «pH»
(BMpOBHMLTBO "in Ta Jomilkm «L-cystiney», kpim TOro, TakoXx 3BY>KEH
bulk", nepsuHHe Ta KpUTepii NPUUHATHOCTI 4N NokasHukiB « CynpoBigHi
BTOPVHHE NaKyBaHHS, pomiwkny» Ta «KinbkicHe BU3HAYeHHS»
TeCTyBaHHs)
20. | BIOBEH pO34uH ANs iHdy3in TOB Ykpaina TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:3minu | 3a UA/14526/01/02
10 %; no 10 mn, 25 "BIOPAPMA MNA3MA", Ykpaina TUMY - 3MiHK 3 sIKOCTi. [0TOBMI Nikapcbkuin 3acib. peuenmom
mr, 50 mn a6o 100 MJTIASMA" (BUPOGHMLTBO, KoHTponb JOMOMiDXHUX peqoBUH. 3MiHa y MeTogax
MmNy naswui abo nepBUHHE NaKkyBaHHs); BUNPOBYBaHHSA AOMOMDKHOI PEYOBUHM (BUMYYEHHS
donakoHi; no 1 TOB "BIO®APMA MeToay BUNpobyBaHHS, SIKLLO anbTepHaTUBHUA METOA
nnawui abo MNA3MA", YkpaiHa BMNPOOYBaHHSA BXe 3aTBEpPAXEHO) - BUIYyYEeHHS Apyrol
hnakoHy B navui 3 (BMpOBHMLTBO, ineHTudiIKaLii Npy KOHTPONi AOMOMIKHOIT PEYOBUHM
KapTOoHY nepBUHHE Ta rmiuyH
BTOPWHHE NaKyBaHHS,
Bunyck cepii); TOB
"BIOPAPMA
MNA3MA", YkpaiHa
(KOHTpOMb AKOCTI)
21. | BIOBEH pPO34MH Ans iHdys3in TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:3aMiHu | 3a UA/14526/01/01
MOHO® 5%; no 25 mn, 50 mn "BIODPAPMA MNA3MA", YkpaiHa TUNY - 3MiHW 3 SKOCTi. [OTOBMI Nikapcbkuii 3acit. peuenmom
abo 100 mny MNA3SMA" (BMpOBHMLTBO, KoHTponb AonomikHWUX peyoBuH. 3MiHa y MeToaax
nnawui abo nepBUHHE NaKyBaHHs); BUNPOBYBaHHS AOMOMIKHOT pEYOBUHU (BUMYYEHHS
dnakoHi; no 1 TOB "BIO®APMA mMeToAy BUNpobyBaHHS, SKLLO anbTepHaTVBHUA METOA
nnswui abo MNA3MA", YkpaiHa BUNPOOYBaHHSA BXe 3aTBEPI)KEHO) - BUNTYYEHHS ApYroi

dnakoHy y nauui 3
KapTOHY

(BpOBHMLTBO,
nepBuHHE Ta
BTOPWHHE MNaKyBaHHS,
Bunyck cepin); TOB
"BIOPAPMA

iAeHTuiIKaLii Npy KOHTPONi 4OMNOMKHOI pe4OBUHM
rniuvH




[IponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
MNA3MA", YkpaiHa
(KOHTpOIb AKOCTI)
22. | BIOBEH PO34MH Ans iHdysin TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [0 peecTpaLiHMX maTepianis:3aMiHm | - UA/14527/01/01
MOHO® 5%; in bulk: no 25 "BIO®APMA MNA3MA", YkpaiHa TUNYy - 3MiHKW 3 AKOCTi. [0TOBMIA Nikapcbkuin 3acio.
MmN y nnswdi abo MNA3SMA" (BMPOBHMLTBO, KoHTponb AoNoMiKHMX peqoBuH. 3MiHa y MeToAax
nakoHi; no 96 NepBUHHE NaKyBaHHS); BUNPOOYBaHHSA 4ONOMIKHOT PEYOBUHU (BUITYyYEHHSI
nnsiwok abo TOB "BIO®APMA MeToAy BUNPOOYBaHHS, SKLLO anbTepHaTUBHUIA MeToq,
(hbrnakoHiB y rpynosin MNA3MA", YkpaiHa BUNPODYBaHHS BXe 3aTBEPOXKEHO) - BUNYYEHHS ApYyroi
Tapi; in bulk: no 50 (BUPOBHMLTBO, iAeHTuiIKaLii Npy KOHTPOSI OMOMIDKHOI peYOBUHM
My nnswyi abo nepBuHHE Ta rniuyH
dnakoHi; no 56 BTOPUHHE MaKyBaHHS,
nnswok abo Bunyck cepin); TOB
hnakoHIB y rpynosii "BIOGAPMA
Tapi MNA3MA", YkpaiHa
(KOHTPOJIb SIKOCTI)
23. | BIOKNOT A® | niodinisat Ans TOB Ykpaina TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:3minu | 3a UA/16249/01/01
PO34UHY ANS iH'EKLN "BIO®APMA MNA3SMA" TUMY - 3MiHW 3 AKOCTi. [0TOBWIA Nikapcbkuin 3aci6. peuernmom
no 250 MO, 1 MNA3MA" (BUPOBHMLTBO, KoHTporb JOMOMDKHUX pe4oBUH. 3MiHa y MeTogax
hnakoH 3 nepBrYHHE NaKyBaHHS,; BMNPOBOYBaHHSA AOMOMDKHOI PEYOBUHM (BUMYYEHHS
nioginizatom y BMPOBHMLTBO, mMeToAy BUNpobyBaHHS, SKLLO anbTepHaTVBHUA METOA
KOMNIeKTi 3 nepBuHHe Ta BUNPODYBaHHS BXe 3aTBEPAXKEHO) - BUNYYEHHS ApYyroi
PO34YMHHMKOM (BOAA BTOPUHHE MaKyBaHHS, iAeHTudiIKauii Npy KOHTPONi AOMOMKHOI PEYOBUHM
Ans iH'ekyin) no 5 BUNYCK Cepiln; rniuuH
My dnakoHi; no 1 KOHTPOIb SIKOCTI)
nakoHy 3
nioginizatom Ta no
1 donakoHy 3
PO3YMHHMKOM pa3om
i3 3acobamu ans
PO3YMHEHHS Ta
BBeAeHHS (1
GinbTp, 1 Wnpuy
ofHopasoBui 3
ronkor ANs iH ekuin,
1 kpunbyara
iHdpysinHa cuctema)
y nauui 3 KapToHY
24. | BIOKNOT A® | niodinisaT ans TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis:3miHu | 3a UA/16249/01/02
PO34MHYy AN iH eKuin "BIO®GAPMA MNA3SMA" TUMY - 3MiHX 3 sIKOCTi. [OTOBMI Nikapcbkuii 3acib. peuenmom
no 500 MO, 1 MJTA3MA" (BUPOBHMLTBO, KoHTporb JOMOMiDKHUX peqoBUH. 3MiHa y MeTogax
hnakoH 3 nepBYHHE NaKyBaHHS,; BUNPOBYBaHHSA AOMOMDKHOI PEYOBUHM (BUMYYEHHS
niocpinizatom y BUPOGHMLTBO, MeToAy BUNPOBYBaHHS, SIKLLO anbTepHaTUBHUIA METOA
KOMMMEKTi 3 nepBuHHe Ta BUNPOOYBaHHSA BXe 3aTBEPOXXEHO) - BUIYyYEeHHS Apyrol

PO34MHHMKOM (BoAa
Aans iH’ekuin) no 10
My donakoHi; no 1
nakoHy 3
niocpinizatom Ta no
1 donakoHy 3

BTOPWHHE NaKyBaHHS,
BUNYCK Cepin;
KOHTPOIb SKOCTi)

ineHTudiKaLjii Npy KOHTPONi AOMOMIKXHOIT PEYOBUHN
rniuyH
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[IponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
PO34YMHHWMKOM pasom
i3 3acobamu ans
PO3YMHEHHA Ta
BBeaeHHs (1
GinbTp, 1 wWnpuy
OAHOpPa3oBuN 3
ronKow Ans iH’ekuin,
1 kpunbyara
iHdy3iiHa cuctema)
y nauui 3 KApTOHY
25. | BIOKNOT A® | niodinisat Ans TOB Ykpaina TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3miHu | 3a UA/16249/01/03
PO34MHY Ons iH eKLin "BIOGAPMA MNA3MA" TMMY - 3MiHW 3 SKOCTi. [OTOBMI Nikapcbkuii 3acib. peuenmom
no 1000 MO, 1 MNA3MA" (BUPOBHMLTBO, KoHTporb JOMOMKHUX pevoBUH. 3MiHa y MeTogax
hnakoH 3 nepBYHHE NaKyBaHHS,; BUNPOBYBaHHSA AOMOMDKHOI PEYOBUHW (BUMYYEHHS
nioginizatom y BUPOGHMLTBO, MeToay BUNpobyBaHHS, SIKLLO anbTepHaTUBHUI MeToq
KOMNIeKTi 3 nepBuHHe Ta BUNPODYBaHHS BXe 3aTBEPAXKEHO) - BUNYYEHHS ApYroi
PO34YMHHMKOM (BOAA BTOPUHHE MaKyBaHHS, iAeHTudiIKauii Npy KOHTPONi AOMOMKHOI PEYOBUHM
ans iH’ekuin) no 10 BUNYCK Cepil; rniuuH
Mn 'y cpnakoni; no 1 KOHTPOb SIKOCTI)
nakoHy 3
nioginizatom Ta no
1 cbnakoHy 3
PO34YMHHWKOM pa3om
i3 3acobamu gns
PO3YMHEHHS Ta
BBeAeHHS (1
dinbTp, 1 Wnpuy
ofHopasoBui 3
rONKo Ans iH exuin,
1 kpunbyata
iHdpysinHa cuctema)
y nayui 3 KApTOHY
26. | BO®EH 600 TabneTku, BKPUTI My6nivyHe YkpaiHa My6nivyHe akuioHepHe YkpaiHa BHECEHHS! 3MiH 10 peecTpauiiHnx maTepianis:aminu | 3a UA/10184/02/01
NniBkOBOIO akuioHepHe ToBapucTBo "HaykoBo- TUNYy - NOAaHHA OHOBMEHOro cepTudikaTta BiANOBIAHOCTI peuenmom
obornoHkoto 600 mr; TOBapUCTBO BUPOBHWYMIA LEHTP €9 R1-CEP 2008-316-Rev 04 gna A®l ibynpodery Big
no 10 TabneTok y "HaykoBo- "BopLuariBcbkuii BXe 3aTBepakeHoro BupobHuka IOL Chemicals &
6nicTepi; no 2 BMPOGHUYMIA XiMmiKo- Pharmaceuticals Ltd., IHgis, y Hacnigok amiHn y
onictepu B navui LeHTp dapmaLleBTUYHNI MEeTOAML BUNPOOYBaHHS LLIOA0 3aNULLKOBUX
"BopLuariBcbkui 3asog” PO3YMHHUKIB 6E3 3MiHU KPUTEPITB NPUNHATHOCTI
Ximiko-
dhapmaLeBTU4HN
11 3aBoa”
27. | BPUH3OJIAM | nopoLuok Yewmo I6epika, IcnaHis IHgycTpiane Kimika, ITanis BHECEHHS 3MiH IO peecTpaLiiHix maTepianis:3amiHu || - UA/12553/01/01
11} (cybcTaHuis) y C.A. c.p.n. TUMy - nogaHo oHoBerieHy Bepcito DMF Ha ADI
NOABINHUX (3aTBepokeHa Bepcis: 2011/06/21; oHoBneHa Bepcis:

nonieTuneHoBmx
naketax ans
BMPOGHMLTBA
CTEpPUIIbHMX Ta

2020/08/24 ). Ak Hacnigok 3miHn y MKA J13 y posginax
«Cneumdikauis» 3a nokasHMKOM «laeHTudikauisy;
BUIyYeHHs nokasHuka «MikpobionoriyHa ymctoTar» Ta
3MiHa y po3gini «[lepiog NepekoHTPomno»




[IponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
HeCcTepunbHUX
nikapcbknx opm
28. | BYOECOHIA MOPOLLIOK Yemo |6epika, Icnanis IHgycTpiane Kimika, ITanisa BHECEHHS 3MiH 4O peecTpauiiHiX maTepianis:3minm || - UA/13383/01/01
(cybeTaHuin) y C.A. c.p.n. TMNy - NogaHo oHoeneHy Bepcito DMF Ha AdI
noABiNHMX (3aTBepmxeHa Bepcis: 2012/05/29; oHoBneHa Bepcis:
nonieTnneHoBmx 2018/06/26). Ak Hacnigok 3MiHK Y poaainax
naketax gns «Cneuudikauis» Ta «MeTtoam koHTponto» y MKA 13 3a
dapmaueBTUYHOrO nokasHukamu «Onucy, «lgeHtudikadisy», «Po3mip
3acToCyBaHHS YacTOK» Ta BUNMy4eHHs nokasHuka «MikpobionoriyHa
yncroTar
29. | BYNMIBAKAIH MOPOLLIOK ToBapucTso 3 Ykpaina Ekcenna N'v6X eHp HimeyunHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:3minu | - UA/12135/01/01
y KpucTanivyHmn obmexeHoto Ko. KI TUMY - NOAAHHS OHOBIIEHOrO cepTudikaTa BiANoOBIAHOCTI
rIQPOXNOPU | (cybeTaHuis) y BignosigansHicT €ponevickkin hapmakonei Ne R1-CEP 2003-173-Rev
i} noaBinHMX 10 "XapkiBCcbke 03 gns A®I, Ta, sk HacnigokK, BUKNaAeHHs Haseu Ta
nonieTuneHoBmxX dapmMaueBTUYHE agpecu BUpobHuMKa BignosigHo Ao aktyansHoro CEP
nakeTtax ons nianpueMcTBo (EXCELLA GMBH & CO. KG Nurnberger Strasse 12
dapmaueBTUYHOTO "3popoB'sa Germany-90537 Feucht, Germany), a Takox 3amiHa
3aCTOCYBaHHS Hapoay" TEepMiHy NpnAaaTHOCTI cybCcTaHLuii Ha TepMiH
NepeKoHTPOI
30. | BYCTPUKC™ | cycneHsia ans "makcoCwmiTKns Benuka "makcoCmiTKnsanH Benbrisa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3minu | 3a UA/14955/01/01
KOMBIHOBA iH'ekuin, 0,5 "H Ekcnopt BpuTaHis Bionogxikans C.A. TVNY - BUOANEHHs TeCTy LWoA0 BUSHAYEHHS BiACYTHOCTI peuenmom
HA mn/go3y; no 1 gosiy NimiTen Sodium thimerfonate meTogom aTomHo-agcopbuUiiHOT
BAKLIMHA nonepeaHLO cnekTpockonii 3i cneundikauii QC penidy ans
ansa HarnoBHeHOMY AndTepiiHoro aHaTtokcuHy (DT), npaBuesoro
NPO®INAKT Lwnpwui; no 1 aHaTokcuHy (TT) Ta JONOMIXKHOI pe4oBUHU TiApoKCUay
KN nonepegHL0 anomiHito, wo supobnsasca B 6yaisni N310 ginbHUuUi
OUGTEPI, HanoBHEHOMY GSK Marburg, HimeuyuunHa
NPABLUA, LNpULY Y KOMMNNEKTi
KALLUNIOKY 3 ABOMa rosikamu B
(AUENONAP nnacTUKOBOMY
HUKA KOHTeliHepi; no 1
KOMIMOHEHT | koHTelHepy y
) KapTOHHiIN kopobui
(AOCOPBOB
AHA, 3I
SMEHLLEHU
M BMICTOM
AHTUIEHIB)
31. | BYCTPUKC™ | cycneHsia ans "makcoCwmiTKns Benvka makcoCmiTKnsamH Beneris BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:aMiHm | 3a UA/15071/01/01
nonio iH'ekuin no 1 nosi H Ekcnopt BpuTaHis Bionoaxikans C.A. TVNY - BUAAnNeHHs TecTy Woao BU3HAYeHHS BigCYTHOCTI peuenmom
KOMBIHOBA | (0,5 mn/gosy), no 1 TlimiTen Sodium thimerfonate MeTogom atomHo-agcopbUinHOT
HA 003i y nonepegHbo cnekTpockonii 3i cneumadikauii QC penisy ans
BAKUUHA HanoBHEHOMY andTepiiHoro aHaTokcuHy (DT), npaBueBoro
onsa wnpwui; no 1 aHaTokcuHy (TT) Ta AONOMIXKHOT pe4OBMHM FiapoKeuay
MPO®INAKT nonepeaHL0 antomiHito, Wwo supobnsasca B 6yaisni N310 ginbHuui
KN HanoBHEHOMY
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep

n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o

n 3acoby ynakoeka) noceio4yeHHs1

OUODTEPI, LINPULY Y KOMMNEKT GSK Marburg, HimeyuunHa
NMPABLUA, 3 ABOMa rosikamu B
KALUJTIOKY nnacTMKoOBOMY
(ALENKONAP | koHTelHepi; no 1
HUKA KOHTeiHepy y
KOMMOHEHT | KapTOHHi kopobui
) TA

noniomieni

TY

(IHAKTUBOB

AHA)

(AOCOPBOB

AHA, 3I

3MEHLLEHU

M BMICTOM

AHTUTEHIB)

32. | BAJIAPOKC TabneTkn, BKpUTI KPKA, a.4., CnoseHis KPKA, a.4., Hoeo CnoBeHis BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3minu | 3a UA/16269/01/01
NNiBKOBOO Hoso mecto mecTo, CrioBeHis TUNY - 3MiHK 3 SKOCTi. [0TOBWIA Nikapcbkuii 3acib. 3MiHMy |  peuenmom
ob6onoHkoto, 10 (BUMPOGHMLTBO "in BUPOGHMUTBI. 3MiHa po3mipy cepii (Bktoyarum gianasoH
mr/80 mr; no 10 bulk", nepBuHHe Ta pO3Mipy cepii) roToBOro nikapcbkoro 3acoby
TabneTtok y 6nictepi; BTOPWHHE NaKyBaHHS, (36inbLeHHs o 10 pasiB NOPIBHSAHO i3 3aTBEPAKEHUM
no 3 abo no 9 KOHTPOJb Ta BMMYCK po3mipoM) - 36inbLueHHs poamipie cepii IM13: 3 "100 000
onictepiB y kopobui cepii); KPKA, o.4., - 120 000 Ta6." Ha "100 000 - 360 000 Tab."; 3miHw |

HoBo mecTo, TMNYy - npuBeaeHHs cneuudikauii APl PosypsactaTuHy
CnoBeHisi (KOHTpOnb KanbLito y BiANOBIAHICTb 4O OHOBIEHOI MoHorpadii EP
cepii) Ta BHECEHHS He3Ha4YHUX NPaBoK [0 METOAY BU3HAYEHHS
6eH3ony; 3MiHu | TUNY - NOAaHHSI OHOBIEHOTO
Ceptudpikata R1-CEP-2011-148-Rev 03 ansa AdI
BancapTtaH Big Bxe 3atBepakeHoro BupobHunk KRKA,
d.d., Novo mesto. OHoBREeHHSs cneuudikadii BignosigHo
BHYTPILIHBbOrO WabnoHy. BunyyeHHst aHaniTMuHmx
METOAMK ANsi BUSHAYEHHS BMICTY [JOMILLOK HITpO3aMiHiB
NDEA, NDMA Ta etunauetaty 3 p. 3.2.5.4.2.
AHaniTUYHi MeTOaNKN Ta BUIyYEHHS Banigawii
3a3HaveHux nokasHukis 3 3.2.S.4.3. Banigauis
aHaniTM4HMX METOAMK, OCKINbKN 3aBHUK BUKOPUCTOBYE
Taki ) aHaniTu4Hi MeToaukn sik 3a3HadeHo y CEP.
3anponoHoBaHo: R1-CEP-2011-148-Rev 03; 3miHn |
TUMY - OHOBIEHHSI BXE 3aTBEPIKEHNX METOAIB
KOHTPOMIO SIKOCTi Nikapcbkoro 3acoby, a came:
BVIKMaAEHHS TEKCTY [lep>XaBHOK MOBOHO 3riJHO Cy4acHMX
BUMOr. BBeAeHHs 3MiH npoTaroM 6 micauis nicns
3aTBEPKEHHS; 3MiHU | TUNY - NOAaHHS HOBOTO
CepTtudpikata RO-CEP-2018-077-Rev 01 ana Ad®I
PosyBacTuTuH kanbLito (Process 1) Big Bxe
3aTBepakeHoro BupobHuk KRKA, d.d., Novo mesto

33. | BAJTAPOKC TabneTtkn, BKpUTI KPKA, a.4., CnoBeHis KPKA, a.a., Hoso CnoBeHis BHECEHHS 3MiH IO peeCTpaLinHMX maTepianis:aMiHm | 3a UA/16269/01/02

NniBKOBOIO HoBo mecto mecTo, CrnoBeHis TUMY - 3MiHM 3 sIKoCTi. FOTOBMIA Nikapcbkuii 3acib. 3miHM Yy |  peuenmom

o6onoHkoto, 20

(BMpoBHMLTBO "in

BMPOGHMUTBI. 3MiHa po3Mipy cepil (BkntoYakum gianasoH
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[IponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

mr/80 mr; no 10
TabneTok y 6nicTepi;
no 3 abo no 9
GnicTtepiB y kopobui

bulk", nepBuHHe Ta
BTOPVHHE NaKyBaHHS,
KOHTPOMb Ta BUMYCK
cepii); KPKA, a.4.,
HoBo mecTo,
CnoBeHist (KOHTpOnb
cepii)

po3Mipy cepii) roToBOro nikapcbkoro 3acoby
(36inbweHHst 4o 10 pasiB NOPIBHSAHO i3 3aTBEPMAXEHNM
po3mipoM) - 36inbLueHHs po3mipie cepii M13: 3 "100 000
- 120 000 Tab." Ha "100 000 - 240 000 Ta6."; 3MiHu |
TMny - npuBeaeHHs cneundikadii A®| PosypsactaTuHy
KanbLito y BigNOBIgHICTb 4O OHOBEHOT MoHorpadii EP
Ta BHECEHHS He3HaYHMX NMPaBOK A0 METOAY BU3HAYEHHS
6eH3sony; 3MmiHu | TUNY - NogaHHS OHOBIIEHOTO
CepTtucbikata R1-CEP-2011-148-Rev 03 gna Adl
BancapTtaH Bif BXxe 3aTBepmkeHoro BupobHnk KRKA,
d.d., Novo mesto. OHoBReHHs1 cneuudikadii BignosigHoO
BHYTPILUHbOIO WabnoHy. BunyyeHHst aHaniTU4HNX
METOAMK AN BU3HAYEHHSI BMICTY AOMILLOK HITPO3aMiHiB
NDEA, NDMA Ta etunauetarty 3 p. 3.2.5.4.2.
AHaniTMYHI METOAMKN Ta BUNYyYEHHN Banigauii
3a3HayeHux nokasHukis 3 3.2.S.4.3. Banigauis
aHaniTMYHMX METOAMK, OCKINbKN 3aBHUK BUKOPUCTOBYE
Taki X aHaniTM4YHi MeToankn sk 3a3HaveHo y CEP.
3anponoHoBaHo: R1-CEP-2011-148-Rev 03; amiHu |
TUMNY - OHOBIEHHSI BXXE 3aTBEPKEHNX METOiB
KOHTPOMIO SIKOCTi Nikapcbkoro 3acoby, a came:
BVKMNaOEHHS TEKCTY Aep>XaBHOK MOBOHO 3riJHO Cy4acHMX
BUMOT. BBeaeHHs1 3MiH npoTaromM 6 micsauiB nicns
3aTBEPKEHHS; 3MiHU | TUNY - NOAaHHSA HOBOIO
Ceptudpikata RO-CEP-2018-077-Rev 01 ana AdI
PosyBacTuTuH kanbLito (Process 1) Big Bxe
3aTBepakeHoro BupobHuk KRKA, d.d., Novo mesto

34.

BAJIAPOKC

TabneTku, BKpUTI
NniBKOBOIO
obornoHkot, 10
mr/160 mr; no 10
TabneTtok y bnicrepi;
no 3 abo no 9
GnicTtepiB y kopobui

KPKA, a.4.,
HoBso mecto

CnogBeHisi

KPKA, a.4., HoBo
mecTto, CnoBeHis
(BMpOBHMLTBO "in
bulk", nepsuHHe Ta
BTOPWHHE MaKyBaHHS,
KOHTPOMb Ta BUNYCK
cepii); KPKA, o.4.,
HoBo mecTo,
CnoBeHist (KOHTpOrb
cepii)

CnoseHis

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:aMiHm |
TUMY - 3MiHW 3 AKOCTi. F0TOBMIA Nikapcbkuii 3acit. 3miHn y
BMPOGHMUTBI. 3MiHa po3Mipy cepil (BkMtoYakoum gianasoH

po3mipy cepii) roToBOro nikapcbkoro 3acoby

(36inbLueHHsA go 10 pasiB NOPIBHAHO i3 3aTBEPAXKEHUM
po3mipom) - 36inbLueHHst po3mipis cepii [T13: 3 "100 000

- 180 000 Ta6." Ha "100 000 - 360 000 Ta6."; 3MiHu |

TMNy - npuBeaeHHs cneuudikauii APl PosypsactaTtuHy
KanbLito y BiANOBIAHICTb 4O OHOBMEHOI MoHorpadii EP
Ta BHECEHHS HE3HAYHUX MPaBOK A0 MeToAY BU3HAYEHHS
6eH3ory; 3MiHK | TUNY - NOAaHHS OHOBIEHOTO
Ceptudpikata R1-CEP-2011-148-Rev 03 ans AdI
BancapTtaH Big Bxe 3aTBepkeHoro BupobHunk KRKA,
d.d., Novo mesto. OHoBReHHs1 cneuudikaii BignosigHO
BHYTPILUHBOrO WabnoHy. BunyyeHHst aHaniTuuHmx
MEeTOAMK AN BUSHAYEHHS BMICTY JOMILLOK HITpO3aMiHiB
NDEA, NDMA 1a etunauetarty 3 p. 3.2.5.4.2.
AHaniTU4HI MeToAMKM Ta BUNyYeHHs Banigauii
3a3HaveHux nokasHukis 3 3.2.S.4.3. Banigauis
aHarniTMYHMX METOAMK, OCKINbKN 3aBHUK BUKOPUCTOBYE
Taki ) aHaniTu4YHi MeToaukn sik 3a3HadeHo y CEP.
3anponoHoBaHo: R1-CEP-2011-148-Rev 03; 3miHu |

3a
peuernmom

UA/16269/01/03
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[IponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

TUMY - OHOBIEHHSI BXE 3aTBEPKEHNX METOAIB
KOHTPOIIO AIKOCTi Nikapcbkoro 3acoby, a came:
BVIKNaAEHHS TEKCTY Aiep>XaBHOK MOBOHO 3riJHO Cy4acHMX
BMMOr. BBeeHHs1 3MiH npoTaromM 6 micsauis nicns
3aTBEPOKEHHS; 3MiHM | TUNY - No4aHHA HOBOIO
Ceptucbikata R0-CEP-2018-077-Rev 01 gnsa Adl
PosyBacTuntuH kanbLito (Process 1) Big Bxe
3aTBepakeHoro BupobHuk KRKA, d.d., Novo mesto

35.

BAJTAPOKC

TabneTkn, BKpUTI
NNiBKOBOO
obonoHkoto, 20
mr/160 wmr; no 10
TabneTtok y 6nicrepi;
no 3 abo no 9
GnicTepiB y kopobui

KPKA, a.4.,
Hoso mecto

CnogBeHisi

KPKA, a.4., HoBo
mecTo, CrnoBeHis
(BMpOBHMLTBO "in
bulk", nepBuHHe Ta
BTOPUHHE MaKyBaHHS,
KOHTPOSb Ta BUMYCK
cepii); KPKA, a.4.,
HoBo mecTo,
CnoBeHisi (KOHTpOrb
cepii)

CnogeHis

BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis:3miHm |
TUNY - 3MiHW 3 SKOCTi. [0TOBWMIA NiKapcbkuii 3aci6. 3miHM y
BMPOGHMLTBI. 3MiHa po3Mipy cepil (BkMoYaym gianasoH

po3Mipy cepii) roToBOro nikapcbkoro 3acoby
(36inbLweHHs o 10 pasiB NOPIBHSAHO i3 3aTBEPOKEHUM

po3mipom) - 36inbLueHHs po3mipis cepii [113: 33 "100

000 - 180 000 Ta6." Ha "100 000 - 360 000 Tab."; 3amiHu |
TMny - NnpuBeaeHHs cneundikadii APl PosypBacTtaTtuHy
KanbLjto y BiANOBIAHICTL A0 OHOBREHOI MoHorpadii EP

Ta BHECEHHS HE3HaYHMX NMPaBOK A0 METOAY BU3HAYEHHS

6eH3ory; 3MiHu | TUNY - NOAaHHSI OHOBIIEHOTO
Ceptudpikata R1-CEP-2011-148-Rev 03 ana Ad®I

BancapTtaH Bif BXxe 3aTBepmkeHoro BMpobHnk KRKA,

d.d., Novo mesto. OHoBRneHHsi cneuudikauii BignosigHo
BHYTPILIHBLOTO WabnoHy. BunyyeHHs aHaniTuaHmx
MEeTOAMK AN BU3HAYEHHS BMICTY AOMILLOK HITPO3aMiHiB
NDEA, NDMA Ta etunauetarty 3 p. 3.2.5.4.2.
AHaniTUYHi METOOUKMN Ta BUITyYEHHS Barnigawii
3a3HaveHux nokasHukis 3 3.2.S.4.3. Banigauis
aHaniTM4HMX METOAMK, OCKINbKN 3aBHUK BUKOPUCTOBYE
TaKi X aHaniTu4YHi MeToaukn sk 3asHadveHo y CEP.
B3anponoHoBaHo: R1-CEP-2011-148-Rev 03; 3minu |
TUMY - OHOBIEHHSI BXE 3aTBEPKEHNX METOAIB
KOHTPOIIO AKOCTI Nnikapcbkoro 3acoby, a came:
BVKNaAEHHS TEKCTY Alep>XaBHOK MOBOHO 3riJHO Cy4acHUX
BUMoOr. BBegeHHs 3MiH npoTaromM 6 micauis nicns
3aTBEPKEHHS; 3MiHM | TUNY - NO4aHHA HOBOTO
Ceptudpikata RO-CEP-2018-077-Rev 01 ana AdI
PosyBacTuTuH kanbLito (Process 1) Big Bxe
3aTBepakeHoro BupobHuk KRKA, d.d., Novo mesto

3a
peuerimom

UA/16269/01/04

36.

BAHATEKC

TabneTku, BKPUTI
NniBKOBOO
obornoHkoto, 80 mr,
no 14 tTabnetoky
GnicTepi, no 2
Gnictepu B
KapTOHHI kopobui

dapmaLeBTUYHU
" 3aBoA
"MONb®APMA"
C.A.

MonbLia

dapmaLeBTUHHUIA
3asop "MOJIbAAPMA"
C.A.

MonbLa

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:3aMiHu |
TUNY - JOMOBHEHHS crneundikaLii roToBOro nikapcbkoro
3acoby noka3HMKoM «KinbKiCHUI BMICT HITpO3aMiHiB» 3

BiAMNOBIAHMM METOAOM BUNPOBYBaHHS y 3B'sI3KY 3
pekomeHgauismm EMA

3a
peuerimom

UA/12634/01/01

37.

BAHATEKC

TabneTkn, BKpUTI
NniBKOBOKO
o6onoHkoto, 160 wmr,
no 14 tabnetok y

dapmaLeBTUYHM
1 3aBof,
"MONTb®APMA"
C.A.

Monblwa

dapmMaLeBTUYHUIA
3asog "MOJIbGAPMA"
C.A.

Monbuwa

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis:3miHu |
TUNy - JOMOBHEHHS creundikaLii roToBOro nikapcbkoro
3acoby nokasHnkoM «KinbKiCHWIA BMICT HITpO3aMiHiB» 3

BiZNOBIgHMM METOAOM BUNPOGYBaHHS Y 3B'A3KY 3

3a
peuenmom

UA/12634/01/02
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[IponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
6nictepi, no 2 pekomeHaauismm EMA
6nictepu B
KapTOHHiIN kopobLi
38. | BAHATEKC TabneTku, BKPUTI dapmaLeBTUYHU Monbwa dapmaueBTUHHUIA Monbuwa BHECEHHS 3MiH 0 peecTpaLinHMX maTepianis:aMiHm | 3a UA/12839/01/02
KOMBI NniBKOBOIO 1 3aBog 3aBog "MONb®APMA" TUMNY - BBEAEHHSI HOBOro MOKa3HuKa y cneumdikauiio peuenmom
o6onoHkoto, no 80 "MOJIbGAPMA" C.A. roToBOro slikapcbkoro 3acoby «KinbkicHui BMiCT
mr/12,5 mr no 14 C.A. HITPO3aMiHiB» 3 BiANOBIAHMM METOAOM BUNPOOYBaHHS Y
TabneTok y Gnictepi, 3B'A3KYy 3 pekomeHgauismm EMA
no 2 Gnictepuy
KapTOHHI kopobLi
39. | BAHATEKC TabneTkn, BKpUTI dapmaLeBTUYHN MonbLa dapmMaueBTUYHUIA MonbLa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3minu | 3a UA/12839/01/03
KOMBI NniBKOBOI 11 3aBog 3asop "MOJIbAAPMA" TUNY - BBEOEHHS HOBOrO MoKasHuKa y cneumdikauito peuenmom
obornoHkoto, no 160 "TONb®APMA" C.A. roTOBOrO fikapcbKkoro 3acoby «KinbkicHui BMiCT
mr/25 mr; no 14 C.A. HITPO3aMiHiB» 3 BiANOBIAHUM METOAOM BMMPOOYBaHHA Y
Tabnetok y 6nicrepi; 3B'A3KYy 3 pekomeHgauismm EMA
no 2 6nictepn y
KapTOHHiIN kopobui
40. | BAHATEKC TabneTkn, BKpUTI dapmaueBTUYHU Monblwa dapmaueBTUYHUIA MonbLlwa BHECEHHS 3MiH O peecTpaLiHMX maTepianis:3aMiHu | 3a UA/12839/01/01
KOMBI NNiBKOBOO 1 3aBOA 3aeog "MOJIbAAPMA" TUNY - BBEAEHHSI NoKasHuka sKoCTi «KinbkiCHUA BMICT peuenmom
obornoHkoto, 160 "TONb®APMA" C.A. HITpO3aMiHiB» y cneumdikaLlito roTOBOro fikapCbKoro
mr/12,5 mr; no 14 C.A. 3aco0by 3 BignoBigHMM MeToA0M BUNPOBYBaHHS Y 3B'A3KY
TabneTtok y bnicrepi; 3 pekomeHgauismm EMA
no 2 6nictepn y
KapTOHHiIN kopobui
41. | BAHATEKC TabneTkn, BKpUTI dapmaLeBTUYHM MonbLa dapmMaLeBTUYHWIA Monbuya BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:3minu | 3a UA/12839/01/01
KOMBI nniBKOBOK 1" 3aBof 3asop "MOJIbAAPMA" TUMY - 3MiHW BHECEHO [0 IHCTPYKUIT Ans MeanyHoro peuenmom
obornoHkoto, 160 "MONb®APMA" C.A. 3acTocyBaHHS nikapcbkoro 3acoby y posainu:
mr/12,5 mr; no 14 C.A. "OcobnueocTi 3actocyBaHHs", "lMobivHi peakuii”
TabneTok y 6nictepi; BiAMOBIAHO JO OHOBMEHOI iHpbopMaLlii 3 6e3neku ajtoyoi
no 2 bnictepu y PEYOBUHU
KapTOHHIN kopobui
42. | BAHATEKC TabneTtkn, BKpUTI dapmaLeBTUYHU Monbwa dapmaLeBTUYHUIA BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:3aMiHm | 3a UA/12839/01/02
KOMBI nniBKOBOK 1 3aBof 3asop "MOJIbAAPMA" TUMY - 3MiHW BHECEHO [0 IHCTPYKUIT Ans MeanyHoro peuenmom
obornoHkoto, no 80 "MONb®APMA" C.A,, Nonbla 3acTocyBaHHS nikapcbKoro 3acoby y po3ainu:
mr/12,5 mr no 14 C.A. "OcobnueocTi 3actocyBaHHs", "lMobivHi peakuii”
TabneTok y 6nictepi, BiAMOBIAHO 4O OHOBMEHOI iHhopMaLlii 3 6e3neku ajtoyoi
no 2 bnictepu y pPEYOBUHU
KapTOHHiIl kopobui
43. | BAHATEKC TabneTtkn, BKpUTI dapmaLeBTUYHU Monblwa dapmaueBTU4HUIA Monbuwa BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:aMiHm | 3a UA/12839/01/03
KOMBI nniBKOBOI 1" 3aBoA 3asop "MOJIbAAPMA" TUMY - 3MiHW BHECEHO J0 IHCTPYKUIT ANs MeanyHoro peuenmom
obornoHkoto, no 160 "MONb®APMA" CA. 3acTocyBaHHs nikapcbkoro 3acoby y po3ainu:
Mmr/25 mr; no 14 C.A. "OcobnueocTi 3actocyBaHHs", "lMobivHi peakuii”
TabneTok y 6nictepi; BiAMNOBIAHO 4O OHOBMEHOI iHpopMaLlii 3 6e3neku aitoyoi
no 2 bnictepu y pPEYOBUHU
KapTOHHiIl kopobui
44. | BAPIIPUKC niocpinizat ans nmakcoCmiTKns Benuka nakcoCmiTKnsanH Benbris BHECEHHS 3MiH IO peeCTpaLinHMX maTepianis:aMiHm | 3a UA/15966/01/01
™/ PO34MHY Ans iH'eKUin H Ekcnopt BpuTaHis Bionoaxikans C.A TUNy - BBEAEHHS1 OAAaTKOBOI AinbHuui Fidia peuenmom
VARILRIX™ no 1 posi; 1 prnakoH Jliviten Farmaceutici S.p.a., ltaly B sskocTi JogaTkoBOro micus
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BAKUUHA 3 niodpinizatom Ta 1 BUrOTOBIIEHHS PO34YMHHUKA (CTEpUnbHa Boda A4S
ansa amnyna 3 in'ekuin (WFI)) B amnynax; 3miHu | Tuny - gogaBaHHA
NMPO®ITAKT PO34YMHHMKOM (BOAA ninbHuui Fidia Farmaceutici S.p.a., Italy sk
KN ons iH'ekuin) B BignoBiganbHoi 3a koHTporb skocTi (QC release testing)
BITPAHOI nnacTMKkoBoMy PO3YMHHMKA B amrynax 3a BUHSATKOM ABOX TECTIB
BICIU XXUBA | koHTelHepi B Reconstitution and Identity sodium; 3miHu | Tuny -
ATEHYWUOBA | kapTOHHill kopobui; nopasaHHA o posginy «lMakysaHHa» MKA onvcy
HA 1 donakoH 3 YMaKoBKM fikapcbKoro 3acoby 3 amnynamu gns
niocpinizatom Ta 1 PO34MHHMKA (BOAA ANs iH' EKLIN) 3 TOYKOIO 3namy
nonepeaHLo 61aKMTHOro KoNbopy Ta ABOMA KiflbLAMU YEPBOHOIO
HamnoBHEHWUI LLMNPULY Konbopy. TepMiH BBEAEHHS 3MiH - NPOTAroM 6 Micauis
3 PO34YMHHUKOM nicnsa 3aTBepmXeHHs
(Boga ons iH'ekwin) y
KOMMMEKTi 3 ABOMA
ronkamu B
nnacTUKoBOMYy
KOHTEViHepi B
KapTOHHiIN kopooLyj;
100 donakoHis 3
nioginizatom ta 100
amnyn 3
PO34MHHMKOM (BoAa
Ans iH'ekuin) (8
YapyHKOBIN
yNakoBLii) B OKpeMux
KapTOHHMX KOPOOKax
45. | BIePOLUN Kpanni Ha3arnbHi, no "CK KoHcblomep | LUsenuapi "CK KoHcblomep LLisenuapis BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 6es UA/4564/01/01
15 Mn y cknsiHomy Xenckep CAPJ1 A Xenckep CAPJ1 TMny - AOMiHiCTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS! peuenma
dnakoHi 3 Ta/abo agpecu 3asiBHUKA (BNnacHWKa peecTpauinHoro
noninponineHoBo noceigyeHHs) 3miHa Ha3BW Ta agpecy 3asiBHUKa:
KPULLIKOLO- BBeaeHHs 3MiH NnpoTsarom 6-Tu Micauis nicns
KpanenbHuLeto; no 1 3aTBepAKeHHSA. 3MiHu | Tuny - AQMiHICTPaTUBHI 3MiHW.
hnakoHy B 3miHa HaimeHyBaHHS Ta/abo agpecu micus
KapTOHHiI kopobui npoBaXeHHs AisnbHOCTI BUpOGHMKa/imnopTepa
roTOBOrO fiKapCbKOro 3acoby, BKMOYa4M OinbHULL
BUNYCKy cepii abo MicLie NpoBeAeHHS KOHTPOJIH SIKOCTi.
(misnbHicTb, 3a sy Bignosiaae BMpobHUK/iMnopTep,
BKITIOHAK04M BUMYCK cepilt) 3mMiHa Ha3Bu Ta agpecu
BUpOGHKMKa M3, 6e3 3miHM Micus BUpoOHULTBa: 3MiHK
BHECEHO B iHCTPYKLiO ANSt MeANYHOro 3aCTOCYBaHHS
LLI0A0 HaNMeEHYBaHHS Ta MiCLe3HaxX0[KeHHs1 BUPOOHMKa
3 BiANOBIOHMMM 3MiHAMK Yy TEKCTi MapKyBaHHS yNaKoBKU
nikapcbkoro 3acoby. BBeaeHHst 3MiH npoTsirom 6-tu
MicsILLiB Micnsi 3aTBEPOXKEHHS.
46. | BICTAMIOQ TabneTku, BKPUTI Mictpan Kenitan AHrnis CiHToH Xicnanis, C.J1. Icnania BHECEHHS1 3MiH 40 peecTpauiiHux maTtepianis: 3MiHu | 3a UA/18657/01/01
NniBKOBOIO MeHeaxmeHT TUny - AOMiHiCTpaTuUBHI 3MiHW. 3MiHa HaliMeHyBaHHS peuenmom
o6onoHkoto, no 50 JlimiTen Ta/abo agpecu 3asiBHUKA (BNacHMKa peecTpaLinHoro

mr, no 10 TabneTok
y 6nicTepi; no 3

nocBigYeHHs ) - 3aMiHa agpecu 3asiBHUKa
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[IponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Gnictepu B
KapTOHHiN kopobui
47. | BICTAMIOQ TabneTkn, BKpUTI MicTtpan Kenitan AHrnis CiHTOH XicnaHis, C.J1. Icnania BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | 3a UA/18657/01/02
NniBKOBOO MeHenXmeHT TMny - AGMiHiCTpaTuBHI 3MiHW. 3MiHa HaMeHyBaHHS peuernmom
obonoHkoto, no 150 Timiteq Ta/abo agpecu 3asiBHUKa (BNacHWKa peecTpaLiiHoro
mr, no 10 TabneTok NoCBIQYEHHST) - 3MiHa afpecu 3asiBHUKa
y 6ricTtepi; no 3
6nictepu B
KapTOHHiIN kopobui
48. | BITAMIH C TabneTku xyBarnbHi AT Ykpaina AT "KNIBCbKUI Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes UA/5624/01/01
500 3 JIMMOHHUM CMaKoMm "KUIBCbKUI BITAMIHHUIA YTOYHEHHS1 HaNUCaHHA yNnakoBKX B Haka3i MO3 peuenma
no 500 mr, no 10 BITAMIHH/N 3ABO" Ykpainu Ne 318 Big 17.02.2022 B npoueci BHeCeHHs
TabneTok y 6nictepi; 3ABO[O" 3MiH (3MiHu | TUNY - BUNYyYeHHs nokasHuka «Baxki
no 3 abo 6 meTanu» 3i cneundikauii A®I AckopbiHoBa KMcnoTa;
6nicTtepiB B nauui; 3MiHu | TRy - 3aMiHa BUPOGHWNYOI AinbHULI Bif BXe
no 30 TabneTtoky 3aTBEpAKEHOro BUPOGHMKA Ha HOBY AiNIbHULIO BiA
KOHTeWHepi 3aTBepAKeHOro BMpobHuka AckopbiHOBOI KMCNOTH
(6aHouui); no 1 «Northeast Pharmaceutical Group Co., Ltd.», Kutaii.
KOHTEWHepy lMponoHoBaHa pepakuisa: Ne.29, Shenxiliu Dong Road,
(6aHouui) y nayui; Economic Technology Development District, Shenyang,
no 10 TabneTtok y China/llenrkcuny OoHr Poag, 29, 3oHa EkoHoMiYHOrO Ta
6nictepax; no 30 TexHonoriyHoro Po3sutky, LeHsaHr, Kutan). Pepakuis B
TabneTok y Hakasi: no 10 TabneTtok y 6nictepi; no 3 6nictepu B
KOHTeWHepax nayui; no 30 TabneTok y KoHTerHepi (6aHouui); no 1
(6aHoukax) KOHTelrHepy (6aHouui) y nayui; no 10 TabneTok y
6nictepax; no 30 TabneTok y koHTelHepax (6aHoukax).
3anponoHoBaHa pegakuif: no 10 TabneTok y
6nicTepi; no 3 abo 6 6nicTepis B nayui; no 30
TabneTok y KoHTeMHepi (6aHouUi); No 1 KOHTeHepy
(6aHouui) y nayui; no 10 TabneTok y 6nicrepax; no
30 TabneToK y KOHTeMHepax (6aHo4Kax)
49. | BITAMIH C TabneTku xyBarnbHi AT Ykpaina AT "KMUIBCLKMIA Ykpaina BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: bes UA/5623/01/01
500 3 anenbCMHOBUM "KNIBCBKN BITAMIHHAW YTOUYHEHHS1 HAaNUCaHHA ynakoBKW B Haka3i MO3 peuenma
cmakom no 500 wr, BITAMIHHAN 3ABOO" Ykpainu Ne 318 Bip 17.02.2022 B npoLieci BHECEHHS
no 10 TabneTtoky 3ABO[O" 3MiH (3MiHK | TUNy - BUNYyYeHHs noka3Huka «Baxki

6nicTepi; no 3 abo 6
6nicTtepiB B navui;
no 30 TabneTtok y
KOHTelHepi
(6aHouui); no 1
KOHTeWHepy
(6aHouUi) y navui;
no 10 Tabnetok y
6nictepax; no 30
TabneTok y
KOHTeViHepax
(6baHouKax)

mMeTanuy» 3i cneundikauii A®l AckopbiHoBa KMCnoTa;
3MiHu | TNy - 3amiHa BUPOBOHWNYOI AinbHULI Bifg BXe
3aTBEPAKEHOr0 BUPOOHUKA Ha HOBY AiNbHULIKO Bif,
3aTBEPKEHOr0 BUPOBHUKa ACKOpGIHOBOI KMCNOTH
«Northeast Pharmaceutical Group Co., Ltd.», Kutan.
MponoHoBaHa pegakuisi: Ne.29, Shenxiliu Dong Road,
Economic Technology Development District, Shenyang,
China/llenrkcuny OoHr Poag, 29, 3oHa EkoHoMiYHOrO Ta
TexHonoriyHoro Po3suTky, LUeHsHr, Kutan). Pegakuis B
Hakasi: no 10 TabneTok y 6nicTepi; no 3 6nictepu B
nayui; no 30 TabneTok y koHTenHepi (6aHouLi); no 1
KOHTelrHepy (6aHouui) y nayui; no 10 TabneTok y
6nictepax; no 30 TabneTok y KoHTelHepax (baHoukax).
3anponoHoBaHa peaakuis: no 10 TabneTok y
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[IponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
6nicTepi; no 3 abo 6 6nicTtepiB B nauui; no 30
TabneTok y KOHTelHepi (6aHo4Li); no 1 KOHTelHepy
(6aHouui) y nayui; no 10 TabneTok y 6nictepax; no
30 TabneTok y KOHTeHepax (6aHo4kax)
50. | TFAH®OPT® Kpanni o4Hi no 3,0 AnnepraH IpnaHais AnnepraH IpnaHais BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:aminu | 3a UA/11121/01/01
Mn 'y pnakoHi- dapmachkioTikan dapmachbioTikans TMNYy - 3MiHK 3 skocTi. A®l. BupobHuuteo. 3MiHa po3mipy peuenmom
KpanenbHuULi 3 3 lpnangis IpnaHais cepii (Bkntoyatoum gianasoHn) APl abo npomixHoOro
nonietTunexy, no 1 NpoAyKTY, SIK1IA 3aCTOCOBYETLCSH Y NpoLeci BUPOBHULTBA
abo 3 dhnakoHu- A (36inbweHHs o 10 pasiB NopiBHSAHO i3
KpanenbHuLi B 3aTBEPKEHUM PO3MIPOM) - BBEAEHHS [0AaTKOBOro
KapTOHHIN nayui AianasoHy poamipy cepii A®| BimaTtonpocT Big
BupobHmka Kyowa Pharma Chemical Co. Ltd.
B3anponoHoBaHo: Big 2.0 oo 3.1 «kr; Big 4.0 0o 6.3 kr.
51. | TEBIPAH TabneTkn, BKpUTI dapmaLeBTUYHN MonbLa dapmMaueBTUYHUIA MonbLa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:3minu | 3a UA/7565/01/01
NniBKOBOI 11 3aBog 3asop "MOJIbAAPMA" TMMY - 3MiHM 3 SKOCTi. [OTOBMI NikapcbkuiA 3acib. peuenmom
obornoHkoto, no 200 "TONb®APMA" C.A. KoHTponb roToBOro nikapcbkoro 3acoby - OHOBMNEHHS
mr, no 10 TabneTok C.A. BXe 3aTBEPKEHNX METOAIB KOHTPOSO AKOCTI
y GnicTepi; no 3 nikapcbKkoro 3acoby, a came: BUKIageHHs! TEKCTY
6nictepa y Aep>XaBHOK MOBOIO 3riAHO Cy4aCHWUX BUMOT
KapTOHHiIN kopobui
52. | TEBIPAH TabneTkn, BKpUTI dapmaLeBTUYHN MonbLa dapmMaLeBTUYHUIA MonbLa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3minu | 3a UA/7565/01/02
NniBKOBOK 11 3aBog 3asop "MOJIbAAPMA" TMMY - 3MiHM 3 SKOCTi. [OTOBMI NikapcbkuiA 3acib. peuenmom
obornoHkoto, no 400 "TMONb®APMA" C.A. KoHTponb roToBoro nikapcbkoro 3acoby - OHOBMNEHHS
mr, no 10 TabneTok C.A. BXe 3aTBEPKEHNX METOLIB KOHTPOSO AKOCTI
y 6nicTepi; no 3 nikapcbkoro 3acoby, a came: BUKIaAEeHHS TEKCTY
6nictepay Aep>XaBHOK MOBOIO 3riAHO Cy4aCHWNX BUMOT
KapTOHHIN kopobui
53. | FEBIPAH TabneTku, BKPUTI dapmaLeBTUYHU Monbwa dapmaLeBTUYHUIA Monbwa BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:3aMiHu | 3a UA/7565/01/03
nniBKOBOK 1" 3aBof 3asop "MOJIbAAPMA" TUMY - 3MiHK 3 sIKOCTi. [0TOBMI Nikapcbkuin 3acib. peuenmom
obornoHkoto, no 800 "TMONb®APMA" C.A. KoHTponb roToBoro nikapcbkoro 3acoby - OHOBMNEHHS
mr no 10 TabneTok y C.A. BXe 3aTBEpPKEHNX METOAIB KOHTPOSO AKOCTI
6nictepi; no 3 nikapcbkoro 3acoby, a came: BUKNaAEeHHS TEKCTY
6nictepay Aep>XaBHOK MOBOIO 3riAHO Cy4aCHWNX BUMOT
KapTOHHiI kopobui
54. | TEKOOE3® pO34uH ANs iHdYy3in TOB "HOpis- Ykpaina TOB "HOpia-®apm" Ykpaina BHECEHHS 3MiH 0 peecTpauiiHMX maTepianis: 3MiHu | 3a UA/3672/01/01
60 mr/mn no 200 mn dapm” Tuny - 3MiHK 3 sikocCTi. [O0TOBWMI Nikapcbkuii 3acib. peuenmom

a6o 400 mn, y
nnsiwKax

Cuctema KoHTelnHep/3akynoptoBanbHui 3acid. 3MiHa
PO3Mipy ynakoBKM rOTOBOrO MikapCbKoro 3acoby
(BMNYYEHHS yNakoBKW NMEBHOMO PO3Mipy) - BUNYYEHHS
ynakoBok no 250 mn, 500 mn y nnswkax cknsHux ta 250
M, 500 Mn y KOHTenHepax noniMepHux, 3 BigNOBIAHNMU
3MiHamu B po3gini «Ynakoska» MKA J13. 3miHn BHeceHi
B po3ain "YnakoBka" iHCTPyKLUii ANs MeandYHOro
3acTOCyBaHHsI Nnikapcbkoro 3acoby Ta B po3gin 6.5. "Tun
Ta BMICT NEPBMHHOI YNakoBKW" KOPOTKOI XapaKTepUCTUKM
nikapcbKoro 3acoby y 3B"s13Ky 3 BUITYYEHHSIM NMEBHOMO
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[IponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
PO3Mipy ynakoBOK, SIK HACNIQOK - BUMYYEHHS TEKCTY
MapKyBaHHS BiANOBIAHNX YNakoBOK. BBeaeHHs 3miH
NPOTSArom 6-T MicsILB Micnsi 3aTBEPYKEHHS.

55. | FEKCAKCUM cycnensis ans CaHodi MacTep ®paHuis CaHodi MNacTtep, PpaHuis/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3miHu | 3a UA/13080/01/01

® | HEXAXIM iH'ekuin no 0,5 mn (1 ®paHuia YropwwmHa MMy - 3MiHK 3 sikocTi. ADI. BupobHuteo. 3MiHa peuenmom

BAKUUHA nosa)no 0,5 mn (1 (BMPOGHMLITBO BUPOGHMKA BUXIOHOTO/MPOMIXKHOIO NPOAYKTY/peareHTy,

ansa £403a) B nonepegHLo roToBOro LLIO BUKOPUCTOBYHOTLCS Y BUPOGHUYOMY npoueci ADI,

MPO®ITAKT 3aMoBHEHNX Hepo3dacosaHoro abo 3miHa BUpoGHUKa (BKtoYatoum, Ae HeobxigHo, micue

KN wnpuuax 3 1-eto npoayKTy, BTOPUHHE NpoBeAeHHs KOHTposto sikocTi) APl (3a BigcyTHOCTI

OUODTEPI, (abo 2-ma) nakyBaHHs1 (LUnpuum), cepTudgikaTa BignoBigHOCTI €Bponeichbkin hapMakonei y

NMPABLUA, OKPEMWMMU rorfiKamu, KOHTPOMb SIKOCTI, 3aTBEPAKEHOMY AOCHE) - AOAABAHHSA anbTepHATUBHOIO

KALUJTIOKY no 1 wnpuvuy B BUnyck cepint); CaHodi BUpoGHMKa (Spi Pharma, France) rento antomiito

(AUENIONAP | kapTOHHIN ynakoBLi; MacTep, PpaHuin rigpokcng VAC20HA®, L0 BUKOPUCTOBYETLCS Npu

HUK no 0,5 mn (1 go3a) B (B1poBHMLTBO BMPOBHMLTBI 2-komnoHeHTHOI Acellular Pertussis Drug

KOMMOHEHT | nonepeaHbo roToBOro Substance. TepmiH BBe4eHHs 3MiH - ntoTuii 2023 poky.

), FTENATUTY 3anoBHEHNX Hepo3dgacoBaHOro

B wnpuuax 3 1-et0 nNpoayKTy,

PEKOMBIHA (abo 2-ma) 3arnoBHEHHS,

HTHA, OKPEMWUMMW FrOfIKamu, BTOPWHHE NaKyBaHHS,

noniomieni no 1 wnpvuy B KOHTPOMb SIKOCTI,

TY cTaHOapTHO- Bunyck cepii); CaHodi-

IHAKTUBOBA | ekcnopTHil AseHrTic Npansit Ko.

HATA ynakoBLi, sika JIta., MNnatgopma

3AXBOPIOB MiCcTUTBCS Y noricTuku Ta

AHb, KapTOHHiIN kopobui 3 AncTpubyii y m.

CNPUYUHEH iHCTpyKLUi€eto ans BypanewT, YropwwuHa

nx MeANYHOro (BTOpVHHE MaKyBaHHS,

HAEMOPHIL 3acToCyBaHHS; No BUMNYCK cepii)

us TMny B 0,5 mn (1 gosa) B

KOH''OFrOBA nonepegHLo

HA, 3anoBHEHUX

AOCOPBOBA | wnpuuax 3 1-et0

HA, PIOKA (abo 2-ma)

OKPeMMMU rofikamu,
no 10 wnpwuuis B
KapTOHHIN ynakoBLi;
no 0,5 mn (1 posa) B
nonepenHL0
3aMnoBHEHWX
wnpuuax 3 1-eto
(abo 2-ma)
OKPeMVMU rofikamu,
no 10 wnpwuuis B
CTaHpapTHO-
€KCMOopTHIN
ynakoBLi, sika
MiCTUTBCS Y
KapTOHHiI kopobui 3
iHCTpyKLUi€eto Ans
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[IponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

MeANYHOro
3aCTOCYBaHHS; Mo
0,5 mn (1 posa) y
nakoHax, no 10
nakoHiB y
KapTOHHIN ynakoBLyj;
no 0,5 mn (1 go3a) y
dnakoHax, no 10
chnakoHis B
cTaHgapTHO-
€KCMOPTHIN
ynakoBLi, ska
MICTUTBCS Y
KapTOHHiIN kopobui

56.

FEMUWUTABIH
AKKOPQ

KOHLIeHTpaT Ans
pO34uHy ans
iHdpy3in, 100 mr/mn;
no 2 mn (200 mr), 10
mn (1000 mr), 15 mn
(1500 wmr), 20 mn
(2000 mr) y
dnakoHi; no 1
hnakoHy y
KapTOHHIN navui

Akkopa Xenckea
TimiTen

Benuka
BpuTtaHia

Akkoppg Xenckea Benwuka
JlimiTeq, Benuka BpwuTaHis/
BpuTtaHis YropwmHa/
(BignoBiganbHMn Inpis/ ITanisa
BUMYyCK cepii); AKkopa,
Xenckea Jlimitepn,
Benuka bBputaHia
(BTOpWHHE
nakyBaHHs1); ACTPOH
Pesbopu JlimiTe,
Benvka bputaHis
(KOHTpOnb SKOCTI
cepii); BeccniHr
XaHrepi Ko,
YropuymHa (KOHTporb
siKocTi cepii); IHTac
dapmacbioTikanc
Nimiten, IHAOis
(BpOBHMLTBO,
KOHTPOMb SIKOCTI,
nepBuHHE Ta
BTOPWHHE NaKyBaHHs1);
IHTac
dapmackioTikanc
NimiTen, IHais
(BUpOBHMLTBO,
KOHTPOSb SIKOCTi,
nepBuUHHE Ta
BTOPWHHE NaKyBaHHS);
NABAHANIBIC C.P.N.,
ITanis (koHTponb
SIKOCTi cepiit);
dapmagokc Xernckea
JTa., ManbTa
(KOHTpOIb SIKOCTI

BHECEHHS 3MiH 40 peecTpaLliiHuX maTepianis:amiHm | 3a
TUMY - HE3HaYHi 3MiHW Y Npoueci BUpoBHULTBa rOTOBOTO peuenmom
nikapcbkoro 3acoby, a came JogaBaHHS roToBUX A0
cTepianisauii rymoBux npobok, Lo 3aKynoByTbCS, 3
TIEI X 3aTBEPPKEHO0 cneumdikauieto, Wwo i
nonepeaHL0 NPOMUTI ryMOBi Npobku, Aki byayTb
HanpsiMy NogaBaTUCh Ha CTagito cTepwunisadii.
3aTBepaxeHuin BUpobHMYMIA Npouec Ta npouec
cTepunisauii 3anvwarTbCs HE3MIHHUMIN

UA/17799/01/01
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[IponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
cepin)
57. | TEHBOA® TabneTku, BKpUTI lnean IpnaHais AHpepcoHBpekoH, CLWA BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3minu | 3a UA/16530/01/01
NNiBKOBOO CalieHcus IHKk., CLUA (BTOpUHHA Ipnangis/ TUNY - OHOBJIEHHSI TEKCTY MapKyBaHHS YNaKOBKU peuenmom
obonoHkoto; no 30 Aneneng ynakoska); lneag Kanaga nikapcbkoro 3acoby 3 BHECEHHsIM iHdbopmalLlii LWoao
TabneTok y chnakoHi; AHnimiteq CaneHcuns Aneneng 3a3HaYeHHs OAVHULL BUMIPIOBaHHA Y cuctemi Sl.
no 1 conakoHy y KomnaHi HOC, Ipnangis (Bunyck BBefeHHs 3MiH NpoTArom 6 MicsiLiB nicnsi 3aTBEpPAYKEHHS
KapTOHHiN kopobui cepil, NnepBuMHHa
ynakoBka, BTOPUHHa
ynakoBka, KOHTPOb
cepii); MNneag
CaneHncms, IHk., CLUA
(BTOpPMHHA ynakoBka);
lneap CalieHcus, IHk.,
CLUA (koHTponb cepii);
€BpodpiHc NaHkacTep
JlabopaTopis, IHkK.,
CLUA (koHTponb cepii);
MinmayHT Xenckea
JIta., lpnangis
(BTOPWHHa ynakoBka);
MaTeoH IHK., KaHaga
(BUPOBHMLTBO,
nepBUHHA yNakoBkKa,
BTOPWHHA YNaKoBKa,
KOHTpOb cepii)
58. | TEHCYNIH P PO34MH Ans iH'ekuin, BIOTOH C.A. Monbuwa BIOTOH C.A,, Monbuwa BHECEHHS 3MiH 0O peecTpaLiiHnx 3a UA/1613/01/01
100 Of4/mn; no 10 MonbLa (BUpOBHUK, mMaTepianiB:BUNpaBneHO TEXHIYHY MOMUIKY (rpamaTuyHi peuenmom
MIT Y CKINsIHOMY BiAMOBiAanbHWIA 3a Ta opdorpadivHi NOMUIIKKN) B TEKCTi MapKyBaHHS
dnakoHi; no 1 BMPOBHMLTBO, BTOPUWHHOI ynakosku (no 10 mn y donakoHax Ne1 ta
hnakoHy B NepBUHHE | BTOPUHHE kapTpumxi no 3 mn Ne5). BANPOMOHOBAHO: 3.
KapTOHHIM nayui; no nakyBaHHs1, KOHTPOIb MEPENIK AONOMPKHUX PEHOBWH [onomixHi
3 M B KapTpuaxi; Ta BUNYyCK cepii); PEYOBUHW: M-Kpe3o, rMilepwH, kucrorta
no 5 kapTpuoxis y IHcTUTYT BioTexHonorii XIOPUCTOBOAHEBA (po3BeaeHa), HaTpito rigpokcua (ans
6nicTepi; no 1 Ta AHTUGIOTUKIB, OTPUMaHHS AeTanbHoI iHbopMaLii AMB. IHCTPYKLi0 ANs
6nictepy B MonbLya (BMpObHUK, Me[MYHOro 3aCTOCyBaHHs), BoAa Ans iH'ekuin. 11.
KapTOHHiIN nayui BianosigansbHWiA 3a HANMEHYBAHHS | MICLIE3HAXOXEHHSA
KOHTpOnb cepii) BWPOBHUKA TA/ABO 3AABHNKA
BupobHuk: BIOTOH C.A., MNMonblua, 02-516, Bapiasa,
Byn. CtapounHceka, 5 14. KATEIFOPIA BIOMYCKY.
BignyckaeTbcs 3a peuenTom.
15. ANA NIKAPCBKNX 3ACOBIB, AKI MPU3HAYEHI
AN CAMOCTIVHOIO NIKYBAHHSA — IHGOPMALLIA
Loa0 3ACTOCYBAHHA
3acTocoBy€eTbCA 3a NPU3HAYeHHAM nikaps. 3a3HaveHe
BUNpaBneHHs Bignosigae matepianam peectpauinHoro
[ocbe
59. | FENA-MEPL rpaHynsaT 3 /5, no Mepy Hime4vymH Mpogykuis in bulk: HimeyvymHa/ BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3MiHu | bes UA/0039/02/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
5 ry nakerti, no 30 dapmachkioTikan a Knoke ®apma-Cepsic LLiBenyapia TMNYy - AOMIHICTPaTUBHI 3MiHW. 3MiHa HallMeHYBaHHS peuenma
abo 50 abo 100 ¢ 'm6X M6X, Himeuunna; Ta/abo agpecu MicLs NPOBaMKEHHS QiSnNbHOCTI
nakeTiB Y KapTOHHIN AciHo ®apma AT, BMpOBHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
Kopobui LLisevinapisi; MNepBuHHE BKITHOYaK04M AinbHULI BUMNYCKY cepii abo micue
Ta BTOPUHHE NpoBEAEHHS KOHTPOSO SKOCTI. (AIANbHICTb, 3a AKY
nakyBaHHa: Mepuy, BignoBigae BUPOGHMK/IMNOPTEp, HE BKIKOYAOUN BUMYCK
dapma 'M6X i Ko. cepint) - 3miHa Ha3Bu BMpobHuka M3, BignosiganbHOro
KraA, HimeuunHa; 3a BUpoBHULTBO npoaykuii in bulk, 6e3 3miHK Micus
Knoke ®apma-Cepsic BMpOBGHMUTBA
'mM6X, HimeuumHa;
Bupo6Huk
BiANOBiganbHUIM 3a
BUMYCK Cepii KiHLEeBOro
npoaykry: Mepy
dapma 'M6X i Ko.
KlraA, HimevunHa;
BTopuHHe nakyBaHHs:
X.EJLIM. TmBX,
HimeuuunHa; MpecTix
MpomoyLuH
BepkaydcchoepaepyH
r & Bepbecepsic
'm6X, Himev4ynHa
60. | FTENAPUH- PO34MH ANA iH'EKUIN, MpAT "MMo YkpaiHa MpAT "o YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:yTOMHEHHS 3a UA/8275/01/01
IHOAP 5000 MO/mn, no 5 BUPOGHMLTBY BUPOGHMLTBY iHCYMiHIB peecTpauinHoi npoueaypu B Hakazax MO3 YkpaiHu Ne peuenmom
mn (25000 MO) y iHcyniniB"IHOAP "IHOAP" 2374 Bip 28.10.2021p. B NpoLeci BHECEHHS 3MiH: 3MiHM |
chnakoHi; no 1 abo " TUMY - 3MiHK 3 sIKOCTi. [OTOBMIA Nikapcbkuin 3acib.
no 5, abo no 100 CucTemMa koHTelnHep/3akynoptoBanbHuUiA 3aci6. 3miHa
nakoHiB y navi copmun abo po3mipy KOHTEHEpa YM 3aKynopioBanbHOro
3acoby (NepBUHHOT yNakoBKM) (CTEPWIbHI Nikapcbki
3acobu); cynyTHs 3miHa - 3MiHuM 3 sikocTi. [oToBMIA
nikapcbkui 3aci6. Cnctema
KOHTeWHep/3aKkynoptoBanbHuiA 3aci6. 3MiHa y meTogax
BUNPoOyBaHHSA NEPBMHHOI YNakoBKW rOTOBOIO
nikapcbkoro 3acoby (He3HayHi 3MiHW y 3aTBEpPOXEHNX
MeToAax BUNpobyBaHb) - BBEAEHHSI OAATKOBOI
NnepBUHHOI ynakoBkm (priakoHy o6’emom 10 mn) 6e3
3MiHM 06’eMy HanoBHeHHS (5 mMn) 3 BiANOBIAHUMYN
3MiHaMu y cneuudikauii/meTogax KoHTpornto sikocTi 13
n. «O6’eMm, LLO BUTAraeTbCsi» (3aTBEPAXKEHO: HE MEHLLE
HOMiHarnbHOrO; 3aMPOMNOHOBaHO: HEe MeHLe 5 Mr).
FAxicHWM Ta KinbKiCHUIA cknaj nakyBanbHOro Matepiany
He 3MiHMBCS. FAK HacnigoK, BHECEHHS BiANOBIAHUX 3MiH Y
3aTBepkeHi MeToan BUNpobyBaHb NEPBMHHOI YNaKoBKu
roTOBOrO MikapcbKoro 3acoby
61. | TMIBOMET® TabneTku, BKPUTI Jlabopatopi ITanis A. MeHapiHi ITanis/ BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:3aMiHu | 3a UA/7166/01/01
NniBKOBOO MpotTi C.n.A. MaHydakTypiHr HimeyymHa TUNYy - 3MiHK Woado 6e3nekn/edeKTMBHOCTI Ta peuyenmom
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
obornoHkoto no 20 ToricTikc eHn capmakoHarnsgy. BeegeHHs abo 3miHv oo
TabneTok y 6nicTepi; Cepsicec C.p.J1., y3aranbHeHVX AaHuxX Npo cuctemy dapmakoHarnsgy
no 2 abo 5 6nictepis ITanis (BMpobHMUTBO (BBEAEHHSA y3aranbHEHUX AaHUX NMPO CUCTEMY
Y KapTOHHil kopoobui "in bulk", nakyBaHHs dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
Ta BMNycCK cepin); A. Bi4NOBIganbHOI 3a 34iMCHEHHS hapMaKoHarnsay;
MeHapiHi KOHTaKTHOI 0cobu 3 chapmakoHarnsgy 3asiBHUKa ansi
MaHyakTypiHr 3piicHeHHs hapmakoHarnagy B YkpaiHi, SKLWO BOHa
JloricTikc eng BigMiHHa Bif ynoBHOBakeHOT ocobu, BianoBigansHoi 3a
Cepsicec C.p.J1., 34iicHeHHs hapmakoHarnsgy (BKMoYaryn KOHTaKTHI
ITanis (koHTponb naHi) Ta/abo 3MiHKM y po3milLieHHi MacTep-tanna
cepin); BEPNIH-XEMI cucTemMu chapmakoHarnsgy) - 3MiHa KOHTakTHOI ocobu
Al’, Himeuuunna 3asiBHMKA, BigNOBiAanbHOI 3a hapMakoHarnsg B YKpaiHi.
(BUPOGHMLTBO "in MponoHoBaHa pepakuis: Kyyep MapuHa BacunisHa.
bulk"); BEPNIH-XEMI 3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0coOK 3asiBHUKA,
Al’, Himeuuunna BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnagy B
(nakyBaHHS, KOHTPOIb YkpaiHi
Ta BUMYCK cepin);
Homne ®apmaveyTiyi
C.n.A,, Itanis
(koHTpoOnb cepin);
MeHapiHi-PoH XerngeH
'm6X, HimeuunHa
(BMpOBHMLTBO "in
bulk", nakyBaHHs,
KOHTPOMb Ta BUMYCK
cepii)
62. | FTMILEPUHOB | cynosuTopii KYMNOEP JlutoBcbka | E.l. BAPBIC eHp Ko., Mpeuis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 6es UA/19199/01/01
| pekTanbHi no 2,4 r BIOTEX, YAB Pecnybnik i YTOUYHEHHS cTaTycy peknamyBaHHA B Hakasi MO3 peuenma
CYNO3UTOPI | no 5 cynosutopiie y a Ykpainu Ne 278 Big 10.02.2022 B npoueci peecTtpadii.
I rniumK anga cTpuni; No 2 cTpunu Pepakuis B Hakasi: He nignsrae. 3anponoHoBaHa
OOPOCINX Y KapTOHHIl kopobui pepakuifa: nignsarae.
63. | rnoay nnoan no 50 ry MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:3minu | bes UA/2121/01/01
nnogu naykax 3 BHyTpiWwHiM | PapmaueBTU4Ha dapmaveBTUYHa TUMY - 3MiHM A0 noka3Huka "Onuc" obymoBneHo peuenma
naketom; no 4 ry abpuika pabpuka "Biona" BBeJEeHHSAM A0AaTKoBOI dopakuii nnodis rrnogy, a came
dinbTp-nakeTi; No "Biona" noapibHeHnx nnoAis. 3MiHM BHECEHO B iHCTPYKLiO ANs

20 cinbTp-NakeTiB y
navuj

MeANYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby Ao
po3ginis "Jlikapcbka dpopma” (OCHOBHI ¢hi3nko-XiMidHi
BnacTmBocTi) Ta "Crocib 3acTocyBaHHs Ta go3n", sk

HacnifoK - y TEKCT MapKyBaHHS; 3MiHuW | TUNy - BBeAEHHS
JoaaTtkoBoi dpakuii nnoais 3 iHWKWM cTyneHem
noapibHeHHs, o 3abe3neynTb 306inbLIEHHS
edeKTUBHOCTI NnpoLecy ekcTpakuii. HaBegeHHs
METOAMKM, 3a SKOI BU3HAYaNMcsi Ta BU3Ha4YaeTbCs
CTYMiHb NOAPIGHEHHSI NOPOLLKY KpynHoro. OgHo4acHo
aKTyanisoBaHi No03Ha4YeHHs1 cuT y BignosigHocTi go AdY
(6€e3 3MiHM BUMOT [0 CTYMNeHo noapibHEHHS MOPOLLKY
KpynHoro), Ans 06ox dppakuivi nnogis; amiHm | Tuny -
He3HayHa 3MiHa y npoueci BUpobHuuTBa, a came:
OOMOBHEHHS BUMOT 40 MPOMIXKHOT NPoAyKuii
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

BiANOBIOHNMW KPUTEPIAMU NPUNHATHOCTI LOA0 pO3Mipy
nogpibHeHux nnogis

64.

FMIOKOCAT

PO3YMH Ans iH'eKuin
no 2 mn B amnyni A
y KOMMNAeKTi 3
PO3YMHHUKOM
(mieTaHonamiH, Boga
ans iH'ekuin) no 1
mMn B amnyni B; no 5
amnyn A 'y 6nicrtepi;
no5amnyn By
6nictepi; no 1
6nictepy 3
amnynamu A Ta no 1
6nictepy 3
amnynamu B y navyui
3 KapTOHY; N0 2 Mn B
amnyni Ay
KOMMNNeKTi 3
POYUHHUKOM
(mieTaHonamiH, Boga
ans iH'ekuin) no 1
mn B amnyni B; no 1
amnyni Ata 1
amnyni B y 6nicTepi;
no 1 6nictepy y
naywi 3 KapToHy; Nno
2mnBamnyni Ay
KOMMMEKTi 3
POYMHHUKOM
(nieTaHonamiH, BOAa
ans iH'ekuin) no 1
mn B amnyni B; no 6
amnyn A 'y 6nictepi;
no 6 amnyn By
6nicTepi; no 1
Gnictepy 3
amnynamu A Ta no 1
Gnictepy 3
amnynamu B y nayui
3 KapTOHY

TOB "®3
"BIO®APMA"

YkpaiHa

TOB "®3"
BIO®APMA"

YkpaiHa

BHECEHHS 3MiH 0O peecTpauinHnx maTepianis:3miHu Il
TUMY - 3MiHKW 3 sikocTi. A®l. BUpoBHMUTBO - 3miHa Y
3B’3Ky 3 OTpUMaHHsAM oHoBrnieHoro DMF Ha
rnoKo3aMiHy cynbgaT HaTpito Xnopua Big BUPOOHUKa
BIOIBERICA S.A.U., IcnaHis

3a
peuernmom

UA/15851/01/01

65.

OANTOMILN
H-BICTA

niodpinizoBaHui
NOPOLLOK Ans
PO34MHY Ans iH'eKUin
abo iHdysin no 350
mr, 1 donakoH 3
MOPOLLIKOM y nayui

Mictpan Kenitan
MeHeoKMeHT
Nimiten

AHnia

MEJLIYEM, C.A.,
IcnaHisi (koHTponb
AKOCTI cepii (kpim
MikpobionoriyHmx
NoKasHUKIiB) Ta
BianosigansHWi 3a
Bunyck cepii); MIKIHC
PAPMA, C.A., Icnanis

Icnanis/
ITanis/
Hinepnangm

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:3aMiHu |
TUNY - 3MiHW BHECEHi A0 IHCTPYKLUii Ans MeanyHoro
3acTocyBaHHS NikapCcbKoro 3acoby y po3ainu
"®apmakonoriyHi BnactmsocTi", "OcobnusocTi
3actocyBaHHs1", "Mob6iyHi peakuii"; pegaryBaHHs TEKCTY
po3ainis "lNMoka3aHHa", "Ocobnuei 3axogun 6esnekn”,
"B3aemogis 3 iHWK1MKU nikapcbknuMu 3acobamm Ta iHLLi
BMAW B3aemoin" "3aaTHicTb BNNMBaTW Ha LUBUAKICTb

3a
peuerimom

UA/18452/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
(BTOpUHHE peakuii Nnpu kepyBaHHi aBTOTPaHCNOPTOM abo iHLWMMK
nakyBaHHs1); XIKMA mexaHiamamu" "Cnoci6 3actocyBaHHs Ta
ITANA C.MN.A., Itania [031"BiANoBIAHO 80 iHhopMmalii pedhepeHTHOro
(BMPOGHMLITBO nikapcbkoro 3acoby Cubicin 350 mg and 500 mg powder
nikapcbkoro 3acoby, for solution or infusion Novartis Europharm Limited,
nepBuHHE Ta United Kingdom
BTOPWHHE NaKyBaHHS, BHeceHHs1 3MiH npoTsArom 6-Tu MicsuiB nicns
KOHTPOIb SIKOCTI 3aTBEPAKEHHS!
cepii); Yoanak
Higepnangn, 6.B.,
Hinepnangn
(BTOpPUHHE NaKyBaHHs)
66. | AANTOMILU niodpinizoBaHui Mictpan Kenitan AHrnia MELOIYEM, C.A., Icnanis/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis:3aMiHu | 3a UA/18452/01/02
H-BICTA NMOPOLLOK ANA MeHenXmeHT IcnaHis (koHTpornb ITanis/ TUMY - 3MiHW BHECEHI A0 IHCTPYKUiT ANA Mean4Horo peuernmom
PO34YMHY ANS iH'eKUin Jlimiteq SIKOCTI cepil (kpim Higepnangu 3aCcToCyBaHHSA Nikapcbkoro 3acoby y po3ainuv
abo iHdysin no 500 MikpoGionoriyHnx "®apmakornorivHi BnactusocTi", "OcobnuneocTi
mr, 1 donakoH 3 NoKasHWKiB) Ta 3actocyBaHHs", "lNobiyHi peakuii"; pegaryBaHHS TEKCTY
NMOPOLLKOM Y nayuli BigNOBiganbHUIM 3a po3ainis "lMoka3aHHs", "Ocobnusi 3axogun 6esnekn”,
Bunyck cepii); NIKIHC "B3aemogisi 3 iHWMMK nikapcbkuMm 3acobamm Ta iHLwi
OAPMA, C.A., IcnaHisa BUAW B3aemogin" "3aaTHiCTb BNNMBaTU Ha LUBMAOKICTb
(BTOpWHHE peakuii Nnpu kepyBaHHi aBTOTpaHCNOPTOM abo iHWKMMK
nakyBaHHs1); XIKMA MexaHiamamu" "Cnocib 3actocyBaHHs Ta
ITANIA C.IN.A., Itania [031"BiANoOBIiAHO A0 iHhopmalLii pedhepeHTHOro
(BUpOBHMLTBO nikapcbkoro 3acoby Cubicin 350 mg and 500 mg powder
nikapcbkoro 3acoby, for solution or infusion Novartis Europharm Limited,
nepBuHHE Ta United Kingdom
BTOPUHHE MaKyBaHHS, BHeceHHs 3MiH npoTarom 6-Tu micauis nicns
KOHTPOIb SKOCTI 3aTBEpPAKEHHS!
cepii); Yoanak
Higepnanaw, B.B.,
Higepnanan
(BTOpVHHE NMaKyBaHHSA)
67. | DEKACAH® po3uuH 0,2 mr/mn; TOB "HOpis- YkpaiHa TOB "tOpis-®apm" YkpaiHa BHECEHHS! 3MiH 10 peecTpauiiHnX maTtepianis:3miHu | 6es UA/5364/01/01
no 50 mn a6o 100 dapm” TMNYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenma

mn, abo 200 mn, abo
400 mn y nnsiwkax
CKNsHKX; no 50 mn
a6bo 100 mn, abo
250 mn, abo 500 mn,
abo 1000 mn, abo
2000 mn, abo 3000
mn, abo 5000 mn y
KOHTelHepax
noniMmepHux; no 2
mn abo 5 mny
KOHTelHepi
0QHOO030BOMY, MO
4, abo 8, abo 10,
abo 12 KoHTeVHepiB

chapMakoHarnsiay - OHOBNEHHS! TEKCTY MapKyBaHHS!
BTOPUWHHOI YMKOBKU Nikapcbkoro 3acoby (n. 16 Ta n. 17).
BBeaeHHs 3MiH NnpoTsarom 6-Tu Micauis nicns
3aTBEPAKEHHS!
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
y nayui 3 KApTOHY
68. | OEKCAIMTIH® | TabneTku, BKpUTI MeHapiHi Niokcemby A. MeHapiHi ITanis/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3miHu | 3a UA/9258/01/01
NNiBKOBOO IHTEepHeLwoHan pr MaHyakTypiHr IcnaHia TMNYy - 3MiHK Woao 6e3nekn/eeKkTMBHOCTI Ta peuenmom
obonoHkoto, no 25 OnepenoHc ToricTikc enp apmakoHarnagy. BeegeHHsi abo 3amiHm oo
mr no 10 Tabnetok y Tiokcembypr Cepsicec C.p.J1., y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
6nictepi; no 1 abo C.A. ITanis (BMpobHMUTBO (BBEAEHHSA y3aranbHEHUX AaHUX NPO CUCTEMY
no 3, abo no 5 "in bulk", nakyBaHHs chapmakoHarnsgy, 3miHa ynoBHoBaXeHoi ocobu,
6nictepiB y Ta BUNycK cepii); BiAMNOBiAANbHOI 3a 3AiNCHEHHs hbapmakoHarnsay;
KapTOHHiI kopooLi Homne ®apmaueyTiui KOHTaKTHOI 0cobu 3 chapmakoHarnsgy 3asiBHUKa ansi
C.n.A,, Itanis 3piicHeHHs hapmakoHarnagy B YkpaiHi, SKLWO BOHa
(KoHTponsb cepii); BiAMiHHa Bifj yNnoBHOBaXeHOi ocobwu, BiANoBiAanbHOI 3a
JTaBGopaTopioc 3iicHeHHs hapmakoHarnsgy (BKMYaryn KOHTaKTHI
MeHapidi C.A., IcnaHis naHi) Ta/abo 3MiHKM y po3milLieHHi MacTep-danna
(BnpobHmuTBO in bulk, cucTemu chapmakoHarnsgy) - 3MiHa KOHTakTHOI ocobu
nakyBaHHS, KOHTPOb 3asiBHMKa, BigNOBiAanbHOI 3a hapmakoHarnsg B YKpaiHi.
Ta BUNyck cepii) MponoHoBaHa pepakuis: Kyyep MapuHa BacunisHa.
3MiHa KOHTaKTHMX JaHUX KOHTaKTHOT 0coOK 3asiBHUKA,
BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnagy B
YkpaiHi
69. | AIEMOHO® TabneTtkn, BKpUTI TOB «MIBE YkpaiHa Mmibe MmbX HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | 3a UA/18286/01/01
NNiBKOBOO YKPATHA» ApuHanmiTTeNnb TMny - 3MiHK 3 AKOCTI. 0TOBWIA NikapcbKuMii 3aci6. peuenmom
000nOoHKOt0, 2 Mr; No CT1abinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo
28 Tabnetok y ymoBax 306epiraHHsi roTOBOro nikapcbkoro 3acoby
6nicTepi; no 1 abo (36inbLUeHHs TepMiHY NPUAATHOCTI FOTOBOrO MiKapCbKOro
no 3, abo no 6 3acoby) - [inst TOproeoi ynakoBku (MiATBEPKYETLCS
6nictepis y navui AaHNMKN pearbHOro Yacy) - 36inbLUEHHS TEPMiHY
npuaaTHOCTI FOTOBOrO NikapCbKoro 3acoby.
3aTBepaxeHo: 3 poku. 3anponoHoBaHo: 4 poku. 3MiHK
BHECEHI B iHCTPYKLiIO AN MEAUYHOIO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "TepmiH npugaTHocTi".
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.
70. | OIEMOHO® TabneTku, BKPUTI TOB «MIBE YkpaiHa mi6e MmMBX HimeuumHa BHECEHHS! 3MiH 10 peecTpauiiHnX maTepianis:3miHu | 3a UA/18286/01/01
NniBKOBOIO YKPATHA» ApuHanmiTTenb TUNy - NOAaHHSA OHOBMEHOro cepTudikaTta BiaNoBiAHOCTI peuenmom
oboroHkot, 2 Mr, no €sponevicbkin dapmakonei Ne RO-CEP 2016-155-Rev
28 TabneTtok y 01 ans aitovoi peyosuHu Dienogest Bia Bxe
6nictepi; mo 1 abo 3aTBepaxeHoro BupobHuka NEWCHEM S.p.A
no 3, abo no 6
GnicTepiB y nayui
71. | AYTACTEPU Kancynu Teepai; no Mictpan Kenitan AHrnia Atgic ®apma, C.J1., Icnanis/ BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:3aMiHm | 3a UA/18497/01/01
O/TAMCYNO3 | 30 a6o no 90 kancyn MeHenXmeHT IcnaHis PymyHis TMny - 3MiHK 3 skocTi. CepTudikat BignosigHocCTI/lE- peuenmom
UH-BICTA y cbnakoHi; no 1 Nimiteq (anbTepHaTMBHE cepTudikaT BignoBiaHOCTI €EBponenchKil
0,5MI/0,4MI nakoHy B BTOPWHHE MaKyBaHHS); capmakonei/moHorpadii. MogaHHA HoBoro abo

KapTOHHiIN kopobui

JTabopaTtopioc JleoH
dapma, C.A., IcnaHis
(BUpOBHMLTBO
NPOMiKHOrO NPOAYKTY,

OHOBJIEHOro cepTudikarta BiaANoBIi4HOCTI a00 BUIyYEHHSs
cepTucpikaTa BignosigHocTi €Bponelickkini hapmakonei:
ans A®l; ans BuxigHoro
MaTepiany/peareHTy/npoMiKHOro MPOAYKTY, Lo
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[IponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
roTOBOrO NiKapCbKOro BUKOPUCTOBYHOTLCA Y BUPOOHMLTBI ADI; anst 4ONOMIDKHOT
3acoby, nakyBaHHs, peyoBuHYM (CepTudikaT BiANOBIAHOCTI €BpONeNnchKil
KOHTPOSb SIKOCTI, capmakonei) - OHoBneHun cepTudikar Big yxe
BUNYyCK cepii); 3aTBEPAKEHOro BUPOOHUKA -
JlabopaTtopioc nopaHHs oHosneHoro ceptudikaty CEP (RO-CEP 2016-
JlikoHca, C.A., IcnaHis 126-Rev 02) Big, y>xe 3aTBEpAXEHOro BUPOOHMKA
(anbTepHaTUBHE HETERO LABS LIMITED gnsa A®I lytactepugy.
nepBuHHe Ta B3anponoHosaHo: CEP - RO-CEP 2016-126-Rev 02. Ak
BTOPWHHE MaKyBaHHS); Hacnigok BBeAeHHs1 BUpoOHUYoi ginbHuui HUNAN
MawHaHTian IHTerpa, KEREY PHARMACEUTICAL CO., LTD, Kutan
C.N.10., IcnaHis BignoBigansHoi 3a BUpobHmuTBo «Production of
(anbTepHaTMBHE intermediate(s)»
BTOPWHHE NaKyBaHHs1);
C.C. 3eHTiBAa C.A,,
PymyHis
(BMPOGHULITBO
NPOMIXOro NpoayKTy)
72. | ENOKOM® kpem 0,1 % no15r OpraHoH Lsewuapi LWepiHr-MNMnay Na6o Beneris BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:3aMiHu | 3a UA/6293/02/01
a6o 30 ry Ty6i; no 1 CeHTtpan lct A H.B. TMNYy - 3MiHK Woao 6e3nekn/ePeKkTUBHOCTI Ta peuenmom
Ty6i y KApTOHHIW MmM6X dapmakoHarnsagy. Beegerns abo 3aminn o
kopooui y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
(BBEOEHHS y3aranbHEeHUX AaHKX NPo CUCTeMy
dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
BiANoBiganeHoI 3a 34iMCHEeHH:A hapMakoHarnaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHuKa ons
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLO BOHa
BigMiHHa Bi ynoBHOBaeHOi ocobu, BianoBigansHoi 3a
30iACHEHHS hapMakoHarnsgy (BKMYaym KOHTaKTHi
AaHi) Ta/abo 3MiHn y po3milLieHHI macTep-anna
cucTeMu chapmakoHarnsgy) - 3MiHa ynoBHOBaXeEHOI
ocobu 3asiBHUKA, BiANOBIganbHOI 3a hapMakoHarnsga.
MponoHoBaHa pepakuia: MapiaHHa Bank- KopteHpaag.
3MiHa KOHTaKTHUX JaHWUX YNOBHOBaXeHOi 0cobu
3asBHMKA, BiANOBiAanbHOI 3a 34iNCHEHHS
dapmakoHarnagy. 3miHa KOHTaKTHOT 0COOM 3asiBHUKA,
BiAgnoBigansHoi 3a dhapMakoHarnag B YKpaiHi.
MponoHoBaHa pepakuis: MoTuniHcbka OneHa
BitaniiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0co6u
3asBHMKa, BiANoOBiAanbHOI 3a 34iNCHEHHS
hapmakoHarnsigy B YkpaiHi. 3miHa micus 3aiicHeHHs
OCHOBHOI AisinbHOCTI 3 hapmakoHarnsaay. 3miHa
MicLle3Haxo4XeHHs MacTep- anna cuctemum
dapmakoHarnsgy Ta noro Homepa
73. | ENIOKOM® nocbiioH 0,1 %, no OpraHoH LWsenuapi | Aenbdapm MoHpeanb Kanapa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis:3miHu | 3a UA/6293/03/01
30 mn y cprnakoHi- CeHTpan lct A IHK. MMy - 3MiHK Woao 6e3nekun/edeKTUBHOCTI Ta peuenmom
KpanensHuuj; no 1 meX dapmakoHarnsgy. BeenerHs abo 3amiHn go

dnakoHy y

y3aranibHeHUX gaHux npo cucrtemy cbapmaKOHarnﬂ}:ly
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[IponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

KapTOHHiI kopooLi

(BBEAEHHSA y3aranbHEHUX AaHUX MPO CUCTEMY
chapmakoHarnsgy, amiHa ynoBHoBa)eHoi ocobu,
BifNOBIganbHoI 3a 34iCHEHHS hapMakoHarnsay;

KOHTaKTHOI 0cobu 3 chapmakoHarnsgy 3asiBHUKa ansi
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
BigMiHHa Bif, YyNOBHOBa)XeHOI 0co0M, BignoBigansHoi 3a
34iicHeHHs hapmakoHarnsgy (BKYaryn KOHTaKTHI
[OaHi) Ta/abo 3MiHK y po3MmilLieHHi MacTep-ainna
cuctemun chapmakoHarnsgy) - 3MiHa yrnoBHOBaXXeHO!
ocobu 3asBHKKa, BignoBigansHoi 3a hapMakoHarnsag.
MponoHoBaHa pepakuia: MapiaHHa Bank- KopteHpaag.
3MiHa KOHTaKTHMX JaHWX YNOBHOBaXXeHOi 0cobu
3asBHMKa, BiANOBiAanbHOI 3a 34iNCHEHHS
dapmakoHarnagy. 3miHa KOHTaKTHOT 0COOM 3asiBHUKA,

BiAnNoBiganbHOI 3a hapmakoHarnag B YkpaiHi.

MponoHoBaHa pegakuis: MoTuniHcbka OneHa

BitaniiBHa. 3mMiHa KOHTaKTHUX AaHUX KOHTAKTHOI 0cobu
3asBHMKa, BiANOBiAanbHOI 3a 34iNCHEHHS
dapmakoHarnagy B YkpaiHi. 3MiHa micus 34iicHeHHs
OCHOBHOI AisAnbHOCTI 3 hapmakoHarnsaay. 3miHa

MiCLe3HaxXoMKeHHA MacTep- hanna cuctemm

cbapmakoHarnsigy Ta horo Homepa

74.

EJTOKOM®

masb 0,1 % no15r
abo 30 ry Ty6i; no 1
Ty6i Yy KApTOHHIW
Kopobui

OpraHoH
CeHTpan lct
B6X

LLiseviuapi
A

Lepinr-Mnay Na6o
H.B.

Benbris

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:3minu |
UMYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. BeegerHs abo 3amiHn go
y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
(BBEAEHHSA y3aranbHEeHUX AaHUX Npo cuctemy
hapmakoHarnsigy, 3MiHa yroBHOBaXeHOi 0cobu,
BiZNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOi 0cobu 3 hapmakoHarnsgy 3asiBHUKa Ans
34iicHeHHs dapmakoHarnagy B YKpaiHi, KO BOHa
BiMiHHa Bif, YNOBHOBaXXeHOI 0COOM, BiANOBiAanbHOI 3a
30iNCHEHHS hapMakoHarnsgy (BKMYaYm KOHTaKTHi
OaHi) Ta/abo 3MiHM y po3milLieHHi MacTep-anna
cucTeMu hapmakoHarnsaay) - 3MiHa ynoBHOBaXKEHOI
ocobu 3asiBHUKA, BiANOBIganbHOI 3a hapMakoHarnsa.
[MponoHoBaHa pepakuis: MapiaHHa Bank- KopTeHpaag.
3MiHa KOHTaKTHWUX JaHWUX YNOBHOBaXeHOi 0cobu
3asBHMKa, BiANoOBiAanbHOI 3a 34iNCHEHHS
hapmakoHarnsigy. 3miHa KOHTaKTHOT 0cobu 3asiBHMKA,
BiAMOBiAanbHOI 3a hapmakoHarnsg B YKpaiHi.
MponoHoBaHa pepakuis: MoTuniHcbka OneHa
BitaniiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
3asBHMKA, BiANoBiaanbHoOI 3a 3MiCHEHHS
hapmakoHarnsigy B YkpaiHi. 3miHa micus 3aiicHeHHs
OCHOBHOI AisinbHOCTI 3 hapmakoHarnsgy. 3miHa
MiCLIe3Haxo4KEHHSA MacTep- channa cuctemm

3a
peuerimom

UA/6293/01/01
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[IponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
apmakoHarnsgy Ta noro Homepa
75. | EHOXEPUKC | cycneHsia ans nakcoCmiTKns Benuka nakcoCmiTKnsamnH Benbrisa BHECEHHS 3MiH 0 peecTpauinHMX maTepianis:3aMiHm | 3a UA/15740/01/01
™.B/ iH ekuin, 20 mxr/1 "H Ekcnopt BpuTaHis Bionogxikana C.A. TUNY - BUNYYEHHS BUpobHMYOT ainbHuui GlaxoSmithKline peuenmom
ENGERIX™-B | mn, no 1 mn (20 mkr) Timiteq Biologicals Branch of SmithKline Beecham Pharma
BAKLIMHA (1 nos3a gns GmbH & Co.KG, 40 Zirkusstrasse, 01069 Dresden,
oansa popocnux) Ta no 0,5 Germany (Building H), BignosiganeHoi 3a ctagii
MPO®ITAKT mn (10 mkr) (1 gosa MapKyBaHHS Ta NakyBaHHSA roTOBOI NPOAYKLii; 3MiHM |
KN Aans giten) y TUMY - BUNYyYEHHS BUPOBHMYOI dinbHuui GlaxoSmithKline
BIPYCHOIO conakoHi; no 1, abo Biologicals S.A., 89, rue de I'Institut (Building RX46),
FEMNATUTY B, | 10 abo 25 cknaHux 1330 Rixensart, BignoBiganbHOI 3a cTagii HAaNOBHEHHS
PEKOMBIHA MOHO03HMX Ta opMyBaHHS; 3MiHU | TUMY - BUNYYEHHSA BUPOBHNYOIT
HTHA hnakoHiB y ninbHuui GlaxoSmithKline Biologicals S.A., 89, rue de
KapTOHHiIN kopooLyj; I'Institut (Building RX31), 1330 Rixensart, Ha sikiii
no 1 mn (20 mkr) (1 NPOBOAMITOCH BUPOOHMLTBO MOBEPXHEBOIO aHTUrEHY
[03a Ans [opocnmx) renatuty B (bulk HBV)
Tano 0,5mn (10
Mkr) (1 gosa ans
aiten) y
nonepegHL0
HarnoBHEHOMY
wnpuui; no 1
nonepegHL0
HarnoBHEHOMY
LUNPULY B KAPTOHHIN
Kkopooui
76. | EHTEPOXEP | cycneHsis opanbHa TOB "Onenna Ykpaina NABOPATOPII ITanis/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:3minu | bes UA/4234/01/01
MIHA® Ne 10: Ne 20 (10x2): Xerckea IOHITEP, ®paHuis; ®paHuia TUMY - 3MiHW BHECEHO B iHCTPYKLIiO ANs MEAUYHOro peuenma
no 5 mn y donakoHi; YkpaiHa" CaHodi C.n.A. Itaniga 3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
no 10 cnakoHis, "®apmakonoriyHi BnacTmBocTi" (YTOYHEHHS LUTaMiB
3'egHaHNX MiX Bacillus clausii). BBegeHHs1 3miH npoTarom 6-Tu micsiuis
coboto nicns 3aTBepaKeHHs; 3miHu |l Tuny - 3MiHM BHeceHo B
nonieTuneHoBow IHCTPYKLUIil0 ANs MeAMYHOro 3aCTOCYBaHHSA MiKapCbKOro
nepemMmnyKkoto, y 3acoby Ao posginy "®apmakonorivyHi BnactusocTi".
kaceTi; no 1 a6o 2 BBeaeHHs 3MiH NnpoTsarom 6-Tu Micauis nicns
KaceTun B KApTOHHIl 3aTBEPKEHHS
kopoobui
77. | 3o01AUm MOPOLLIOK ANsi AAP ®APMA O6'egHaHi CeHc JlabopaTtopic IHpia BHECEHHS 3MiH 10 peecTpaLiliHix MaTepianis: 3a UA/17851/01/01
pPO34mMHy Ans O3-J1J1C Apabcbki Mer. NT4. YTOYHEHHS1 HaNUCaHHA ynakoBKu B Haka3i MO3 peuenmom
iH ekuin no 1000 wr; Emipatu YkpaiHu Ne 278 Big 10.02.2022 B npoueci BHeCEeHHSA
1 donakoH 3 3MiH 3miHu | TUny - AgmiHicTpaTuBHi 3MiHW. 3MiHa Ha3BwK

MOPOLLKOM Yy
KapTOHHIN ynakosLi

nikapcbkoro 3acoby - 3atBepaxeHo: LLEOTASUONM
CEFTAZIDIME 3anponoHosaHo: 30IAWM ZOIDIME
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKeHHs). Penakuisa B Hakasi: nopoLlok ansi
po34MHy Anis iH ekuii no 1000 mr; 1 dhnakoH 3 NOPOLLKOM
Y KapTOHHIM ynakoBLyj; in bulk: 50 dnakoHiB y kKapTOHHIN
Kopobui. 3anponoHoBaHa peAakLisi: MOPOLLOK ANns
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[IponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
po34unHy Ans iH ekuin no 1000 mr; 1 chonakoH 3
NMOPOLUKOM Y KapTOHHI ynakoBLi.
78. | IBYNPO®EH TabneTkn, BKpUTI AT "BITAMIHWN" YkpaiHa AT "BITAMIHWN" YkpaiHa BHECEHHS 3MiH O peecTpaLiHMX maTepianis:3aMiHm | 6e3 UA/8817/01/01
obonoHkoto, no 200 TUNY - BBEAEHHS anbTePHATUBHOIO TEKCTY MapKyBaHHs peuenma
mr, no 10 TabneTok BTOpMHHOI ynakosku (Ne50) nikapcbkoro 3acoby Ha
y 6nictepi; no 1 abo [00aTOK 40 BXe 3aTBEPAKEHOro TeKCTYy MapKyBaHHS
3, abo 5 bnictepiB y
navui 3 KApTOHY
79. | IMYHOINMOBY | po34unH anst iH’ekwin TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH O peecTpaLinHMX maTepianis:aMiHm | 3a UA/15902/01/01
JIIH NIOOUHU | 10%; no 1,5 mn B "BIOPAPMA MNA3MA", Ykpaina TUMY - 3MiHM 3 sikoCTi. [OTOBMI nikapcbkuin 3aci6. peuernmom
HOPMAIJIbHWU | amnyni; no 10 amnyn MNA3SMA" (BMpOBHMLTBO, KoHTponb AonomikHMX pevoBuH. 3MiHa y MeToaax
n- y nauui nepByHHE NakyBaHHS); BMNPOOYBaHHS JONOMIXKHOI PEHOBUHM (BUINYYEHHS
BIO®APMA TOB "BIO®APMA mMeToAy BUNpobyBaHHS, SKLLO anbTepHaTVBHUA METOS
MNA3MA", YkpaiHa BMNPOOYBaHHSA BXe 3aTBEPAXEHO) - BUIYyYEHHS ApYrol
(BUPOBHMLTBO, iaeHTMdiKauii Npy KOHTPOIi AOMOMIXXHOI PE4YOBUHU
nepBuHHe Ta MiuyH
BTOPWHHE NaKyBaHHS,
KOHTPOMb AKOCTI,
Bunyck cepin); TOB
"BIOPAPMA
MNA3MA", YkpaiHa
(kOoHTpOnb sKOCTI);
TOB "®3
BIO®PAPMA", YkpaiHa
(BTOpVHHE MaKyBaHHSA)
80. | IHTErPUNIH pPO34MH Ans iH'ekuin, "makcoCwmiTKns Benvka "nakco OnepenHc Benvka BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:3aMiHm | 3a UA/5840/02/01
2 mr/mn, no 10 mny H Ekcnopt BpuTaHis IOK Jimiteq BpuTaHis TUMNY - HE3HaYHa 3MiHa Y 3aTBEpKEHUX MeToaax peuenmom
dnakoHi 3i ckna; no Nimiteq BuUNpoOyBaHHsA 113, a came - 3amiHa BnacHoro
1 donakoHy B €TarloHHOro PO34MHY CyMiLli AOMILLIOK enTudibaTmay Ha
KapTOHHiI kopobui cepTndikoBaHWUM PO34YMH TECTOBOI CyMiLli AN
ineHTudiKaLjii Ta KinbKiCHOrO BU3Ha4YeHHS CYnpoBigHNX
Jomiwwok enTugibatnay metogom BEPX
81. | IHOAHPUKC cycnensisi (DTPa- "makcoCwmiTKns Benuka "makcoCmiTKnsinH Benbris BHECEHHS! 3MiH 10 peecTpauiiH1X maTepianis:amiHu | 3a UA/16235/01/01
FEKCA™/INF HBV-IPV) gns nH Exkcnopt BpuTtaHisa Bionogxikans C.A. UMYy - BUNy4eHHS BUPOGHMYOI AinbHuui GlaxoSmithKline peuernmom
ANRIX iH'ekuin no 0,5 mn (1 Nimiteq Biologicals S.A., 89, rue de I'Institut (Building RX46),
HEXA™ [o3a) Ta niodpinisart 1330 Rixensart, BignoeiganbHOI 3a cTafii HANOBHEHHS
KOMBIHOBA (Hib); 1 nonepeaHbo Ta hOpMyBaHHs; 3MiHU | TUNY - BUIYyYEHHSI BUPOOHMYOT
HA HanoBHEHUN ainbHuui GlaxoSmithKline Biologicals S.A., 89, rue de
BAKUUHA ogHopasoBui I'Institut (Building RX36.2), 1330 Rixensart, Ha sikii
ansa wnpwuy (o 0,5 mn (1 npoBoAunucst BUpobHuyi onepakii 3 iHaKTMBOBaHNMMU
MPO®INAKT [033a)) y KOMNIeKTi 3 noniosipycamu (bulk IPV; type 1, 2'i 3); 3minu | Tuny -
UKHN [BOMa rofikamu Ta BUNYyYEHHS BUPOOHUYOI ainbHuLi GlaxoSmithKline
OUOTEPII, chnakoH 3 Biologicals S.A., 89, rue de I'Institut (Building RX59.2),
NPABLA, nioginizatom (Hib) 1330 Rixensart, Ha skili npoBOAUNMCS BUPOOHWYI
KALLIIOKY ans 1 goau, wo onepaLii 3 aHTUreHoM KaLunokoBoro TokeuHy (PT) (bulk
(ALENIONAP | 3miwytoTbes nepes PT) Ta 3 Haemophilus Influenzae tuny b (Hib); 3minu |
HWUK BUKOPUCTAHHAM; NO TMNY - BUNYYEHHs BUpobHMYoi ginbHuui GlaxoSmithKline
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[IponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KOMMOHEHT | 1 a6o no 10 Biologicals S.A., 89, rue de I'Institut (Building RX31),
), TENATUTY nracTUKOBUX 1330 Rixensart, Ha sikili npoBoAUIOCs BUPOGHMULTBO
B, KOHTENHepiB y nosepxHeBoro aHTureHy renatuty B (bulk HBV)
noniomieni KapTOHHiI kopooLi
TY TA
3AXBOPIOB
AHb,
3bYOHUKOM
AKUX €
HAEMOPHIL
us
INFLUENZAE
TNy B
82. | IH®GAHPUKC cycnensis (DTPa- "makcoCwmiTKns Benuka "makcoCmiTKnanH Benbrisa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3minu | 3a UA/16235/01/01
FEKCA™/INF HBV-IPV) ansa H Exkcnopt BpuTtaHia Bionoaxikans C.A. TUNY - BUAANEeHHs TeCTy WOAO BU3HAYEHHSA BiACYTHOCTI peuenmom
ANRIX iH’ekuin no 0,5 mn (1 Nimiten Sodium thimerfonate meTogom atomHo-agcopbUinHOT
HEXA™ f[o03a) Ta niodpinisar cnekTpockonii 3i cneundikauii QC penidy ans
KOMBIHOBA | (Hib); 1 nonepeaHbo aundTepiiHoro aHaTokcuHy (DT), npaBueBoro
HA HanoOBHEHWI aHaTokcuHy (TT), npomixHoro npoaykty PRP-TT ta
BAKUUHA 0oQHOpa3oBUi [OMOMDKHOI PEYOBUHM TiAPOKCUAY antoMmiHito, Wo
onsa wnpwy (no 0,5 mn (1 Bupobnsiecs B 6yaisni N310 ginbHuui GSK Marburg,
NMPO®ITAKT [033a)) y KOMNIEKTi 3 HimeyunHa
UKH JBOMa rornkamu Ta
OUDTEPII, cbnakoH 3
NPABLA, niocgpinizatom (Hib)
KALLJTIOKY ansa 1 gosu, wo
(ALUENIONAP | 3miwytoTbes nepeq
HUKA BUKOPUCTAHHSAM; MO
KOMMOHEHT | 1 a6o no 10
), TENATUTY NnacTUKoBUX
B, KOHTenHepiB y
noniomieni KapTOHHiIN kopobui
TY TA
3AXBOPIOB
AHb,
36YOAHUKOM
AKUX €
HAEMOPHIL
us
INFLUENZAE
TNy B
83. | IH®OAHPUKC cycneHsisa ans "makcoCmiTKns Benvka makcoCmiTKnsinH Benbris BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:3aMiHu | 3a UA/13939/01/01
™ INB iH'ekuin; no 0,5 mny H Ekcnopt BpuTaHis Bionoaxikans C.A. TVNY - BUAAnNeHHs TecTy Woao BU3HAYeHHS BigCYTHOCTI peuenmom
KOMBIHOBA | nonepenHbo Nimiten Sodium thimerfonate meTogom atomHo-agcopbUiiHOT
HA 3anoBHEHOMY cnekTpockonii 3i cneuwndikauii QC penidy ans
BAKUUHA 0QHOpa3oBOMY andTepiiHoro aHaTokcuHy (DT), npaBueBoro
onsa LINpwWLi Y KOMMMEeKTi aHaTokcuHy (TT) Ta AONOMIXKHOT pe4OBMHM FiapoKkeuay
MPO®INAKT 3 ronkoto; no 1 abo antoMiHito, Wwo Bupobnsecs B 6yaisni N310 ginbHuui
UKUN 10 nonepegHbLO
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[IponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
OUDTEPI, 3anoBHEHNX GSK Marburg, HimeyuunHa
NMPABLUA, O[IHOpa30BUX
KALLUJTIOKA wnpuuie y
(AUENKONAP | nnactukoBomy
HUN KOHTElHepi; no 1
KOMMOHEHT | koHTeliHepy B
) TA KapTOHHiI kopooLi
noniomieni
TY
84. | IHGAHPUKC cycneHsis (DTPa- "makcoCwmiTKns Benvka MmakcoCmiTKnsamH Beneris BHECEHHS 3MiH O peecTpaLinHMX maTepianis:aMiHm | 3a UA/15832/01/01
™ INB XIB / IPV) ans iv’exuin no nH Exkcnopt BputaHis Bionogxikans C.A. UMYy - BUNy4eHHSA BUPOGHMYOI AinbHuui GlaxoSmithKline peuernmom
INFANRIX™ 0,5 mn (1 posa) Ta Nimiten Biologicals S.A., 89, rue de I'Institut (Building RX36.2),
IPV HIB niocpinizat (Hib); 1330 Rixensart, Ha skt npoBOAMNMCSA BUPOOHNYI
KOMBIHOBA | cycneHsia (DTPa- onepauli 3 iHakTBoBaHumu noniosipycamu (bulk IPV;
HA IPV) ans iH'ekuin no type 1, 2i 3); amiHn | TUNY - BUNYyYEHHS BUPOOHMYOT
BAKLUUHA 0,5 mn (1 posa) y ninbHuui GlaxoSmithKline Biologicals S.A., 89, rue de
ona nornepegHLo I'Institut (Building RX46), 1330 Rixensart,
NMPO®ITAKT HanoBHEHOMY BiAnNoBiganbHOI 3a cTadil HAaNOBHEHHA Ta hOPMYyBaHHS;
UKN OAHOpPa3oBOMY 3MiHM | TUNY - BUNYYEHHSI BUPOBHUYOT AinbHULI
OUDTEPII, wnpuui Net y GlaxoSmithKline Biologicals S.A., 89, rue de I'lnstitut
NPABLUA, KOMMMEeKTi 3 ABOMa (Building RX59.2), 1330 Rixensart, Ha sikii npoBogunucs
KALUJTIOKY ronkamu Ta BUPOGHMUI onepauii 3 Haemophilus Influenzae tuny b
(ALUENKONAP | niodcpinisar (Hib) y (Hib)
HUA chnakoHi Ne1, wo
KOMMOHEHT | 3miwytoTbcsa nepeq
), BUKOPUCTAHHAM: MO
noniomieni 1 nonepeaHLO
TY TA HarnoBHEHOMY
3AXBOPIOB 0HOPa3oBOMY
AHb, LNpULY Y KOMMNNEKTi
3B6YOHUKOM | 3 aBoma ronkamu Ta
AKUX € 1 donakoHom 3
HAEMOPHIL niogpinizatom (Hib) y
us BaKyyMHiIn
INFLUENZAE | cTepunbHin
TNy B ynakosui; no 1
BaKyyMHiIn
CTepUIbHI ynakoBLi
Y KapTOHHIlA kopobui
85. | IHOAHPUKC cycneHsisi (DTPa- "makcoCmiTKns Benvka makcoCmiTKnsinH Benbris BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:3aMiHu | 3a UA/15832/01/01
™INB XIB / IPV) ons iH’ekuin no "H Ekcnopt BpuTaHis Bionopxikana C.A. TUNY - BUOANEeHHs TeCcTy WoA0 BU3HAYEHHS BiACYTHOCTI peuenmom
INFANRIX™ 0,5 mn (1 go3a) Ta NimiTen Sodium thimerfonate meTogom atomHo-aacop6buinHoi
IPV HIB niogpinizat (Hib); cnekTpockonii 3i cneumdikauii QC penidy ans
KOMBIHOBA | cycneHsia (DTPa- andrepiiHoro aHaTtokcuHy (DT), npaBueBoro
HA IPV) ons iH'ekuin no aHaTokcuHy (TT), npomixkHoro npoaykty PRP-TT Ta
BAKUMHA 0,5 mn (1 go3a) y OOMOMDKHOI PEYOBUHM FigpPOKCUAy antoMiHito, Wo
onsa nonepeaHL0 Bupobnsisca B 6yaieni N310 ginsHuui GSK Marburg,
NPO®INAKT HarnoBHEHOMY
UKH 0QHOpa3oBOMY
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[IponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
OUDTEPI, wnpuui Ne1 y HimeyunHa
NMPABLUA, KOMMIEKTi 3 ABOMa
KALLIIOKY ronkamu Ta
(ALENKONAP | nioginisat (Hib) y
HUA cbnakoni Ne1, wio
KOMMOHEHT | 3miwytoTbcsa nepeq
), BMKOPUCTaHHSIM: MO
noniomieni 1 nonepeaHbO
TYTA HanoBHEHOMY
3AXBOPIOB 0fHOpa3oBOMY
AHb, LUNPULY Y KOMMMEKTI
3BYOHUKOM | 3 aBoma ronkamu Ta
AKUX € 1 conakoHom 3
HAEMOPHIL nioginizatom (Hib) y
us BaKyyMHin
INFLUENZAE | cTepunbHin
TANY B ynakosui; no 1
BaKyyMHin
CTEPUIbHIN ynakoBLi
Y KAPTOHHI KOpoobUi
86. | IHGAHPUKC cycneHsia ansa "makcoCwmiTKns Benuka "makcoCmiTKnsaH Benbria BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis:amiHm | 3a UA/15120/01/01
™ iH’ekuin no 1 gosi H Exkcnopt BpuTtaHia Bionoaxikans C.A. TUNY - BUAANEeHHs TeCTy WOAO BU3HAYEHHSA BiACYTHOCTI peuenmom
KOMBIHOBA | (0,5wmn)y NimiTeq Sodium thimerfonate meTogom atomHo-agcopOUinHOT
HA nonepeaHL0 cnekTpockonii 3i cneundikauii QC penidy ans
BAKUUHA 3anoBHEHOMY andTepiiHoro aHaTokcuHy (DT), npaBueBoro
ona wnpuui Ne1 y aHaTokcuHy (TT) Ta SOMOMIXKHOI Pe4OBUHU TiAPOKCUAY
MPO®INAKT KOMMMEKTi 3 ogHiel0 antomMiHito, wo supobnsecsa B 6yaisni N310 ginbHuui
UKHN abo aBoma ronkamu; GSK Marburg, HimeuunHa
OUDTEPII, no 1 nonepeaHLo
NPABLUA, HarnoBHEHOMY
KALLIIOKY LINpULi Y KOMAMEeKTI
AUENONAP 3 ogHieto abo aBoma
HA ronkamu y
OYULLEHA nnacTuKoBOMYy
IHAKTUBOBA | koHTelnHepi; no 1
HA PIOKA nnacTMKoOBOMY
KOHTenHepy B
KapTOHHiIN kopobui
87. | IPUHOBICTA | koHUeHTpaT Ans Mictpan Kenitan AHrnis Xaynt ®apma HimeuunHa BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:3aMiHu | 3a UA/17306/01/01
pO34MHy Ans MeHegxmeHT BonbgpaTtcxayseH TUNY - 3MiHW BHECEHi A0 IHCTPYKLUii Ans MeanyHoro peuenmom
iHdy3in, 20 mr/mn, TlimiTen m6X 3aCTOCyBaHHS NiKapcbKoro 3acoby y po3ginu
no 5 mn (100 mr) "B3aemogis 3 iHWK1MM nikapcbknMu 3acobamm Ta iHLLi
abo 15 mn (300 wmr), BMAau B3aemogin”, "OcobnmeocTi 3acTocyBaHHS"
ab6o 25 mn (500 mr) BiZNOBIQHO 10 OHOBMEHOI iHhopMaLii 3 6e3neku aitoyoi
KOHLIEHTpaTy y pPEYOBUHU
dnakoHi; no 1
dnakoHy B naywi
88. | KAPBIOONA NOPOLLIOK Baxem CA LLisewuapi Baxem CA LLisenuapis BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:3aMiHu | - UA/8730/01/01
(cybeTaHuin) y 2l TVNY - NO4aHHA OHOBIEHOIO cepTudikaTa BiAnoBigHOCTI




34

y3aranibHeHUX gaHux npo cucrtemy cbapmaKOHarnﬂ}:ly

[IponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
NOABINHNX €ponevickkin hapmakonei Ne R1-CEP 2000-012-Rev
nonieTuneHoBmx 08 gns A®| kap6igona Big BXe 3aTBEPAXKEHOIO
naketax gns BUpobHMKa Bachem SA, LLeenuapis. Ak Hacnigok amiHa
thapmaueBTUYHOroO cchepm 3actocyBaHHSA ADI, hopMyntoBaHHsI NpMBeaeHO
3acToCyBaHHS A0 3aranbHoi MoHorpadii [lepxxasHoi hapmakonei
Ykpainn «CybcTaHuis gna dapmaleBTU4HOro
3acToCcyBaHHs» (3aTBepOKeHO: AN BUPOOHMLUTBA
HecTepurbHUX nikapcbkux popMm; 3anponoHoBaHo: ANns
hapMaLeBTMHHOIO 3aCTOCyBaHHS). 3MiHK 3a p.
«YMNAKOBKA»- npvBeaeHo y BignoBigHicTe 4o
cepTudikaTa BigNoBiAHOCTI €Bponenchbkin dapmakonei
3anponoHoBaHo: MoaBilHi nonieTuneHoBi nakeTn, sk
nomiteHo B cibposuin 6apabar); amiHu | Tuny -
BUITyYeHHSA nokasHuka skocTti «MikpobionoriyHa
yucToTar; 3MiHu | TUny - BUKNageHHs MeTogiB KOHTPOro
SIKOCTi Ha cybeTaHuito KAPBIOOMA, nopoLuok
(cybcTaHuis) ykpaiHCbKOK MOBOIO, Y 3B’A3KY 3 BUMOramu
[0 MaTepianis peecTpauinHOro 4OoChe, SKi 3aTBEPAXKEHI
HakazoM MOS3 YkpaiHn Ne 1528 Big 27.06.2019; 3aMiHu |
TMny - MeToanky koHTponto APl Kapbigona 3a
NnokasHUKOM siKoCTi «KinbkicHe BU3Ha4yeHHA [NigpasnHy»
NpvBeAEHO Y BigNOBIAHICTL 4O MaTepianiB BUpobHMKa, a
came BBe[eHO anbTepHaTMBHY MeToauky BEPX go
paHile 3aTBEPAXEHOI METOANKM, METOAOM
TOHKOLLAPOBOi XpomaTorpadii
89. | KAPOOCAJI® | TabneTku, BKpUTI MeHapiHi Trokcemby BEPNIH-XEMI AT, HimeyunHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:3minu | 3a UA/7139/01/01
nnoc NniBkOBOIO IHTepHelLoHan pr HimeuyumHa (MepBuHHE UMYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
20/12,5 obornoHkoto, no 20 OnepenLoHc Ta BTOPUHHE dapmakoHarnsgy. BeegerHs abo 3amiHn go
mr/12,5 wmr, no 14 TTrokcembypr nakyBaHHs1, KOHTPOIb y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
TabneTok y 6nictepi; C.A. Ta Bunyck cepin); Oaivi (BBEOEHHS y3aranbHEHUX AaHWX NPO CUCTEMY
no 1 abo no 2 CaHkio FOpoyn 'm6X, hapmakoHarnsigy, 3MiHa yroBHOBaXeHOI 0cobu,
6nictepu B Himeuunna BiAMOBiAanbHOI 3a 34iNCHEHHs hbapmakoHarnsaay;
KapTOHHiI kopobui (BupobHuuTBo "in KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHUKa ans
bulk"); MeHapiHi-®oH 34iicHeHHs dhapmakoHarnagy B YKpaiHi, KO BOHa
XewnpeH M'm6X, BiMiHHa Bif, YNOBHOBaXX€HOI 0COOM, BiAnoBigansHoi 3a
HimeyuunHa 30iACHEHHS hapMakoHarnsgy (BKMYaYm KOHTaKTHi
(BMpOBHMLTBO "in OaHi) Ta/abo 3MiHM y po3milLieHHi MacTep-anna
bulk", nepBuHHe Ta cucTemMu chapmakoHarnsgy) - 3MiHa KOHTakTHOi ocobu
BTOPUHHE MaKyBaHHS, 3asiBHMKA, BignosiganbHoi 3a hapMakoHarnsag B YkpaiHi.
KOHTPOMb Ta BUMYCK lMponoHoBaHa pepakuis: Kyyep MapuHa BacunisHa.
cepin) 3MiHa KOHTaKTHMX JaHUX KOHTaKTHOT 0cobK 3asiBHUKA,
BiAgnoBiganbHoi 3a 34iMCHEHHSA hapMakoHarnsay B
YkpaiHi
90. | KAPOOCAJI® | Tabnetku, BKpUTI MeHapiHi JTrokcemby BEPJIIH-XEMI AT, HimeuunHa BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:aMiHm | 3a UA/7140/01/01
NMNC 20/25 NniBKOBOO IHTEepHeLLoHan pr HimeuunHa (MepBuHHE MMy - 3MiHK Woao 6e3nekun/edeKTUBHOCTI Ta peuenmom
obornoHkoto, no 20 OnepenLoHc Ta BTOPUHHE dapmakoHarnsgy. BeenerHs abo 3amiHn go
mr/25 mr, no 14 JTrokcembypr NnakyBaHHsi, KOHTPOIb




35 [TponoBkeHHs qoaaTKa 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
TabneTtok y 6nicrepi; C.A. Ta BuNyck cepin); Daivi (BBEAEHHSA y3aranbHEHUX AaHUX MPO CUCTEMY
no 1 abo 2 Gnictepu CaHkio FOpoyn 'mbX, hapmakoHarnsigy, 3MiHa yroBHOBaXXeHOI ocobu,
B KAPTOHHI Kopobui Himeyunna BifNOBIganbHoI 3a 34iCHEHHS hapMakoHarnsay;
(BUPOBHMLTBO "in KOHTaKTHOI 0cobu 3 chapmakoHarnsgy 3asiBHUKa ansi
bulk"); MeHapiHi-®oH 3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
XewnpeH M'm6X, BigMiHHa Bif, YyNOBHOBa)XeHOI 0co0M, BignoBigansHoi 3a
HimeuuunHa (MepBuHHE 34iicHeHHs hapmakoHarnsgy (BKMYaryn KOHTaKTHi
Ta BTOPUHHE AaHi) Ta/abo 3miHu y po3mileHHi macTep-danna
nakyBaHHs!, KOHTPOIb cucTemMu chapmakoHarnsigy) - 3MiHa KoOHTakTHOI ocobu
Ta BUMYCK cepil) 3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsg B YkpaiHi.
lMponoHoBaHa pepakuisa: Kyvep MapuHa Bacunisra.
3MiHa KOHTaKTHMX AaHWX KOHTaKTHOI 0CcOBU 3asiBHUKA,
BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnagy B
YkpaiHi
91. | KETOTU®EH Kpanni o4Hi, 0,25 ToBapucTBeo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH O peecTpauiMHUX maTepianis: 3mMiHa 3a UA/1942/01/01
mr/mn, no 5 mny obmexeHo BUPOGHMLTBA, 3asiBHUKA (BnacHWka peecTpauinHoro peuenmom
dnakoHi, no 1 BiAMNoBiganbHicT KOHTPOMb SKOCTI, noceigyeHHs )(3rigHo Hakazy MO3 Big 23.07.2015 Ne
hnakoHy B kopobLi 10 "OAPMEKC BUNYyCK cepii: 460). 3aTBepaxeHo: ToBapuCTBO 3 06MexeHoto
Yy KOMMMekKTi 3 reyn" ToBapucTBo 3 BignosiganeHicTio "OocnigHnii 3aBog "MLUJIC", Ykpaina.
KPULLIKOO- obmexeHo 3anponoHoBaHo: ToBapucTBoO 3 06MeXeHO
KpanenbHuLeo BigNoOBiganbHIiCTIO BignosiganecHicTio "®APMEKC I'PYTIT", YkpaiHa.
"[NocnigHnii 3aBog BBegeHHs 3MiH NpoTarom 6-Tn micauiB nicns
"THUIC", 3aTBepAKEHHS. 3MiHK | Tuny - 3MiHK Woao
YkpaiHa; Bci cTagii 6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsay. BeeaeHHs
BUPOGHMLTBA, abo 3miHM J0 y3aranbHeHUX JaHux Npo cUcTemy
KOHTPOMb SIKOCTI, dapmakoHarnagy (BBe4EHHS y3aranbHEHUX 4aHUX Npo
BUNYCK cepii: cuctemy bapmakoHarnsgy, 3miHa ynoBHoBaXeHo|
TosapucTBo 3 ocobu, BignoBiganbHOi 3a 3a4icCHeHHs1 hapMakoHarnsaay;
obmexeHo KOHTaKTHOI 0cobu 3 dhapmakoHarnagy 3asBHvKa Ans
BignoBiganbHIiCcTIO 34iicHeHHs dhapmakoHarnagy B YKpaiHi, KO BOHa
"OAPMEKC Ir'Pyn", BigMiHHa Bi ynoBHOBaeHOi ocobu, BianoBigansHoi 3a
Ykpaina 3AiNCHEHHA hapmakoHarnsgy (BKMYaym KOHTaKTHi
OaHi) Ta/abo 3MiHM y po3milLieHHi MacTep-anna
cucTeMu chapmakoHarnsigy) - 3MiHa ynoBHOBaXXeHOT
ocobu 3asBHUKA, BiANOBIAaNbHOI 3a hapMakoHarnsag.
Litoya pepakuis: MNMnakciHa OneHa BonoammupisHa.
[MponoHoBaHa peaakuis: Tonokesuy Bonoanmup
HOpiioBunuy.
3MiHa KOHTaKTHUX JaHWUX YNOBHOBaXEHOi 0cobu
3asiBHUKA, BignosiganbHoi 3a papmakoHarnsg. 3miHa
MicLS 30iMCHEHHSI OCHOBHOT AisiNbHOCTI 3
hapmakoHarnsgy. 3miHa micLe3Haxo4XeHHs1 MacTep-
davina cuctemu dbapmakoHarnsgy.
92. | KOPIMPEH 10 | TabneTku, BKpUTI Pekoppaarti IpnaHais Pekoppaarti IHaacTpia ITanis BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis:3minu | 3a UA/11927/01/01
MI/10 MIr NniBKOBOK Aineng Nto Ximika e TUMY - 4OAaBaHHS arnbTepHAaTUBHOIO BUPOOHUKa peuenmom

o6ornoHkoto, 10
mr/10 mr no 14

dapmacesTika C.n.A.

BuxigHoro npoaykty 3-Nitro-Benzaldehyde y
B1pobHMUTBI ADI Lercanidipine hydrochloride (QUZHOU
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[IponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
TabneTtok y 6nicrepi; RUIYUA CO., LTD, China); 3amiuu | Tuny - gogaBaHHs
no 1, 2 abo 4 anbTepHaTMBHOIO BUPOOHMKA BUXIAHOTO NpoayKTy 3-
Gnictepn y Nitro-Benzaldehyde y Bupo6HuuTei A®I Lercanidipine
KapTOHHiI kopooLi hydrochloride (RUPAL CHEMICALS, India); 3amiHn | Tuny
- AOAABaHHS anbTepHaTVBHOIO BUPOOHWUKa BUXIAHOMO
npopykty Dimethylsulfate y BupobHuuTBi ADI
Lercanidipine hydrochloride (INDUSTRIAL SOLVENTS
& CHEMICALS PVT LTD, India)
93. | KOPIMPEH 20 | Ttabnetku, BKpUTI Pekopgaari Ipnangis Pekopgarti IngacTpia ITanis BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:3aMiHm | 3a UA/11927/01/02
MI/10 MIr nniBKOBOK Aineng Nta Ximika e TUNY - JOAaBaHHS anbTepHaATUBHOIO BUPOGHMKa peuenmom
obornoHkoto, 20 dapmacesTika C.n.A. BuxigHoro npoaykTty 3-Nitro-Benzaldehyde y
mr/10 mr no 14 BUpo6HMLUTBI ADI Lercanidipine hydrochloride (QUZHOU
TabneTtok y 6nicrepi, RUIYUA CO., LTD, China); 3amiuu | Tuny - goagaBaHHs
no 1, 2 abo 4 anbTepHaTUBHOIO BUPOBOHMKa BUXIAHOIO NpoaykTy 3-
Gnictepn y Nitro-Benzaldehyde y Bupo6HuuTei A®I Lercanidipine
KapTOHHiIN kopoOLi hydrochloride (RUPAL CHEMICALS, India); 3amiHu | Tuny
- AOAABaHHS anbTepHaTVBHOIO BUPOGHWUKa BUXIAHOTO
npopykty Dimethylsulfate y Bupo6HuuTBi ADI
Lercanidipine hydrochloride (INDUSTRIAL SOLVENTS
& CHEMICALS PVT LTD,India)
94. | KOPINPEH 20 | tabneTtku, BKpUTI Pexkopaari Ipnaxgis Pekopaarti IHgacTtpia ITania BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis:amiHm | 3a UA/11927/01/03
MIr/20 MI’ NniBKOBOIO AineHg Nto Ximika e TUNy - JOAABaHHSA anbTePHATMBHOIO BUPOOHMKa peuenmom
obornoHkoto, 20 dapmacesTika C.n.A. BuxigHoro npoaykTty 3-Nitro-Benzaldehyde y
mr/20 mr no 14 BMpo6HMUTBI AP Lercanidipine hydrochloride.
TabneTok y 6nictepi; (QUZHOU RUIYUA CO., LTD, China); 3aminu | Tuny -
no 2 abo 4 6nictepu [o4aBaHHA anbTepHATMBHOIO BUPOBHMKA BUXiAHOMO
Y KapTOHHIlA kopobui npoaykty 3-Nitro-Benzaldehyde y BupobHuuTei ADI
Lercanidipine hydrochloride (RUPAL CHEMICALS,
India); 3miHm | TMNY - fOAaBaHHA anbTepHaTUBHOIO
BMpOGHMKa BuxigHoro npoaykty Dimethylsulfate y
BMpob6HMUTBI A®I Lercanidipine hydrochloride
(INDUSTRIAL SOLVENTS & CHEMICALS PVT LTD,
India)
95. | KO-CEHTOP® | Tabnetku, BKpUTI BAT "T'epeoH YropwwuHa | BAT "TegeoH Pixtep", YropwmHa/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:3minu | 3a UA/10087/01/01
NniBKOBOO Pixtep" YropumHa (Bunyck Monbuya TMNYy - 4OMOBHEHHS cneuudikauii APl NosapTaHy kanito peuernmom
obonoHkoto, 50 cepii); TOB "lepeoH napameTtpomM d (10) go Tecty «Po3mipy YacTok»
mr/12,5 mr no 10 PixTep MNonbLya”, BiANOBIAHO 4O BMMOT 3aranbHoi ctaTTi EP 2.9.31.
TabneTtok y 6nicrepi, MonbLwa (KoHTpornb Bu3HauyeHHs po3mipy YacTMHOK METOAOM Na3epHOi
no 3 Gnictepu B SIKOCTI, 403BIN Ha andopakuii; 3miHum | Tuny - BUNyYeHHs 3i cneuudikauii
KapTOHHIl ynakoBLi BMNYCK cepii; A®I JlozapTaHy kanito nokasHuka «Baxki meTanu»
BUPOBHMLTBO BignoBigHoO 1o BuMor EP Ta npoBeneHoi OLiHKM prsmnky
Hepo3sdacoBaHoOro 3rigHo ICH Q3D; 3miHu | TMny - noaaHHsi OHOBNEHOTo
NPOAYKTY, NEepBUHHA CEP R1-CEP 2009-194-Rev 02 gns A®I JlozaptaHy
ynakoBka, BTOPUHHA Kanito Bif, BXe 3aTBepaxeHoro BupobHuka Granules
ynakoBka) India Limited, IHais 3atBepmxeHo: R1-CEP 2009-194-
Rev 01); 3aminu | Tuny - nogaHHsi oHoBreHoro CEP R1-
CEP 2009-194-Rev 03 ans A®I llozapTtaH kanito Big Bxe
3aTBepakeHoro BupobHuka Granules India Limited, IHais
(3atBepmkeHo: R1-CEP 2009-194-Rev 02);
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3MiHu | TUNYy - gonoBHEHHS cneumdikauii APl NlozaptaHy
kanito Ha BuNpobyBaHHs gomiwwku N-Nitrosodibutylamine
(NDBA) not more than 0.177 ppm 3 BignoBigH1Um
MeToA0M BUNPOoByBaHHS , WO 06YMOBNEHO OHOBMEHHSAM
CEP Big Bupo6Huka APl Granules India Limited, IHais;
3MiHu | TUNy - gonoBHEHHS cneumdikauii A®I NlozaptaHy
Kanito Ha BunpobyeaHHs goMiwkn N-Nitroso-N-methyl-4-
aminobutanoic acid (NMBA) not more than 0.640 ppm 3
BiAMOBIAHMM MEeTOAOM BUNpPobyBaHHs , Lo 0GYMOBINEHO
oHoBrneHHam CEP Big BupobHuka APl Granules India
Limited, IHais; 3minn | Tuny - goaaBaHHA nabopaTopii
Analytical R & D Sp. Z.0.0., Lodz, MNMonbLia, ge
NPOBOAUTLCA TECTYBAHHS HITPO3aMIHIB; 3MiHW | TNy -
noganHsi oHosneHoro CEP R1-CEP 2010-139-Rev 01
ons A®l JlosapTaHy kanito Big Bxe 3aTBepaKeHoro
BUpobHuka Zhejiang Huahai Pharmaceutical Co., Ltd.,
Kutan 33atBepmxeHo: R1-CEP 2010-139-Rev 00;
3MiHm | TMny - nogaHHsa oHoerneHoro CEP R1-CEP 2010-
139-Rev 02 gns A®I JlosapTaHy kanito Big Bxe
3aTBepakeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd., Kutain 3ateepgxennin R1-CEP
2010-139-Rev 01; 3miHK | TMNY - 4ONOBHEHHSA
cneuudikauii A®| JlozapTtaHy kanito Ha BUNpobyBaHHSA
pomiwok N-Nitrosodiethylamine (NDEA) not more than
0.177 ppm Ta N-Nitrosodimethylamine (NDMA) not more
than 0.640 ppm 3 BigNoBiAHMM METOAOM BUNPODBYBaHHS,
Lo obymoBneHo oHoBneHHsm CEP Big BupobHukis AdI
Zhejiang Huahai Pharmaceutical Co., Ltd., Kutan Ta
Granules India Limited, IHgia; cynyTHS 3miHa - 3MiHu 3
sikocTi. A®I. KoHTponb A®I. 3miHa y meTopax
BunpobysaHHa APl abo BuxigHOro
marepiany/npoMiKHOro NpoaykTy/peareHTy, LWo
BMKOPUCTOBYETbLCS y npoueci BupobHuutea AP (iHLwi
3MiHM Yy MeTofax BUNpoByBaHHS (BKIOYaUM 3aMiHy
abo ponoBHeHHS) AD| abo BMXiAHOTO/MPOMIXXHOIO

npoAyKTY)

96.

KO-CEHTOP®

TabneTku, BKPUTI
NniBKOBOO
obornoHkoto, 100
mr/25 mr no 10
TabneTtok y 6nicrepi,
no 3 Gnictepu B
KapTOHHIN ynakoBLji

BAT "TeneoH
PixTep"

YropwuHa

BAT "legeoH PixTep",
YropuymHa (BUnyck
cepii); TOB "leqeoH
PixTep MNonbLa",
MonbLwa (KoHTpornb
SAKOCTI, A03BiN Ha
BUMYCK cepii;
BUPOBHMLTBO
Hepo3dacoBaHoro
npoaykTy, NepBUHHA
YMaKoBKa, BTOPUMHHA

YropuuHa/
Monbuwa

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:3aMiHu |
TMNy - 4ONOBHEHHS cneuudikauii API JlosapTtaHy kanito
napameTtpoM d (10) go Tecty «Po3mipy YacTok»
BiQNOBIAHO A0 BMMOT 3aranbHoi ctatTti EP 2.9.31.
BusHayeHHs po3mipy YaCTMHOK METOAOM fla3epHoi
andopakuii; 3miHum | Tuny - BUNyYeHHs 3i cneuudikauii
A®I INozapTaHy Kanito nokasHuka «Baxki meTanm»
BignoBigHoO 1o BuMor EP Ta npoBeneHoi OLiHKM prsmnky
3rigHo ICH Q3D; 3miHu | TUNY - NogaHHsA OHOBMEHOrO
CEP R1-CEP 2009-194-Rev 02 gnsit A®I JlozapTtaHy
Karnito Bif BXe 3aTBepaykeHoro BupobHvka Granules

3a
peuenmom

UA/10087/01/02




38

[IponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

ynakoBka)

India Limited, IHgis 3atBepmxeHo: R1-CEP 2009-194-
Rev 01); 3aminn | Tvny - nogaHHs oHoBreHoro CEP R1-
CEP 2009-194-Rev 03 ans A®l llozapTaH kanito Big Bxe
3aTBepAkeHoro BMpobHuka Granules India Limited, IHais
(3atBepmxeHo: R1-CEP 2009-194-Rev 02);
3MiHu | TUNy - gonoBHEHHS cneumdikauii A®I NlozaptaHy
kanito Ha BunpobyeaHHs gomiwkm N-Nitrosodibutylamine
(NDBA) not more than 0.177 ppm 3 BignoBigHUM
MeToA0M BUNPOoByBaHHS , WO 06YMOBNEHO OHOBMEHHSAM
CEP Big BnpobHuka A®I Granules India Limited, IHgis;
3MiHM | TUny - gonoBHeHHA cneundikauii A®I JNlosaptany
kanito Ha BunpobyeaHHs gomiwkn N-Nitroso-N-methyl-4-
aminobutanoic acid (NMBA) not more than 0.640 ppm 3
Bi4NOBIOHNM METOAOM BUNPOOYBaHHS , WO 06yMOBNEHO
oHoBrneHHam CEP Big BupobHuka APl Granules India
Limited, IHais; aminm | Tuny - gogaBaHHA nabopaTopii
Analytical R & D Sp. Z.0.0., Lodz, Monbwa, ae
NPOBOAUTLCA TECTYBAHHS HITPO3aMIHIB; 3MiHW | Tuny -
nogaHHs oHosneHoro CEP R1-CEP 2010-139-Rev 01
ans A®l JlozapTtaHy kanito Bi BXe 3aTBEPAXEHOro
BUpobHuka Zhejiang Huahai Pharmaceutical Co., Ltd.,
Kutain 33atBepmkeHo: R1-CEP 2010-139-Rev 00;
3MiHn | Tuny - nogaHHs oHoeneHoro CEP R1-CEP 2010-
139-Rev 02 ansa A®I llosapTaHy kanito Big Bxe
3aTBepakeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd., Kutan 3atBepmxennin R1-CEP
2010-139-Rev 01; 3MiHu | TUNY - AONOBHEHHS
cneuudikauii A®| JlozapTtaHy kanito Ha BUNpoGyBaHHS
powmiwok N-Nitrosodiethylamine (NDEA) not more than
0.177 ppm Ta N-Nitrosodimethylamine (NDMA) not more
than 0.640 ppm 3 BigNoBiAHMM METOAOM BUNPODYBaHHS,
Lo obymoBneHo oHoBneHHsm CEP Big BupobHukis A®I
Zhejiang Huahai Pharmaceutical Co., Ltd., Kutan Ta
Granules India Limited, IHgis; cynyTHs 3miHa - 3MiHu 3
skocTi. A®Il. Kontponb A®I. 3miHa y meTopax
BunNpobyBaHHa A®| abo BMXigHOrO
marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BMKOPVCTOBYETbLCS y npoueci BUpobHuuTea AP (iHLwi
3MiHM Y MeTofax BUNpobyBaHHS (BKIOYaUM 3aMiHy
abo gonoBHeHHs1) A®| abo BUXiAHOMO/MPOMiXXHOIO
npoAyKTy)

97.

KO®EIH

KpucTaniyHum
nopoLuok abo
KpucTanu
(cybeTaHuis) y
naketax noagifHMx
nonieTMIeHoBmX

MpAT
"®apmMaueBTUYH
a chipma
"OapHuus”

YkpaiHa

LWangoHr Kcinxya
dapmac’otukan Ko.,
Nra.

Kutan

BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu |
Tmny - 3MiHu 3 sikocTi. A®Il. KoHTponb A®I. 3miHa y
meTofax BunpobyBaHHa A®Il abo BuxigHoro
maTepiany/npoMixxHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHUN y 3aTBEpIKEHNX MeToadax

UA/14008/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
ans BUNPoBYBaHHS) - HE3HaYHI 3MiHW Y 3aTBEPPKEHUX
hapmaLeBTU4HOro meToaax BunpobysaHHa AdI, a came posgin Onuc
3acTOCyBaHHS

NpvBEAEHO BifNOBIAHO A0 Aito40i MOHorpadii
«Caffeine» €Bponeicbkoi hapmakonei Ta akTyanbHUX
maTepianis BUpOOGHUKa.
3MmiHun | Tuny - 3MiHm 3 sikocTi. A®I. KoHTponb ADL. 3miHa
y napameTpax cneuudikadin Ta/abo gonycTtuMmx Mex,
BM3Ha4yeHux y crneundikauisx Ha Adl, abo
BUXIOHWMI/MPOMIDKHWIA NpOAYKT/peareHT, LWo
BUKOPUCTOBYHOTLCS Y NpoLeci BupobHuutea AdI
(BUNYYEHHS HE3HAYHOIO MOKa3HVKa SKOCTi (Hanpuknag
BUITyYEHHS 3acTapinoro nokasHvka)) - BUy4YeHHs
He3Ha4yHoro rnokasHuka sikocTi 3i cneumdikauii AD|
po3ain «Baxki meTanuy» 3rigHo 3 Aitodoi MoHorpadii
«Caffeine» €Bponeicbkoi hapmakonei Ta akTyanbHUMK
mMaTtepianamv BupobHuka. 3mMiHu | Tuny - 3miHn 3 sKocTi.
A®I|. CrabinbHicTb. 3miHa nepiogy NOBTOPHMX
BMUNpoOyBaHb/nepiogy 36epiraHHs a6o ymoB 36epiraHHs
A®I (3a BiacyTHOCTI y 3aTBEpAKEHOMY AOCHE
cepTtudpikaTta BignoBigHOCTI €Bponenchbkin hapmakonei,
L0 BKIOYaEe nepios NOBTOPHOro BUNpobyBaHHs) (nepioa
NOBTOPHOro BMNpobyBaHHs/nepion 36epiraHHs) -
36inbLueHHst abo BBeAEHHS nepiogy NOBTOPHOIroO
BMNpobyBaHHsa/nepiogy 36epiraHHs Ha OCHOBI
pesynbTaTiB AoChigKeHb Y peanbHoMy yaci. Hassy
po3giny «TepmiH NpuaaTHOCTI» 3MiHEHO Ha «TepMiH
nepeKkoHTPONto» BiAMNOBIOHO A0 aKTyarnbHUX MaTepianis
BMpoGHMKa. [litoua pegakuisi: Cpok rogHocTu 4 roga.
lMponoHoBaHa pepakuis TepMiH NepeKOHTPOIo 4 POKW.
3miHu | Trny - 3miHm 3 skocTi. APl. KoHTponb A®PI (iHwwi
3MiHK). CynyTHS 3miHa - 3miHn 3 sikocTi. ADI. KoHTpornb
A®I. 3miHa y meTogax BunpobysaHHa AD| abo
BMXiQHOro MaTtepiany/npoMixXHOro NpoaykTy/peareHTy,
LLIO BUKOPUCTOBYETLCS Y NpoLieci BUpobHuuTea AdI
(He3HauHi 3MiHN y 3aTBEpAKEHNX MeToAax
BUNPODYBaHHS) - HE3HAYHI 3MiHW Y 3aTBEPAPKEHNX
mMeTofax BunpobyBaHHs ADI 3a nokasHMKOM
«[Mpo3opicTb po3yMHy», @ came aHaniTMyHa MeToauka
npvBeAeHa BignoBigHO A0 Aito4oi MoHorpadii
«Caffeine» €Bponeiicbkoi hapmakonei Ta akTyanbHUX
matepianis BMpobHvka. HopmyBaHHs 3anuiieHo 6e3
3MiH. 3MiHn | TUny - 3MiHm 3 gxkocTi. A®Il. KoHTponb Al
(iHwWi 3miHK). CynyTHs1 3MiHa
- 3miHu 3 gkocTi. A®I. KoHTponb A®I. 3miHa y meTodax
BunpobyBaHHa APl abo BMXigHOrO
marepiany/npoMixxHOro NpoaykTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS y npoueci BUpobHuuTea AP (iHLwi
3MiHM Y MeTofax BUNpobyBaHHS (BKIOYaUM 3aMiHy
abo gonoBHeHHs1) A®| abo BMXiAHOrO/MPOMiXXHOIO
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[IponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
npoaykTy) - 3MiHW y MeToAax BUNpobyBaHHA 3a
nokasHukom «CynpoBigHi AOMILLKMY, a came
HOPMYBaHHSI BHECEHI pefakuinHi NpaBkn y metoaax
BUNpoOyBaHHSA HepyxoMa ¢hasa xpomaTtorpadivyHol
KONOHKM Ta CTYNiHb po3AineHHs mix nikamu C i D
npvBeaeHi BiaNoBigHO [0 Aitoyoi MoHorpadii «Caffeine»
€Bponericbkoi hapmakonei Ta akTyanbHUMK
maTtepianamu BupobHuka. [logaTtkoBo 40 METOAMKM
BHeceHa iHdopmauis WOoAOo BigHOCHUX YaciB
YTPUMYBaHHS NiKiB AOMILLIOK.
3MiHn | TUny - 3miHm 3 gkocTi. APl. KonTponb A®I. 3miHa
y napameTpax cneuudikadin Ta/abo gonycTuMux Mex,
BU3Ha4YeHuX y cneumdikauisix Ha Adl, abo
BUXiAHVN/MPOMDKHUI NpOoAyKT/pearexT, Lo
BUKOPUCTOBYIOTLCS Y NpoLeci BupobHuuTea AdI
(BUNYYEHHS HE3HAYHOIO MOKa3HWKa SIKOCTi (Hanpuknag
BUITYYEHHS 3acTapinoro nokasHuka)) - 3MiHu 4o
cneundikaii Ta meTogiB kKoHTponto AD| 3a nokasHMKamMm
loeHTndikauia, a came BUMKNIOYEHO Apyry igeHTudikawito
Bi4NOBIgHO 40 MaTepianis BUpobHMKa.
98. | NABUKC® Tabnetku no 40 mr TOB "CaHodi- YkpaiHa 3eHTiBa lMpansit IHais BHECEHHS 3MiH [0 peecTpauiiHMx maTtepianis: 3miHu || 3a UA/4871/01/01
Ne 45 (15x3): no 15 ABeHTiC Nimiten Tuny - 3MiHK Wwopao H6e3nekn/edeKTUBHOCTI Ta peuenmom
TabneTok y cTpuni; YkpaiHa" dapmakoHarnsgy. 3MiHM y KOpPOTKil XapakTepucTuui
no 3 ctpunn 'y nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUii
KapTOHHiI kopobui AN MeguyYHOro 3acToCcyBaHHS y 3B’A3KY i3 HOBUMU
OaHUMW 3 SIKOCTI, AOKMNIHIYHUMM, KNIHIMHUMKX JaHUMK Ta
AaHvMK 3 hapmakoHarnsgy - 3MiHu BHECEHO [0
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBAHHS MiKapCbKOro
3acoby no posainis "®apmakonoriyHi BnacTneocTi”,
"MpoTunokasaHHs", "B3aemogais 3 iHWK1MM NikapCbKUMmn
3acobamu Ta iHWi Buam B3aemopin", "OcobnmBocTi
3actocyBaHHs", "3acTocyBaHHs y nepio BariTHOCTi abo
rofgyBaHHs rpyaaw” (BHOCATbCA A40AATKOBI
3acTepexeHHst), "Cnocib 3acTocyBaHHs Ta 031",
"MepepnosyBaHHsa", "MNobiyHi peakuii" BianoBiaHo Ao
MaTepianis peecTpauiiHoro OCbE, a TakoXX BHOCATLCS
pedakuinHi npasku oo poaginis "MokasaHHs", "OiTn",
"YnakoBka". BBegeHHs 3MiH NpoTsirom 6-Tu MicsuiB nicnsi
3aTBEPOKEHHS
99. | NAKTYBIT® cupon, 3,335 r/5 mn TOB "HOpis- Ykpaina TOB "HOpia-®apm" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis:amiHu | 6e3 UA/12566/01/01
no 100 mn abo 200 dapm"” TUMY - OHOBJIIEHHSI TEKCTY MapKyBaHHSA BTOPUHHOI peuenma
My donakoHax ynaKoBKM fikapcbkoro 3acoby (n.16 Ta n. 17). BeegeHHs
nonimepHux; no 1 3MiH MPOTSroM 6-TW MicALiB nicns 3aTBEPAXKEHHS
nakoHy B nayi* 3
KapToHY *(MoxnuBe
Jopartkose
BKNafiaHHsi B nayky
MipHOro NpUCTPOIO)
100.| NEPKAMEH® | TtabneTtku, BKpUTI MeHapiHi Jlrokcemby BEPIIH-XEMI AT, HimeyymHa BHECEHHS 3MiH 1O peecTpauiiinx maTtepianis:3minu | 3a UA/0583/01/02
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
20 NNiBKOBOO IHTEepHeLwoHan pr HimevuunHa TMNYy - 3MiHK Woao 6e3nekn/ePeKkTMBHOCTI Ta peuenmom
obonoHkoto, no 20 OnepenoHc (BpPOGHULTBO apmakoHarnagy. BeegeHHsi abo 3amiHm oo
Mr; o 7 TabneTok y JTrokcembypr npenapaty "in bulk" Ta y3aranbHeHUX A4aHux Npo cuctemy dapmakoHarnsgy
6nictepi; no 1 C.A. KOHTpOnb cepii); (BBEAEHHSA y3aranbHEHUX AaHUX NPO CUCTEMY
6nictepy B BEPIIH-XEMI AT, chapmakoHarnsgy, amiHa ynoBHoBa)eHoi ocobu,
KapTOHHiIN kopobLyj; HimeuumnHa (kiHueBe Bif4NOBIganbHoI 3a 34iCHEHHs hapMakoHarnsay;
no 10 Tabnetok y nakyBaHHsi, KOHTPOSb KOHTaKTHOI 0cobu 3 chapmakoHarnsgy 3asiBHUKa ansi
6nictepi; no 6 abo 9 Ta BUMYyCK cepii) 3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
GnictepiB y BigMiHHa Bif, YyNOBHOBa)XeHOI 0co0M, BignoBigansHoi 3a
KapTOHHiIN kopobLyj; 34iicHeHHs chapmakoHarnsgy (BKMYaryn KOHTaKTHI
no 14 tabnetok y naHi) Ta/abo 3MiHM y po3milLleHHi MacTep-danna
6nictepi; no 1 abo 2, cuctTemMmn hapMakoHarnagy) - 3MiHa KOHTakTHoOi ocobu
abo 4 Gnictepu B 3asiBHMKa, BigNOBiAanbHOI 3a hapMakoHarnsg B YKpaiHi.
KapTOHHiIN kopobui lMponoHoBaHa pepakuisa: Kyvep MapuHa Bacunisra.
3MiHa KOHTaKTHMX AaHWX KOHTaKTHOI 0COBU 3asiBHUKA,
BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnsgy B
YKpaiHi
101.| NEPKAMEH® | Tabnetku, BKpUTI MeHapiHi ITrokcemby Pekopaarti lHaycTpia ITania BHECEHHS 3MiH 40 peecTpauiitHuX maTepianis:amiHm | 3a UA/13568/01/01
AMN® 10/10 NNiBKOBOO IHTEepHeLwoHan pr Kimika e TMNYy - 3MiHK Woao 6e3nekn/ePeKkTUBHOCTI Ta peuenmom
obornoHkoto, no 14 OnepenwoHc dPapmaveyTtuka C.n.A. dapmakoHarnsagy. Beegerns abo 3aminn o
TabneTok y 6nictepi, ITrokcembypr y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
no 2 6nictepu B CA (BBEOEHHS y3aranbHEeHUX AaHKX NPo CUCTeMy
KapTOHHIN kopobLi dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobw,
BiANoBigansHoI 3a 34iMCHEHH:A hapMakoHarnaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHuKa ons
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLO BOHa
BigMiHHa Bi ynoBHOBaeHOi ocobu, BianoBigansHoi 3a
30iACHEHHS hapMakoHarnsgy (BKMYaym KOHTaKTHi
AaHi) Ta/abo 3MiHKn y po3milLieHHi macTep-anna
cucTeMu hapmakoHarnsigy) - 3MiHa KOHTakTHoI ocobu
3asiBHMKa, BignoBiganbHoi 3a hapMakoHarnsag B YkpaiHi.
lMponoHoBaHa pepakuisa: Kyuep MapuHa Bacunisra.
3MiHa KOHTaKTHMX JaHWX KOHTaKTHOI 0cOBU 3asiBHUKA,
BiAnoBiganbHoI 3a 34iMCHEHHSA hapMakoHarnsay B
YkpaiHi
102.| NIBEPATTI® TabneTku, BKPUTI TOB Ykpaina TNabopaTtopioc JleoH Icnanis BHECEHHS 3MiH 0 peecTpauiHMX maTepianis: 3MiHu | 3a UA/16408/01/01
NniBKOBOIO "BOPBAPTC dapma, C.A. TUny - AOMiHiCTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS! peuenmom
obornoHkoto, 0,02 OAPMA" Ta/abo agpecy Micua NPoBaMKEHHST OiANbHOCTI

mr/3 mr, no 28
(24+4) Tabnetok y
6nictepi, no 1
6nictepy pasom 3
KaneHJapHo
LIKanot Ta
Tpumayem ans
Gnictepy y kopobui 3
KapTOHY

BMPOOHWKa/imnopTepa rotToBoro nikapcbkoro 3acoby,
BKITOYaK04M AinbHULI BUNYCKY cepii abo micue
NpoBeAeHHS KOHTPOJIT SKOCTI. (AiFNbHICTb, 3a AKY
BiAnoBigae BUPOGHWK/iIMNopTep, BKIOYaK4M BUMYCK
cepii) - 3MiHa agpecu BupobHuka 13 NlabopaTopioc
JleoH ®apma, C.A., IcnaHis, 6e3 3miHu micua
BMPOGHMLTBA. 3MiHM BHECEHI y po3gin
"Micue3HaxogkeHHs BUpobHuka Ta oro agpeca micus
NPOBaXXEHHSA QisNbHOCTI" B iHCTPYKLiO ANsi MegnyHoro




42 [IponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3aCTOCyBaHHA Ta SK HAcnigokK - BiANOBIAHI 3MiHW y TEKCTi
MapKyBaHHS! YMaKoBKM NiKapCbKoro 3acoby.
103.| NIHEKC® Kancynu Teepgai, no CaHnpos CnogBeHisi Jlex dapmaueBTMYHa CnogeHis BHECEHHS 3MiH O peecTpaLiHMX maTepianis:3aMiHm | 6e3 UA/14267/01/01
32 kancynu y dapmacbioTikan KoMnaHia g.4., TMny - nogaHHs oHosneHoro [E-CepTudikarty peuenma
nakoHi; no 1 34.0. CnoseHis ( BUNycK BignoBsigHocTi €sponewcekin dapmakonei Ne R1-CEP
hnakoHy B cepii); Jlek 2005-217-Rev 01, 02 ans gonomixHoi pevoBuHM Gelatin
KapTOHHiN kopobuyj; dapmaueBTnyHa Bia BXe 3aTBepaxeHoro BupobHuka Nitta Gelatin; amiHm |
no 8 kancyny KoMnaHia g.4., TMny - nogaHHs oHosneHoro [E-CepTudikarty
6nictepi; no 2, abo CnoBeHis BignoBigHocTi €Bponeicokin dapmakonei Ne R1-CEP
no 4; abo no 6 (BUpOGHMLTBO in bulk, 2000-344-Rev 03 ans gonomixHoi pedoBuHu Gelatin Big
6nictepi y naKkyBaHHS) BXe 3aTtBepaxeHoro BupobHuka NITTA GELATIN; Minum |
KapTOHHiIN kopoOLi TUNy - NogaHHsA oHoBreHoro ME- CepTudikaty
BignoBigHocTi €Bponeicokin hapmakonei Ne R1-CEP
2000-045-Rev 04 anst gonomixHoi peyoBuHu Gelatin Big
3aTBEPKEHOr0 BMPOBHUMKA, SIK Hacnigok 3MiHa Ha3Bu Ta
agpecwu BnacHuka CEP 3 PB GELATINS Ha
TESSENDERLO GROUP; 3aminu | Tvny - BunyyenHs ME-
CepTudikatis BignosigHocTi €Bponencbkoi Papmakonei
R1-CEP 2004-247-Rev 00 Ta R1-CEP 2004-320-Rev 00
ONs JONOMDKHOT pevoBUHM XenaTtuH Big BupobHuka Nitta
Gelatin
104.| NIHKAC BE3 cmpon no 90 mn abo XepbioH MakncraH XepbioH MNakncTaH MaknctaH BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes UA/10374/01/01
LYKPY 120 mn abo 150 mn MakncTtaH MpawnBeT JimiTeq BUMPABIIEHO TEXHIYHY MOMUIIKY B iHCTPYKLi Ans peuenma
y cbnakoHi, no 1 Mpanset MeAMYHOro 3aCTOCyBaHHsI NikapCcbKoro 3acoby,
hnakoHy y KapTOHiW Nimiteq 3aTBepaKeHin Hakasom MO3 Big 16.11.2021 p. Ne 2537:

Kopobui

B3anponoHoBaHo: Cknapa: aitodi peyosuHu: 10 mn cupony
MICTATb: eKCTPaKTy agxaToan CyAUHHOT NNCTS ryCTOoro
(Adhatoda vasica) (5:1), (ekcTpareHT Boga ounLleHa) —

120 Mr; eKCTpaKTy COnMoAKN ronoi KOpPeHiB rycToro
(Glycyrrhiza glabra) (4,17:1), (excTpareHT Boga
ouneHa) — 18 Mr; ekCTpakTy nepuo AOBroro nnogis
ryctoro (Piper longum) (4:1), (ekcTpareHT Boaa
oumileHa) — 25 Mr; eKCTpakTy dianky 3anallHoi KBiTOK
ryctoro (Viola odorata) (4,17:1), (ekcTpareHT Boga
oyuLeHa) — 6 Mr; eKcTpakTy iccony nikapCbKoro NnucTs
ryctoro (Hyssopus officinalis) (4,17:1), (ekcTpareHT
BoAa) — 12 Mr; eKCTpaKTy KanraHy BEMNUKOrO KOPEHIB
ryctoro (Alpinia galanga) (4,17:1), (ekcTpareHT Boaa
oumLleHa) — 12 Mr; eKCTpaKTy kopgil LWMpoKonucToi
nnogis ryctoro (Cordia latifolia) (4:1), (ekcTpareHT Boga
oumieHa) — 25 Mr; eKCTpakTy anTei nikapcbKoi HaciHHA
ryctoro (Althaea officinalis) (4:1), (ekcTpareHT Boga
oumileHa) — 25 Mr; eKCTpakTy 3u3udycy 3BU4anHoro
nnogis ryctoro (Zyzyphus vulgaris) (4:1), (ekctpareHT

BOAa oumLLeHa) — 25 Mr; eKCTpaKkTy OHOCMU MPUKBITKOBOI
nucTs ryctoro (Onosma bracteatum) (4:1), (ekcTpareHT

BOoAa oumieHa) — 25 mr; 3azHayeHe BUNpaBeHHS
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BiANOBIgAE MaTepianam peecTpauifHoro 4ocke
105. IOMYCTWUH kancynu no 40 wmr, Mepak Himeuumn Bupo6GHuK, Wwo Himevumna BHECEHHS 3MiH 0 peecTpauinHMX maTepianis:3aMiHm | 3a UA/6988/01/01
MEOAK no 20 kancyn y [e3enbwadpt a Bignosigae 3a TMNy - NogaHHs oHoBneHoro ME-CepTtudikaty peuenmom
KOHTeWHepi; no 1 drop KniHiwe MapKyBaHHS BignoBsigHocTi €sponewcekin dapmakonei Ne R1-CEP
KOHTEeVHepy B navui LLneujanbnpena NepBUHHOI YNaKOBKM, 2000-344-Rev 03 gnsa gonomixHoi pevosuHmn Gelatin Big
pate M6X BTOPWHHE NaKyBaHHS, BXe 3aTBepmkeHoro BupobHuka NITTA GELATIN INDIA
KOHTpOnb/BUNpobyBaH LTD; 3miHn | Tuny - noaaHHs oHosneHoro ME-
HS cepii Ta 3a BUMycK CepTudpikaty BignosigHoCTi €Bponerichbkin dapmakonei
cepii: Ne R1-CEP 2000-344-Rev 02 anst 4ONOMDKHOI pe4OBUHM
Mepak Ne3enbwadT Gelatin Big Bxxe 3aTtBepmpkeHoro BupobHuka NITTA
drop KniHiwe GELATIN INDIA LTD
Lneuianenpenapate
M6X, HimeuuunHa;
BrpobHuK, Lo
BignoBsigae 3a
BUPOBHMLUTBO
nikapcbKkoro 3acoby,
NepBUHHE NaKyBaHHS,
KOHTpOnb/BUNpobyBaH
Hs cepii: XaynT ®apma
Awmaper 'mM6X,
HimeyunHa
106. NONEPAMIO TabneTtku no 2 mr no ToBapwucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH O peecTpauiHMX maTtepianis: 3miHa 6e3 UA/8232/01/01
Yy 10 TabneTtok y obmexeHoto BUPOGHMLTBA, 3asiBHUKA (BnacHWKa peecTpaLinHoro NocBig4eHHs) peuenma
rigPOXNOPU | Gnictepax; no 10 BignoBiganbHicT KOHTPOMb SIKOCTI, (3rigHo Haka3y MOS Big 23.07.2015 Ne 460). 3miHn
aro3" TabneTok y 6nictepi, 10 BUNYCK cepii: BHECEHi B TEKCT MapKyBaHHSA BTOPUHHOI YMaKOBKM
no 1 abo 2, abo 3 "®apmMaueBTUYH TosapucTBo 3 nikapcbkoro 3acoby y 3B"s13Ky 3i 3MiHOI 3asiBHUKA
6nictepu B nayui a KoMMaHis obmexeHo (BnacHuka peecTtpauinHoro noceiaveHHs). BeeaeHHs
"3popoB's" BiANOBIgANbLHICTHIO 3MiH NPOTArom 6-Tn MicALIB NicNs 3aTBepPIKEHHS. 3MiHM

"[NocnigHuii 3aBoa
"THLJIC", YkpaiHa; BCi
cragii BupobHuuTBa,
KOHTPOMb SIKOCTI,
BUMYCK cepii:
ToBapucTBo 3
obBMexeHo
BignoBiganbHIiCcTIO
"OAPMEKC IrPy1",
YkpaiHa; Bci ctagii
BUPOGHMLTBA,
KOHTPOMb SIKOCTI,
BUMYCK cepii:
TosapucTBo 3
obMexeHow
BignoBiganbHiCcTIO
"®apmaueBTnYHa
KoMnaHisi "3gopos'a”,
YkpaiHa

| Tuny - 3MiHn Wopo 6e3nekn/edeKTUBHOCTI Ta
capmakoHarnsigy. BeegeHHs abo 3miHv oo
y3aranbHEHUX AaHnX Npo cuctemy papmakoHarnsgy
(BBEOEHHS y3aranbHEHUX AaHWX NPO CUCTEMY
hapmakoHarnsigy, 3MiHa yroBHOBaXeHOI ocobu,
BiZNOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHUKa ans
34iicHeHHs dhapmakoHarnagy B YKpaiHi, AKLO BOHa
BigMiHHa Bif, YNOBHOBa)X€HOI 0COOM, BignoBigansHoi 3a
30iNCHEHHS1 hapMakoHarnsay (BKMYaym KOHTaKTHi
OaHi) Ta/abo 3MiHM y po3milLleHHi MacTep-anna
cvcTeMu dbapmakoHarnsay). 3miHa ynoBHOBaXXeHOI
ocobu 3asiBHUKA, BiANOBIAanbHOI 3a hapmakoHarnsag.
Litoya pepakuis: MNMnakciHa OneHa BonoammupisHa.
MponoHoBaHa pepakuisi: LLleByeHko OneHa IropieHa.
3MiHa KOHTaKTHUX JaHWUX YNOBHOBaXEHOi 0cobu
3asBHMKA, BiANOBiAanbHOI 3a 34iNCHEHHS
cbapmakoHarnsgy.




44

[IponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
107.| MABEHKIAL | tabnetku no 10 mr; Apec TpengiHr LLseviLapi €BpocpiHc bionab ITanis BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis:3miHu || 3a UA/17515/01/01
® no 1, 4 abo 6 C.A. A C.P.J1, Itania TUMY - 3as9BHVMKOM HaAaHo OHOBMeHwN Nnax ynpaeniHHS peuenmom
TabneTok B (BMpOBHUK (KOHTPOSb pusmkamm Bepcia 1.5.2 3miHn BHeceHi o YacTuH: I
antoMiHieBoMy SKOCTi: BU3HA4YeHHS «Cneumdikauis 3 6e3nekn» (mogyni Cl «Enigemionoris
6nictepi efleMEeHTHUX nokasaHb [0 3aCToCyBaHHA Ta Uinbosa(i) nonynauis(i)»,
(MapKyBaHHs [OMILLOK)); CllII «Ekcnosunuis nauieHTi, 3any4eHnx 4o KniHiYHnx
aHrMincbKo Hep®apMa C.P.J1., BunNpobyBaHb», CVIII «Pe3tome npobnem 3 6e3nekn»), I
MOBOI0), ITanis (BupobHuk «MnaH 3 papmakoHarnagy», V «3axoau 3 MiHiMisauii
3aneyaraHomy y (BUpOBHMLTBO pusukiB», VI «Pestome nnaHy ynpaeniHHA pusnkammy, y
KapTOHHY Hepo3dacoBaHoro 3B’A3Ky 3 BKINtoYeHHaM go [MYP gaHux gosrotpusanoro
obknagmnHKy, sKy npenapary, nepsuHHe OOCMiMKEHHs 3 6esnekn
BMiLLyIOTb Y Ta BTOPUHHE
KOHTYPHY YapyHKOBY nakyBaHHs1, KOHTPOIb
yrnaKkoBKy Ta AKOCTI, BUMYCK Cepilt))
BKNagawTb y
KapTOHHY KOpobKy
108 MAMXEN TabneTkn, BKpUTI MawinaH IHAisA MannaH lNabopatopi3a IHAisa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3minu | 3a UA/18504/01/01
onn NNiBKOBOO JlabopaTopis TimiTen TMNY - 3MiHW 3 SKOCTi. [0TOBMI NikapcbkuiA 3acib. peuenmom
o6onoHkoto, no 400 Jlimiteq KoHTponb roToBoro fikapcbkoro 3acoby. 3MiHa y
mr/100 wmr; no 28 MeToAax BUNpobyBaHHsI rOTOBOrO fikapCbKoro 3acoby
TabneTok y dnakoHi; (He3HayHa 3MiHa y 3aTBEpOKEHMX MeToAax
no 1 donakoHy B BUNPoByBaHHS) - 3MiHW y 3aTBEPIKEHUX MeToAax
KapTOHHIN ynakoBLi BUNPOOyBaHHSA 3a NoKasHWKOM «laeHTudikauis (B)»
meTog BEPX (3a gonomMoroto agiogHo-MaTpuyHoro
[OeTekTopa), a came 3MiHEHO KiNbKOCTb iHXEKTYBaHHS
CTaHOapTHOro po3uuHy 3 "5 pasis" Ha "1 pa3"
109., MAPBENOH® | tabneTku; no 21 OpraHoH LLisenuapi H.B. OpraHoH, HinepnaHnau BHECEHHS! 3MiH 10 peecTpauiiHnX maTepianis:aminu | 3a UA/10176/01/01
Tabnetui B 6nicTepi; CeHTtpan lct 4 Hinepnanam (3a TMNYy - 3MiHK Woao 6e3nekn/ePeKTUBHOCTI Ta peuenmom
no 1 6nictepy B m6X MOBHUM LIMKITOM) dapmakoHarnsagy. BeegernHs abo 3aminn o

cawe; no 3 cawe B
KapTOHHIN ynakoBLji

y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
(BBEAEHHS y3aranbHEHUX AaHUX MPO CUCTEMY
dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
BiANoOBiganeHOI 3a 34iMCHEHH:A dhapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asBHuKa ons
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
BigMiHHa Bif ynoBHOBakeHOi ocobu, BianoBigansHoi 3a
30iNCHEHHS1 (hapMakoHarnsay (BKMYaym KOHTaKTHi
AaHi) Ta/abo 3MiHKn y po3milLieHHi macTep-tanna
cucTeMu chapmakoHarnsigy) - 3miHa ynoBHOBaXeHOI
ocobu 3asiBHUKa, BiANOBiAanbHOI 3a hapmakoHarnsg.
MponoHoBaHa pepakuia: MapiaHHa Bank-KopTteHpaag.
3MiHa KOHTaKTHUX JaHWUX YNOBHOBaXEHOi 0cobu
3asBHMKa, BiANoOBiAanbHOI 3a 34iNCHEHHS
dapmakoHarnagy. 3miHa KOHTaKTHOT 0COOM 3asiBHUKA,
BignoBiganeHoi 3a dhapmakoHarnag B YKpaiHi.
MponoHoBaHa pepakuisi: MoTuniHcbka OneHa
BitaniiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

3asBHMKA, BiANOBiAanbHOI 3a 30iACHEHHS
dapmakoHarnagy B YkpaiHi. 3MiHa micus 34iicHeHHs
OCHOBHOI AisiNbHOCTI 3 (hapMakoHarnsgy. 3miHa
MicLe3HaxXo4KeHHA MacTep-ganna cuctemu
apmakoHarnsgy Ta noro Homepa

110.

ME3AKAP®

Tabnetku no 200 mr
in bulk: Ne10x320:
no 10 Tabnetok y
6nictepi; no 320
GnictepiB y
KapTOHHiIN kopobui

KYCYM
XENTXKEP NBT
nTa

IHgia

KYCYM XENTXKEP
neT N4

IHgia

BHECEHHS 3MiH 0O peecTpauinHnX maTepianis: 3MiHu |
TNy - 3MiHK 3 sKoCTi. FOTOBMIA Nikapcbkuii 3acib.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo
ymoBax 36epiraHHsi roTOBOro NikapCcbKoro 3acody

(36inbLUEHHs TepMiHY NPUAATHOCTI TOTOBOIO flikapCbKoro
3acoby) - [inA Toprosoi ynakoBku (MiATBEPMAKYETbCS
OaH1MU pearnbHOro Yacy) - 36inblUeHHst TEPMiHY
npvgatHocTi 113 3 3-x Ha 4 poku.
3MiHN BHECEHI B iHCTPYKLii ANs MeanyHoro
3acTocyBaHHs nikapcbkoro 3acoby y po3again "TepMiH
npugatHocTi". BBe4eHHs1 3MiH NpoTArom 6-tu micsauis
nicns 3atBepaKeHHs. 3MiHu |l Tuny - 3MiHK 3 SKOCTi.
A®I. Bupo6HMLTBO. 3MiHa BUPOGHUMKa
BVXi4HOro/NMpoMiXKHOro NpPoAyKTy/peareHTy, Lo

BMKOPMCTOBYIOTbCH Y BUpoBHn4omy npoueci AdI, abo

3MiHa BMpOGHUKa (BKMtoYatoun, e HeobxigHo, Micue

npoBeAeHHs KOHTponto sikocTi) APl (3a BigcyTHOCTI
cepTudikaTa BiANoBiAHOCTI €Bponewichbkin dapmakonei y
3aTBEpPOKEHOMY A0ChE)(BBEAEHHSI HOBOrO BUPOOHWMKa

A®I 3 HagaHHAM mMacTep-daiina Ha APl) - BBegeHHs

nopartkosoro BupobHuka CTX Lifesciences Pvt. Limited,
INDIA, akTuBHOro papmaveBTUYHOrO iHrpigieHTa
kapbamaseniHy i3 nogaHHsim DMF.

UA/15790/01/01

111.

ME3AKAP®

Tabnetku no 200 mr
no 10 TabneTok y
6nictepi; no 5
6nicTtepis B
KapTOHHIN ynakoBLi

KYCYM
XENTXKEP NBT
nTa

IHAisa

KYCYM XENTXKEP
MBT NTA, Ingis;
AnbTepHaTUBHWN
BUPOBHMK, 1O
3AINCHIOE BTOPUHHE
nakyBaHHS!, KOHTPOIb
AKOCTi Ta BUMYCK cepil:
TOB "KYCYM ®APM",
YkpaiHa

IHaisa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHu |
Tuny - 3MiHK 3 sikocCTi. [O0TOBWMI Nikapcbkuii 3acib.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTi abo
ymoBax 36epiraHHsi roTOBOro NnikapCbKoro 3acoby

(36inbLUeHHs TepMiHY NPUAATHOCTI FOTOBOrO MiKapCbKOro
3acoby) - [ins ToproBoi ynakoBku (MiATBEPKYETbCS
AaHNMKN pearbHOro Yacy) - 36inbLUEHHS TEPMiHY
npuaaTHocTi 13 3 3-x Ha 4 poku.
3MiHM BHeCeHi B iHCTPYKLii 4ns MeguyHoro
3aCTOCYBaHHS Nikapcbkoro 3acoby y po3ain "TepmiH
npugaTHocTi". BBeAeHHs1 3MiH NpoTArom 6-Tn micsuis
nicns 3aTBepakeHHs. 3MiHu |l Tuny - 3MiHK 3 siKOCTi.
A®|. BupobHuuteo. 3MiHa BUpOOHMKa
BWXiZHOTO/MPOMIDKHOTO NPOAYKTY/peareHTy, Lo

BMKOPUCTOBYOTLCS Y BUpoBHUYoMy npoueci AdI, abo

3MiHa BMpOGHMKa (BKIo4alouun, Ae HeobxigHo, micue

npoBefeHHs1 KOHTporto sikocTi) ADI (3a BiacyTHOCTI
cepTudikaTa BignosigHocTi €Bponeiickbkin dhapmakonei y
3aTBEpAKEHOMY A0Che)(BBEAEHHSI HOBOro BUPOGHMKA

3a
peuerimom

UA/9832/01/01
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A®I 3 HagaHHAM MacTep-canna Ha ADI) - BBegeHHs
nopatkoBoro Bupo6Huka CTX Lifesciences Pvt. Limited,
INDIA, akTMBHOro chapmaueBTUYHOrO iHrpigieHTa
kapbamaseniHy i3 nogaHHsm DMF.
112 ME3UM® Kancynu Teepgi 3 MeHapiHi Niokcemby | ApBaHc ®apma 'M6X, | HimevunHa/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3miHu | bes UA/6763/01/02
KANCyYnu KMLLKOBOPO3YNUHHMM IHTEepHeLwoHan pr HimeuumnHa (kiHueBe ITania TMNYy - 3MiHK Woao 6e3nekn/eeKkTMBHOCTI Ta peuenma
25000 1 MiHi-TabneTkamu; OnepenoHc nakyBaHHs1); Agep apmakoHarnagy. BeegeHHsi abo 3amiHm oo
no 20 a6o no 50 Tiokcembypr ®apmacsbtoTiknic CPJ1, y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsay
kancyn y 6aHui 3 C.A. ITanis (BMpobHMUTBO (BBEAEHHSA y3aranbHEHUX AaHUX MPO CUCTEMY
noninponinexy; no 1 "in bulk", KOHTpOnb dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
OaHLi B KAPTOHHIN cepin); AptesaH Bi4NOBIganbHOI 3a 34iMCHEHHS hapMaKoHarnsay;
Kopobui dapma 'mM6X & Ko. KOHTaKTHOI 0cobu 3 chapmakoHarnsgy 3asiBHUKa ansi
KI, HimewunHa 34iNCHeHHA chapmakoHarnsaay B YKpaiHi, AKWo BoHa
(kiHUEeBe MaKyBaHHS); BiAMiHHa Bifj yNnoBHOBaXeHOi ocobw, BiANoBiAansHOI 3a
BEPINIH-XEMI AT, 3iicHeHHs hapmakoHarnsgy (BKMYaryn KOHTaKTHi
HimeuyumHa (koHTponb naHi) Ta/abo 3MiHKM y po3milLieHHi MacTep-danna
Ta BMNYCK cepint) cucTemmn papMakoHarnsagy) - 3MiHa KOHTakTHOI ocobu
3asiBHMKa, BigNOBiAanbHOI 3a hapMakoHarnsg B YKpaiHi.
MponoHoBaHa pepakuis: Kyyep MapuHa BacunisHa.
3MiHa KOHTaKTHMX JaHUX KOHTaKTHOT 0coOK 3asiBHUKA,
BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnagy B
YKpaiHi
113/ MENOKCUKA | po3uuH ans iH ekuin, TOB "TeBa Ykpaina Xenn C.A. peuis BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3minu | 3a UA/6308/02/01
M-TEBA 15 mr/1,5 mn, no 1,5 YkpaiHa" TUNYy - NOAaHHS OHOBMEHOro cepTudikaTta BiANOBIAHOCTI peuenmom
M B amnyni, no 5 €ponevickkin dpapmakonei Ne R1-CEP 2009-040-Rev
amnyny 04 pnst A®l Menokcukamy Bif BXe 3aTBEPKEHOTO
nnacTMKoOBOMY Bupo6Huka Cipla Limited, IHais. Ak Hacnigok BUNy4YeHHs
KOHTEViHepi B 3i cneundikauii A®I nokasHuka «Baxxki meTanu»
KapTOHHIN kopobui
114 MET®OPMIH | TabneTku, BKpUTI CaHnpos CnoBeHisi Jlex C.A., Monbwa Monbwa BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:3aMiHm | 3a UA/9477/01/01
CAHOO3® NniBKOBOO dapmachbtoTikan (BMpPOGHMLTBO 3a TUNY — BBEAEHHS oAaTKOBOro po3mipy cepii ans M3, peuenmom
obornoHkoto, no 500 3 4.4 NMOBHUM LIKITOM; wo Ha 10 % GinbLuni 3a 3aTBEPAXKEHNIN PO3MIpP cepil.
mr; no 10 TabneTok nakyBaHHs1, BUMYCK 3anponoHoBaHo: po3mip cepii: 1 530 000, 1 683 000
y bnicTtepi; no 3 abo cepii) TabneTok, BKPUTI NNIBKOIO; 3MiHM | TUNY — 3MEHLUEHHS
12 GnictepiB y HaanuLKy cycneHsii gns nniskosoro nokputTs 3 30 % o
KapTOHHiIN kopobui 15 %. [laHa 3MmiHa 3aCTOCOBHa NuLLe A5s HOBOro
po3mipy cepii. Hagnuiiok cycneHsii 4ns nokpuTTs Ans
3aTBEPIKEHOro po3Mipy cepii 3anueHui 6e3 3miH;
3MiHuM | TUNY — 36inNbLUEHHSA KOHUEHTpaLii TBepaoi
cknagoBoi cycnersii nokputTst Ha 1 % (Big 15 % no 16
%) 3a paxyHOK 3MeHLLEHHS BMiCTy Boau. Boaa €
BMPOGHWYMM JOMNOMDKHUM MaTepianoMm, Ta He NPUCYTHS
B KiHUeBY npoaykTi. [laHa 3miHa 3acTocoBHa nue Ans
HOBOro po3mipy cepii. KoHUeHTpaLis TBepaoi cknagosoi
Ans 3aTBepaKeHoro po3mipy cepii 3anuweHa 6e3 3MiH
115 MET®OPMIH TabneTku, BKPUTI CaHpos CnoBeHis INek C.A., MNonbLa MonbLla BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:3aMiHu | 3a UA/9477/01/02
CAHOO3® NniBKOBOO PapmacbioTikarn (BMpOOHMLUTBO 3a TUMy — BBEAEHHS A0AaTKOBOro po3mipy cepii ans 13, peuyenmom
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n 3acoby ynakoeka) noceio4yeHHs1
ob6onoHkoto, no 850 34.4. NOBHMM LIMKITOM; wo Ha 10 % 6inblumnin 3a 3aTBEPAKEHUI PO3MIP Cepil.
mr; no 10 TabneTok nakyBaHHs1, BUMYCK 3anponoHoBaHo: po3mip cepii: 900 000, 990 000
y BnicTepi; no 3 abo cepii) TabneTok, BKPUTI MIIBKOO ; 3MiHW | TUMY — 3MEHLUEHHS
12 GnictepiB y HaanuUWKy cycneHsii ans nniskosoro nokputTsi 3 30 % go
KapTOHHiN kopobuyj; 15 %. [laHa 3MiHa 3aCTOCOBHa NnuLLe Asi HOBOTO
no 12 tabnetok y po3mipy cepii. Hagnuwok cycneHsii ans nokputTsa 4ns
6nictepi; no 10 3aTBEPAKEHOro po3mipy cepii 3anueHu 6e3 3miH;
6nictepiB y 3MiHu | TUNY — 36inbLlUeHHs KOHLeHTpaLii TBepAoi
KapTOHHiI kopooLi cknapoBoi cycneHsii nokputTst Ha 1 % (Big 15 % po 16
%) 3a paxyHOK 3MeHLLEHHS BMiCTy Boau. Boga €
BMPOGHWNYMM JOMOMDKHUM MaTepianom, Ta He NPUCYTHS
B KiHLieBY npoaykTi. [laHa 3miHa 3acTocoBHa nuwie gns
HOBOro po3mipy cepii. KoHUeHTpaLis TBEpAOI CknagoBoi
Ans 3aTBepAKeHOro po3mipy cepii 3anuweHa 6e3 3MiH
116, MINICTAH Tabnetku no 4 Mini Xenckepe Benuka Menpo IHgia BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:3aMiHu | Ne 4, Ne 12 - UA/9028/01/01
MYINbTUCUM | Tabnetku y bnicTepi; Jlimiteq BpuTtaHia dapmacbkloTrKanc TUNY - BHECEHHA 3MiHM 80 po3ainy «MapkyBaHHA» MKA 6e3
NTOMHUNA no 1 6nictepy y MpisaT NimiTen J13: 3anponoHoBaHo: MapkyBaHHs. 3rigHO peuenma;
AOBAHC KapTOHHiIN kopooLyj; 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. 3MiHV BHECEHI B Ne 100 - 3a
no 4 Tabnetkn y TEKCT MapKyBaHHS1 YNakoBKM Nnikapcbkoro 3acoby Lwoao peuenmom
6nicTepi; mo 1 3a3Ha4YeHHs OANHULIL BUMIPIOBaHHSA y cuctemi S|
Gnictepy y
KapTOHHiIN kopooLyj;
no 25 KapTOHHMX
KOPOBOK y KapTOHHIN
kopobui; no 12
TabneTtok y bnicrepi;
no 1 6nictepy y
KapTOHHIN kopobui
117/ MOBIKCUKA TabneTku, Lo Mosi Xenc 'm6X | LUseviuapi Annekc ®apma CA, LLisenuapis/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:3minu | 3a UA/13585/01/01
M® oaT AncnepryoTbes B A LLiBenuapisi (noBHUIA ITanis TMNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom

POTOBIN NOPOXHWHI
no 15 mr, no 10
TabneTok y 6nictepi;
no 1 abo 2 Gnictepu
Y KapTOHHIW navui

LMK BUPOOHMLTBA);
JTamn CaH lNpocnepo
C.n.A, Itanis
(nepBuHHE Ta
BTOPVHHE NaKyBaHHS)

cbapmakoHarnsigy. BeegeHHs abo 3miHm oo
y3aranbHEHUX AaHnX Npo cuctemy papmakoHarnsgy
(BBEOEHHS y3aranbHEHUX AaHWX NPO CUCTEMY
hapmakoHarnsigy, 3MiHa yroBHOBaXeHOI ocobu,
BiZNOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOT 0cobu 3 chapmakoHarnagy 3asiBH1Ka ans
34iicHeHHs dhapmakoHarnagy B YkpaiHi, SKLWO BOHa
BigMiHHa Bif, YNOBHOBa)X€HOI 0COOM, BignoBigansHoi 3a
30iNCHEHHS1 hapMakoHarnsay (BKMYaym KOHTaKTHi
OaHi) Ta/abo 3MiHM y po3milLieHHi MacTep-ainna
cvcTeMu hapmakoHarnsay) - 3MmiHa KOHTaKTHUX JaHUX
yNOBHOBaXeHOI 0cobu 3asiBHMKa, BigNOBiganbHOI 3a
3AiACHEHHs1 (hapmakoHarnsigy. 3MiHa Micus 34iNCHEeHHS
OCHOBHOI AisinbHOCTI 3 hapmakoHarnsaay. 3miHa
MicLle3HaxooKeHs macTep- danna cuctemm
dapmakoHarnsgy
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n 3acoby ynakoeka) noceio4yeHHs1
118, MOBIKCUKA TabneTtku, Wo Mosgi Xenc 'm6X | LUBenuapi Annekc ®apma CA, LLseviyapis/ BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:3aMiHm | 3a UA/13585/01/02
M® OAT AuCnepryoTbes B A LLisenuapis (noBHUi ITanisa TUny - 3MiHW Wwopo 6eanekn/edekTBHOCTI Ta peuenmom
POTOBI NOPOXHWHI LMK BUPOOHMLTBA); capmakoHarnsgy. BeegeHHs abo 3miHv oo
no 7,5 mr, no 10 JTamn CaH lNpocnepo y3aranbHeHUX AaHux Npo cuctemy dapmakoHarnsgy
TabneTok y 6nicTepi; C.n.A, Itanisa (BBEAEHHSA y3aranbHEHWX AaHWX NPO CucCTemy
no 2 Gnictepny (nepBuHHE Ta dapmakoHarnagy, 3mMiHa ynoBHOBa)keHoi ocobu,
KapTOHHIN nayui BTOPWHHE NaKyBaHHs) BifNOBIganbHoI 3a 34iCHEHHS hapMakoHarnsay;
KOHTaKTHOi 0cobu 3 hapmakoHarnsgy 3asiBHUKa Ans
3piicHeHHs hapmakoHarnagy B YkpaiHi, SKLWO BOHa
BigMiHHa Bif, YyNOBHOBa)XeHOI 0co0M, BignoBigansHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKYakym KOHTaKTHi
naHi) Ta/abo 3MiHKM y po3milLieHHi MacTep-danna
cvcTeMu dhapmakoHarnsigy) - 3MmiHa KOHTaKTHUX JaHUX
YNOBHOBaXeHOI 0cobu 3asiBHMKa, Bi4MOBiAANbHOI 3a
3aiicHeHHs dhapmakoHarnsgy. 3MiHa micus 34iicHeHHs
OCHOBHOI AisiNbHOCTI 3 (hapMakoHarnsgy. 3miHa
MicLle3HaxooKeHs macTep- danna cuctemm
hapmakoHarnsgy
119.) MOBI®JIEKC po34MH ans iH'ekuin, | Mosi Xenc 'm6X | LUseiiuapi Oesa XonauHr A.C. TypeuunHa BHECEHHS 3MiH O peecTpaLiHMX maTepianis:3aMiHu | 3a UA/19056/01/01
OEKC 50 mMr/2 mnno 2 mn a TMNy - 3MiHK Woao 6e3nekn/ePeKTUBHOCTI Ta peuenmom
B amnynax; no 6 capmakoHarnsgy. BeegeHHs abo 3miHm oo
amnyrn y KOHTYpPHin y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
YapyHKOBIW (BBEOEHHS y3aranbHEeHWX AaHVX NPO cucTemy
ynakosui; no 1 hapmakoHarnsigy, 3MiHa yroBHOBaXeHOI 0cobu,
KOHTYpPHIn BiANoOBiganbHOI 3a 34iMCHEHHNA hapMakoHarnsay;
YapyHKOBIV ynakoBsLi KOHTaKTHOI 0cobu 3 dhapmakoHarnagy sasBHvKa Ans
B KapTOHHII kopobui 34iicHeHHs dhapmakoHarnagy B YKpaiHi, KO BOHa
BigMiHHa Bi ynoBHOBaeHOi ocobu, BianoBigansHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKMYayy KOHTaKTHi
OaHi) Ta/abo 3MiHM y po3milLieHHi MacTep-anna
cucTeMu chapmakoHarnsigy) - 3MmiHa KOHTaKTHUX JaHUX
YMOBHOBAXEHOI 0COOM 3asiBHMKA, BiANOBIAANbHOI 3a
3AiACHEHHSs hapmakoHarnsgy. 3miHa Micus 34iNCHEeHHS
OCHOBHOI AisinbHOCTI 3 hapmakoHarnsgy. 3miHa
MiCLIe3HaxooKeHHs MacTep- hanna cuctemm
hapmakoHarnsigy
120., MOHTENYKA | TtabneTku, xyBarnbHi My6nivyHe YkpaiHa BMPOGHMLTBO, aHani3 Icnania BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHu | - UA/16207/02/01
CT no 4 wmr; in bulk: no aKuioHepHe Ta BUMYCK Cepint: Tvny - AOMiHICTPaTUBHI 3MiHW. BunyyeHHs BUpobHuyoi
42 000 Tabnetok* y TOBapuUCTBO CiHToH Xicnanisa C.J1. OinbHULI (BKNtodaroum ainbHuLi anst A®I, npomixxHoro
noaBinHOMY "HaykoBo- npoaykTy abo roToBoro nikapcekoro 3acoby, AinbHULi
nonieTMneHoBoMy BMPOGHWYMIA ONsi NpOBEeAEHHS NaKyBaHHS, BUPOOHMKa,
nakeTi; no 31 500 LEeHTp BignoBiganbHOro 3a BMMNycK cepin, Micue NpoBeAeHHs
Tabnetok* y "BopLuariBcbkui KOHTpOMHO cepii) abo nocTayanbHWKa BUXigHOTO
noaBiNHOMY XimiKo- MaTepiany, peareHTy abo JOMOMDKHOI PEYOBUHM (SKLLO
nonieTuneHoBomy dapMaueBTUYHM 3a3Ha4yeHo y Aocbe). BunyyeHHs BupobHuka (Bci ctagii
nakeTi; no 23 500 1 3aBog" BMPOGHMLTBA 3@ BUHSITKOM BUMYCKY Cepiit) NikapcbKkoro
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Tabnetok* y 3acoby in bulk Caniko H.B., Benbrisi. 3MiHu | Tuny -

noagiiHoMy AnMiHicTpaTuBHI 3MiHW. BunyyeHHs BupobHuyoi

nonieTuneHoBoMy OinbHUU (BKMOYaroum ginbHuui anst A®I, npomixHoro

nakeTi; no 17 500 npoaykTy abo roToBoro nikapcbkoro 3acofy, QinbHUL

TabneTok* y [ONsi NPOBEAEHHS NaKyBaHHS!, BUPOOHMKa,

noasinHoOMy BiANOBIgaNbLHOro 3a BUMYCK CEPIN, MicLie NpoBeaeHHS

nonieTuneHoBomy KOHTpOrto cepii) abo noctayanbHMKa BUXIQHOTO

nakerti, no 13 000 matepiany, peareHTy abo JOMOMiIXKHOT pe4YOBUHY (SIKLLO

Tabnetok* y 3a3HayeHo y focbe). BunyyeHHs BupobHuka AdI

noasinHoOMy MOHTenykacT HaTpito Formosa Laboratories, Inc. Taiwan.

nonieTuneHoBomMy

nakeTi; no 10 000

Tabnetok* y

noagiiHoMy

nonieTMneHoBomMy

nakeTi; no 7 500

Tabnetok* y

noasinHoOMy

nonieTMneHoBoMy

nakerti; no 6 000

Tabnetok* y

noasinHoOMy

nonieTuneHoBomMy

naketi * - gonyctume

BigxuneHHs £15%
121/ MOHTENYKA | tabneTku xyBanbHi My6nivyHe Ykpaina BMPOGHMLTBO, aHani3 Icnanis BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHu | - UA/16207/02/02

CT no 5 wmr; in bulk: no akuioHepHe Ta BUNYCK Cepin: TUny - AOMiHICTpaTUBHI 3MiHW. BunyyeHHsi BUpobHUYoi

34 000 TabneTok* y TOBapUCTBO CiHToH Xicnanisa C.J1. OinbHULI (BKNtoYaroum ainbHuLi anst ADI, npomixxHoro

noagiiHoMy "HaykoBo- npoaykTy abo rotToBoro nikapcbkoro 3acoby, AinbHULi

nonieTMneHoBomMy BMPOGHUYMIA ONsi NPOBEAEHHS NaKyBaHHS!, BUPOOHMKa,

nakeTi; no 25 500 LEeHTp BignoBiganbHOro 3a BMMNycK cepin, Micue NpoBefAeHHs

Tabnetok® y "BopLuariscekuia KOHTpOIO cepii) abo nocTayanbHMKa BUXiJHOTO

noaBinHOMY XimiKo- marepiany, peareHTy abo JONOMiXXHOT peYOBUHU (SIKLLO

nonieTuneHoBomy dapMaueBTUYHU 3a3HayeHo y Aocbe). BunyyeHHs BupobHuka (Bci ctagii

nakeTi; no 19 000 1 3aBog" BUPOOHMLTBA 32 BUHATKOM BUMYCKY Cepilt) NikapCbKoro

Tabnetok* y
noaBinHOMY
nonieTMneHoBoMy
nakeTi; no 14 500
TabneTok* y
noagiiHoMy
nonieTMneHoBoMy
nakeTi, no 11 000
Tabnetok* y
noaBinHOMY
nonieTuneHoBoMy
nakeTi; no 8 500
Tabnetok* y
noaBsiNnHOMY

3acoby in bulk Caniko H.B., Benbris. 3miHu | Tuny -

ALMiHiCTpaTMBHI 3MiHW. Buny4yeHHs1 BUPOGHMYOT
OinbHUU (BKMoYaroum ginbHuui anst A®I, npomMixkHoro
npoAykTy abo roToBOro nikapcbkoro 3acoby, AinbHUL

NS NpoBeAeHHs nakyBaHHS, BUPOOHUKA,

BigMnoBigansHOro 3a BUMNycK cepil, MicLe NpoBeAeHHs

KOHTpOMHo cepii) abo nocTayanbHWka BUXigHOTO
marepiany, peareHTy abo JONOMiIXHOT pEYOBUHM (SIKLLO

3a3HayeHo y Jocbe). BunyyeHHs BupobHuka Ad|

MOHTenykacT HaTpito Formosa Laboratories, Inc. Taiwan.
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

nonieTuneHoBoMy
nakeTi; no 6 500
Tabnetok* y
noasinHoOMy
nonieTuneHoBomy
nakeTi; no 5 000
Tabnetok* y
noagiiHoMy
nonieTuneHoBoMy
naketi * - gonyctume
BigxuneHHs +15%

122.

MYKO®AIbK
ANENbCUH

rpaHynu, 3,25 /5,
no 5 rrpaHyny
nakeTi; no 20
nakeTiB Y KapTOHHIN
Kopobui

Op. danbk
dapma 'mM6X

HimeyumH
a

BigNOBiganbHUIM 3a
BUMYCK cepin
KiHLEBOro NpoAyKTy Ta
anbTepHaTUBHe
BTOPUHHE MaKyBaHHS:
Op. ®anbk ®apma
'M6X, HimeuyumnHa;
BUPOBHMKM [O30BaHOT
dopmu, NepBMHHE Ta
BTOPWHHE MaKyBaHHS
Ta KOHTPOIb SKOCTi:
JlosaH ®apma 'mbX,
HimeyuumHa;
BUPOGHWKY,
BiAnNoBiganbHi 3a
nepBUHHE, BTOPUHHE
nakyBaHHs Ta
KOHTPOMb SKOCTI:
Ningodapm MbX,
HimeyvuunHa; JlosaH
dapma 'M6X,
HimeuuuHa;
BUPOGHWKY,
BiAnNoBiganbHi 3a
KOHTPOMb SIKOCTI:
'BA ®apma 'M6X,
HimeyuunHa; XeHkenb
ATl i Ko. KlaA,
Himeuuunna; NBA
Papma 'M6X,
HimeuuunHa; Jlabop NC
CE i Ko. KT,
HimeyumHa; IMK -
IHCTUTYT
MikpobionoriyHoro
3abe3neyeHHs AKOCTi
'M6X, HimeyunHa

Himeyumna

BHECEHHS 3MiH [0 peecTpauiHux maTtepianis: 3MiHu |
TMny - 3MiHK 3 AKOCTI. F0TOBMIA NikapcbKuin 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneundikauii Ta/abo 4onycTUMUX MeX
roTOBOro NMikapCbKoro 3acoby (BUIyYEHHsS1 HE3HAYHOrO
nokasHuka (Hanpuknag, 3acTtapinioro nokasHvika, Takoro
SIK 3anax Ta cmak, abo igeHTudikauiss GapBHUKIB Yn
cMmakoBux 4o6aBoK))

BunyyeHHs He3Ha4Horo nokasHuka « CMak»(apomaTHuia
cMak anenbcuHa) 3i cneumdikadii 13. 3miHum | Tuny -
3MiHu 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTpornb
roToBOro nikapcbkoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo JONYCTUMUX MEX roTOBOro
nikapcbkoro 3acoby (4onoBHEHHSs crneumdikaLii HoBUM
NoKa3HUKOM 3 BiANOBIAHUM METOAOM BUMPOOYBaHHSA)
[onoBHeHHs cneumdikauii J13 HOBUM Noka3HUKOM
"8anax"(apomaTtHui 3anax anenscuHa). 3miuu | Tuny -
3MiHu 3 AkocTi. FoToBUIA Nnikapcbkuii 3acid. 3miHn y
BUPOGHMLTBI. 3amMiHa abo BBeOEeHHS 40OaTKOBOI
AinbHWUI BUpobHULTBa ANs YacTuHu abo BCbOro
BUPOBHMYOro NpoLiecy roToBOro fikapcbkoro 3acoby
(miNbHUUS ANs BTOPUHHOTO NakyBaHHs) BBegeHHst
[o[aTtkoBoi BUpOOHMYOT AinbHULI BignoBigansHoi 3a
BTOPWHHE NakyBaHHs: JlozaH ®apma M'm6X, Ewbaxep
LTtpacce 2, 79427 Ewbax, HimewdynHa. 3miHn | Tuny -
3MiHu 3 skocTi. [oToBMIA Nikapcbkuii 3aci6. 3miHn y
BUPOOHMLTBI. 3aMiHa abo BBEAEHHS [,OAATKOBOI
AinbHWUI BUpobHULTBa AN YacTuHK abo BCbOro
BMPOGHMYOro NpoLEecy roTOBOro NikapcbKoro 3acoby
(BiNbHMUS ANs NepBMHHOIO NakyBaHHSA) BBegeHHs
[opaTtkoBoi BUpoBOHMYOT AinbHULI BignoBigansHoi 3a
nepBUHHE NakyBaHHs: NlozaH ®apma M'M6X, Ewwbaxep
Ltpacce 2, 79427 Ewbax, HimevunHa.
3MiHu | TUNy - AOMiHICTpaTMBHI 3MiHW. Buny4yeHHsa
BMPOGHMYOI AinbHULI (BKMoYatoum AinbHuui ans Adl,
NPOMIXKHOro NMPOAYKTY abo roToBoro nikapcbKoro 3acoby,
AiNbHWLI ANst NPOBEAEHHS MaKyBaHHS, BUPOOHMKa,
BignoBiganbHOro 3a BUNycK cepin, Micle NpoBegeHHs

3a
peuerimom

UA/6104/01/01
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KOHTpOnto cepii) abo noctayanbHuKa BUXIQHOTO
marepiany, peareHTy abo JONOMiIKHOT PEYOBUHU (SIKLLO
3a3HayYeHo y foCbe) BunyyeHHs BUpoGHMKa
BiAnoBiganbHOro 3a BUPOBHWULTBO [030BaHOI chopmMu,

HimeuuunHa LWopHaopd MM6X, HimewunHa. 3mim | Tuny -

nepBUHHE Ta BTOPUHHE nakyBaHHs 13 - KataneHT

3MmiHun 3 akocTi. A®l. BupobHuuTBo. 3MiHa BUpOOHUMKa
BWXiAHOro/NMPOMiXKHOro NPOAYKTY/peareHTy, Lo
BUKOPUCTOBYHOTLCS Yy BUpoBHMYOMY npoueci A®Il, abo
3MiHa BMpPOOHUKa (BKMoYaroun, e HeobxigHo, Micue
npoBeaeHHs KOHTporto skocTi) AdI (3a BiACYTHOCTI
cepTudikaTa BignoBigHOCTI €Bponeiichbkin dhapMakonei y
3aTBEpPOKEHOMY A0ChE)(3anponoHOBaHUA BUPOOHUK
HanexuTb A0 Tiei camoi BUpOBHUYOI rpynu MignpuemcTs,
LLIO 1 3aTBEepAyKEHNI)
BBepneHHs nogatkoBoro BupobHuka APl - Martin Bauer
Polska Sp.z.0.0., Poland, wo HanexuTb 8o Tiei camoi
BUPOBHMYOI rpynn NiZNPUEMCTB, LLO 1 3aTBEPKEHWN
Martin Bauer GmbH & Co. KG, Germany. 3MiHu | Tuny -
3MiHu 3 AkocTi. [oToBUIA Nikapcbkuii 3acid. 3miHn y
BUPOGHMLTBI. 3MiHa iMnopTepa/amiHu, L0 CTOCYIOTbCS
BUMYCKY Cepil Ta KOHTPOMO SKOCTI FOTOBOrO fiKapCbKOro
3acoby (3amiHa abo goaaBaHHSA AiNbHWLI, Ha SKin
30iNCHIOETLCSt KOHTPONbL/BUNPOBYBaHHS cepii)
[opaaBaHHS AinbHWLI, Ha AKi 30INCHI0ETLCS KOHTPOSb
sKoCTi - JTosaH ®apma MmM6X, Ewbaxep LWTpacce 2,
79427 Ewbax, HimeyunHa. 3miHn | Tuny - 3MiHK 3 SiKOCTi
[oToBWI Nikapcbkuin 3aci6. 3MiHM y BUpOOHMUTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYIOTLCSA BUMYCKY cepii Ta
KOHTPOIMIO SIKOCTi FOTOBOrO NikapcbKkoro 3acoby (3amiHa
abo foaaBaHHS AiNbHULI, Ha AKi 3AiINCHIOETBCS
KOHTponb/B1npobyBaHHs cepii) [logaBaHHs AinbHWLI, Ha
AKIN 3AINCHI0ETBCSA KOHTPOMb SKOCTi - IMK - IHCTUTYT
mikpobionoriyHoro 3abe3neyeHHs sikocTi TMEX,
HimeyumHa. 3minm | Tuny - 3miHn 3 akocTi. [oToBMI
nikapcbkuii 3aci6. 3mMiHn y BUpOOHMLTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYIOTLCS BUMYCKY cepii Ta
KOHTPOIMIO SIKOCTi FOTOBOrO fikapcbkoro 3acoby (3amiHa
abo foaaBaHHS AiNbHULI, Ha SAKi 30iINCHIOETLCS
KOHTponb/BuNpobyBaHHs cepii) JoaaBaHHs AinbHULI, Ha
SKiV 30IKCHIOETBCA KOHTPONb skocTi - Nlabop J1C CE i Ko.
K", HimewuuHa. 3miHm | Tvny - 3milm 3 gxkocTi. FoToBui
nikapcbkuii 3aci6. 3mMiHW y BUpoBHULUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHTLCS BUMYCKY cepil Ta
KOHTPOIMIO SIKOCTi FOTOBOrO NikapcbKkoro 3acoby (3amiHa
abo foaaBaHHS AiNbHULI, Ha AKiN 30iIMCHIOETLCA
KOHTponb/BunpobyBaHHs cepii) [logaBaHHS AinbHWLI, Ha

SKIV 3OINCHIOETBCSA KOHTPOMb AKocTi - FTBA ®apma M'mbX,
EpHcT-A66e-LTpacce 40, 89079 Ynbm, HimevuumHa.
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

3MiHun | TMny - 3MiHuM 3 sikocTi. [oTOBMIA Nikapcbkmin 3aci6.

3MiHM y BUpPOBHMLUTBI. 3MiHa iMnopTepa/amMiHu, LWwo
CTOCYITbCS BUMYCKY CEpii Ta KOHTPOIO SIKOCTi FOTOBOTO
nikapcbkoro 3acoby (3amiHa abo gogaBaHHA OinbHULI,
Ha SIKi 3QiNCHIOETLCA KOHTPONL/BMNPOBYBaHHS cepii)
[JonaBaHHA OinbHULI, Ha SKiN 30INCHIOETLCA KOHTPOMb
sikocTi - XeHkenb Al i Ko. KMaA, HimeuuunHa. 3minum |
Tuny - 3MiHK 3 AKocTi. FoTOBWI NikapcbkuMii 3aci6. 3miHu
y BUPOGHMLTBI. 3MiHa iMnopTepa/3amiHu, Lo CTOCYHTLCS
BUWMYCKY Cepii Ta KOHTPOJSIKO SKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo goaaBaHHSA AiNbHWLI, Ha SKin
3[iNCHIOETBECS KOHTPOSL/BUNPOBYBaHHA cepii)
[opaBaHHA OiNbHULI, Ha SKiN 30INCHIOETLCA KOHTPOMb
akocTi - TBA ®apma M'mbX,PpayHxodepitpacce 11a,
82152 MapTiHcpig, HimewdnHa.
3MiHn | TMNY - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HanimMeHyBaHHA Ta/abo agpecu micus NpoBagXeHHSs
OisnbHOCTI BUpOGHMKa/imnopTepa roToBOro fikapcbkoro
3aco0by, BKYaoum ginbH1Li BUNycKy cepii abo micue
NpOBEAEHHS KOHTPOSIO AKOCTI. (AIANbHICTb, 3a AKY
Bignosigae BUPOGHMK/iIMNOPTEp, HE BKITHOYaOUN BUMYCK
cepin) 3miHa agpecy BUPOBHUYOI ainbHUUI JTo3aH
®apma 'm6X, Himewunna 3 OtTto-XaH-LUTtpacce 13, 15
79395 HoeHbypr Ha OTTO-XaH-LUTtpacce 13, 79395
HoeHbypr, 6e3 3MiHM haKTU4YHOIro MicLle3HaXOOXKEHHSI.

123.

MYCKOMEQ

PO34MH ONS iH eKLIN,
4 Mr/2 mn; no 2 mn B
amnyni; no 6 amnyn
B KOHTYPHili
YapyHKOBIN
ynakosui; no 1
KOHTYPHIl
YapyHKOBIN ynakoBLi
B KapTOHHII kopobui

TOB «YOPIA
MEOVLINH»

YkpaiHa

Medpap Inay CaH.
AL

TypeyuunHa

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHa
3asBHWKa (BNacHUKa peecTpaLiiHoro NoCBig4YeHHs)
(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460). TepMiH
BBEAEHHS 3MiH - NPOTArom 6 MicsiyiB nmicns
3aTBEpAKEHHS. 3MiHuM | Tuny - 3miHK WwWoao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsay. BeeaeHHs
abo 3miHM [0 y3aranbHeHNX AaHUX Npo CcUcTeMy
dapmakoHarnsay (BBeAeHHs y3aranbHeHUX AaHnX npo
cuctemy pbapmakoHarnsgy, 3miHa ynoBHoBaXeHoi
ocobwu, BiANoBiAanbHOI 3a 34iNCHEHHS hapmakoHarnaay;
KOHTaKTHOi 0cobu 3 hapmakoHarnsgy 3asiBHUKa Ans
34iicHeHHs dhapmakoHarnagy B YKpaiHi, KO BOHa
BigMiHHa Bif, YNOBHOBa)X€HOI 0COOM, BignoBigansHoi 3a
30iNCHEHHS1 (hapMakoHarnsay (BKMYaym KOHTaKTHi
OaHi) Ta/abo 3MiHM y po3milLieHHi MacTep-anna
cvcteMun dbapmakoHarnsay). 3miHa ynoBHOBaXXeHOT
ocobu 3asiBHUKA, BiANOBIganbHOI 3a hapMakoHarnsga.
Litoya pepakuis: Mescim Inbk6axap OiHuens / Mrs.
Mevsim llkbahar Dincel. NMponoHoBaHa peaakuis: MNyano
aHHa CTtaHicnasiBHa.
3MiHa KOHTaKTHWUX JaHWUX YNOBHOBaXeHOi 0cobu
3asiBHMKA, BignoBiganbHoi 3a papmakoHarnsg. 3miHa
Micus 30iMCHEHHS OCHOBHOI OisiNbHOCTI 3
dapmakoHarnsgy. 3miHa MicLue3Haxo4KeHHs MacTep-

3a
peuerimom

UA/14717/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
channa cuctemun dpapmakoHarnsgy.
124 HA3OHEKC® | cnpen HasanbHui, OpraHoH LLisenuapi MC[ IHTepHeLwHN Cinranyp/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3miHu | 3a UA/11264/01/01
CUHYC nosoBaHui, 50 CeHTtpan lct A 'M6X (cbinis Benbris TMNYy - 3MiHK Woao 6e3nekn/eeKkTMBHOCTI Ta peuenmom
mkr/ao3sy, no 10 r (60 M6X Cinranyp), CiHranyp; apmakoHarnagy. BeegeHHsi abo 3amiHm oo
[03) cycneHsii y LWepinr-MNMnay llabo y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
nonieTuneHoBoMy H.B., benbria (BBEAEHHSA y3aranbHEHUX AaHUX NPO CUCTEMY
dnakoHi 3 chapmakoHarnsigy, 3miHa yrnoBHOBaXeHoi ocobu,
[03YI04MM HacoCOM- BiAMNOBiAANbHOI 3a 3AiNCHEHHs hbapmakoHarnsay;
po3nunoBayem, KOHTaKTHOI ocobu 3 dhapmakoHarnagy 3asiBH1Ka ons
3aKpUTUM 3piicHeHHs hapmakoHarnagy B YkpaiHi, SKLWO BOHa
KoBnaykom, no 1 BiAMiHHa Bifj yNnoBHOBaXeHOi ocobwu, BiANoBiAanbHOI 3a
dnakoHy y 3iicHeHHs hapmakoHarnsgy (BKMYaryn KOHTaKTHI
KapTOHHiIN kopoOLi naHi) Ta/abo 3MiHM y po3milLleHHi MacTep-canna
cucTeMun hapmakoHarnsaay) - 3miHa ynoBHOBaXKEHOI
ocobu 3asBHKKa, BignoBigansHoi 3a dhapMakoHarnsag,.
3MiHa KOHTaKTHMX JaHWX YNOBHOBaXXeHOi 0cobu
3asiBHMKA, BiANOBiAanbHOI 3a 34iMCHEHHS
tapmakoHarnagy. 3miHa KOHTaKTHOT 0cobuM 3asBHUKA,
BiAnNoBiganbHOI 3a hapmakoHarnag B YkpaiHi.
[MponoHoBaHa pepakuia: MoTuniHcbka OneHa
BitaniisHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobun
3asBHMKa, BiANoOBiAanbHOI 3a 34iNCHEHHS
dapmakoHarnsagy B YkpaiHi. 3miHa micus 3AiicHeHHS
OCHOBHOI AisinbHOCTI 3 hapMakoHarnsgy. 3miHa
MicLe3HaxomKeHHs MacTep-anna cuctemm
chapmakoHarnsigy Ta horo Homepa
125.| HEBIAP® TabneTku, BKpUTI TOB YkpaiHa MAT Ykpaina/ BHECEHHS! 3MiH 10 peecTpauiiHnX maTepianis:aminu | 3a UA/17352/01/01
nnoc NniBKOBOKO "APTEPIYM "KuiBmegnpenapart”, Bonrapis/ TVNy - NOAaHHSA OHOBMEHOro cepTudikaTta BiAnoBiAHOCTI peuenmom
oboroHkoto, no 5 ntao" Ykpaina IHais/ ITanisa €sponericbkini hapmakonei Ne R1-CEP 2000-091 - Rev
mr/12,5 mr; no 10 (BUpOBHMLTBO 04 ansa A®I lNapoxnopTia3vuay Bif 3aTBEpPOXEHOro

TabneTok y 6nictepi,
no 3 6nictepu B
navuj

(cbacyBaHHs) 3
npoaykuii in bulk
pipMun-BUPOGHYMKa
BankaHdapma -
OynHiua ALl, Bonrapis
(nepBuHHE Ta
BTOPWHHE NaKyBaHHS,
KOHTPOJSb SIKOCTi Ta
BUNyck cepii) BaTcoH
®apma lMpueat
Numuten, IHaia
(BpOBHMLTBO,
KOHTPOMb AKOCTI);
ipMun-BUpOBHYMKa
®anH dyac eHa
dapmacbioTikanc
H.T.M. C.IN.A., Itanis
(BUpOBHMLTBO,
nepBuHHe Ta

BMpobHuka Unichem Laboratories Limited, IHgis, y
Hacnifgok BBEAEHHsI 4OAATKOBOI BUPOBHWNYOT AinbHULI
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BTOPWHHE NaKyBaHHS,
KOHTPOMb SIKOCTI,
BUMYCK cepii))
126./ HIKCAP® Tabnetku no 20 mr MeHapiHi Niokcemby A. MeHapiHi ITanis/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3miHu | 3a UA/13866/01/01
no 10 TabneTok y IHTepHeluoHan pr MaHyakTypiHr Himeuumna/ TUNy - 3MiHW Wwopo 6eanekn/edekTBHOCTI Ta peuernmom
6nictepi; no 1 abo OnepeWnLoHc JloricTikc eHp, Icnania capmakoHarnsigy. BeegeHHs abo 3amiHv oo
no 2, abo no 3 abo Tiokcembypr Cepgicec C.p.J1, Itanis y3aranbHeHUX AaHux Npo cuctemy chapmakoHarnsgy
no 5 Gnictepis y CA (koHTpoOnb cepin); A. (BBEAEHHS y3aranbHEeHWX AaHWX NPOo CUcTeMy
KapTOHHiI kopooLi MeHapiHi dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
MaHyakTypiHr BifNOBIganbHoI 3a 34iCHEHHS hapMakoHarnsay;
TloricTikc eHp KOHTaKTHOI 0cobu 3 dhapmakoHarnagy 3asBHvKa Ans
Cepsicec C.p.J1., 34iNCHeHHA chapmakoHarnsaay B YKpaiHi, AKWo BoHa
ITanis (BMpobHMUTBO BigMiHHa Bif, YNOBHOBaXkeHOI 0cobu, BignosiganbHoi 3a
"in bulk", nakyBaHHs, 3AiNCHEHHA hapmakoHarnsgy (BKMYakym KOHTaKTHi
BUMYCK Cepilt); naHi) Ta/abo 3MiHKM y po3milLieHHi MacTep-anna
MeHapiHi-PoH XerngeH cucTemMmn dhapMakoHarnagy) - 3MiHa KOHTakTHoOi ocobu
'm6X, HimevunHa 3asBHUKA, BiAMNOBIAANbHOI 3a hapMakoHarnsag B YKpaiHi.
(BUPOGHMLTBO "in MponoHoBaHa pepakuis: Kyyep MapuHa BacunisHa.
bulk", nakyBaHH4, 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0COOW 3asiBHUKA,
KOHTPOIb Ta BUMYCK BiAMOBiAaNbHOI 3a 34iNCHEHHst hbapmakoHarnsay B
cepin); PAEC YkpaiHi
PAPMA, C.A., IcnaHisi
(BMpOBHMLTBO "in
bulk", nakyBaHHs,
KOHTpOrb cepilt)
127.| HIKCAP® 10 TabneTku, Lo MeHapiHi TTrokcemby A. MeHapiHi ITanisa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis:3minu | 3a UA/13866/02/01
Mr AncnepryoTbes B IHTepHelLoHan pr MaHydakTypiHr UMYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
POTOBIN NOPOXHWMHI, OnepenwoHc ToricTikc eHp dapmakoHarnsagy. BeegernHs abo 3aminn o
no 10 mr no 10 JTrokcembypr Cepsicec C.p.J1., y3aranbHEHUX AaHnx Npo cuctemy papmakoHarnsgy
TabneTok y 6nictepi; CA ITanis (BMpo6GHMLTBO (BBEOEHHS y3aranbHEHUX AaHWX NPO CUCTEMY
no 1 abo no 3 "in bulk", nakyBaHHs dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
6nictepu B Ta BUnNyck cepin); A. BiAMOBiAanNbHOI 3a 34iNCHEHHs hbapmakoHarnsaay;
KapTOHHiI kopobui MeHapiHi KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHuKa ons
MaHydakTypiHr 34iicHeHHs dapmakoHarnagy B YKpaiHi, KO BOHa
JloricTikc eng BiMiHHa Bif, YNOBHOBa)X€HOI 0COOM, BiAnoBigansHoi 3a
Cepsicec C.p.J1., 30iACHEHHS hapMakoHarnsgy (BKMYaym KOHTaKTHi
ITanis (koHTponb OaHi) Ta/abo 3MiHM y po3milLieHHi MacTep-anna
cepin); €BpodiHc cucTemMu chapmakoHarnsgy) - 3MiHa KOHTakTHOI ocobu
Bionab cpn, ITanis 3asiBHMKA, BignosiganbHoi 3a hapMakoHarnsag B YkpaiHi.
(koHTpoOnb cepiit) lMponoHoBaHa pepakuis: Kyyep MapuHa BacunisHa.
3MiHa KOHTaKTHMX JaHMX KOHTaKTHOI 0CobM 3asiBHUMKA,
BiAnoBiganbHoi 3a 34iMCHEHHSA hapMakoHarnsay B
YkpaiHi
128.| HIKCAP® 2,5 PO34UH OparnbHUiA MeHapiHi JTrokcemby BEPNIH-XEMI AT, HimeyumHa BHECEHHS 3MiH 1O peecTpauiiHnx maTtepianis:3minu | 3a UA/13866/03/01
Mr/mn 2,5 mr/mny IHTepHeLLoHan pr HimeyuunHa MMy - 3MiHK Woao 6e3nekun/edeKTUBHOCTI Ta peuenmom
CKISAHOMY chraKoHi OnepeWnLoHc (BUpOGHMLTBO "in capmakoHarnsigy. BeegeHHs abo 3miHv oo
120 mn, 1 donakoH JTrokcembypr bulk", nakyBaHHs1, y3ararnibHEeHUX AaHUX Npo cucTemMy hapmakoHarnsgy
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Ta MipHUI CTaKaH y C.A. KOHTPOMb cepii Ta (BBEAEHHSA y3aranbHEHNX AaHNX NPo cuctemy
KapTOHHiN Kopobui BUMYCK Cepii) chapmakoHarnsgy, amiHa ynoBHoBa)eHoi ocobu,
BifNOBIganbHoI 3a 34iCHEHHS hapMakoHarnsay;
KOHTaKTHOi 0cobu 3 hapmakoHarnsagy 3asiBHuUKa Ans
3[iNCHeHHs hapmakoHarnagy B YkpaiHi, SKLLO BOHA
BigMiHHa Bif, YyNOBHOBa)XeHOI 0co0M, BignoBigansHoi 3a
34iicHeHHs hapmakoHarnsgy (BKMoYaryn KOHTaKTHI
AaHi) Ta/abo 3miHu y po3mileHHi macTep-danna
cucTemMmn hapMakoHarnagy) - 3MiHa KOHTakTHoOT ocobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsag B YkpaiHi.
lMponoHoBaHa pepakuisa: Kyvep MapuHa Bacunisra.
3MiHa KOHTaKTHWX AaHUX KOHTaKTHOI 0cobu 3asBHMKa,
BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnagy B
YkpaiHi
129.| HITPOMAKC TabneTku TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 6e3 UA/14157/01/01
cybniHreanbHi no "MIKPOXIM" "MIKPOXIM" YTOYHEHHA YMOB Bignycky B Haka3i MO3 Ykpainu Ne peuenma
0,3 mr, no 50 278 Bip 10.02.2022 B npoueci BHeCEHHA 3MiH (3MiHu |
Tabnetok y 6aHui; TMny - 3MiHK 3 AKOCTi. FOTOBUIA NikapcbKuMit 3aci6.
no 4 6aHkM y nayui 3 CuctemMa KoHTelHep/3akynoptoBarbHui 3aci6 (iHLwi
kapToHy; no 100 3MiHW) - AOAABaHHSA A0 3apeecTpOBaHOrO BUAY YNaKoBKN
TabneTok y 6aHLj; [08aTKOBOI YNakoBKy, sika 6e3nocepeiHb0 He KOHTaKTye
no 1 6aHuji B nayuj 3 3 13 (6nicTtep 3 cdhonbroto Ta 6e3 honbru, B KW
KapToHy; no 50 BknageHo no 3 6aHku no 50 TabneTok B KOXHIN) y
TabneTok y 6aHuj; 3B’A3KYy 3 yHidbikaLieto npouecy dacyBaHHsA Ta
no 3 6aHku y nakyBaHHsi. BBegeHHs 3MiH npoTsarom 6-Tu Micsauis nicns
6nicTepi, mo 1 3aTBepAkeHHS. 3MiHn | Tuny - 3MiHn 3 skocTi. [oToBMI
6nictepy y nauyui 3 nikapcbkuii 3aci6. Cuctema
KapToHy; no 50 KOHTelHep/3aKkynoptoBanbHui 3aci6. 3miHa po3mipy
TabneTok y 6aHuj; YMaKoBKM rOTOBOTO NiKapCbKOro 3acoby (3MiHa KinbKOCTi
no 3 GaHku y oavHUUbL (Hanpuknag TabneTok, amnyn ToLo) B
6nicTepi 3 chonbroto, ynakoBi:) - 3miHa no3a gianasoHoM 3aTBepOXKEHUX
no 1 Gnictepy y PO3MipiB YNaKoBKY - AOAABAHHSA 40 3aTBEPIKEHOIO
navji 3 KapToHy po3mipy ynakoBku (no 50 TabneTtok y 6aHLj; no 4 6aHku
B navui 3 kapToHy Ta no 100 TabneTok y 6aHuji, no 1
6aHLji B Nayui 3 KApTOHY) AOAATKOBOrO PO3Mipy YNakoBKu
(no 50 TabneTok B 6aHUi, no 3 6aHku y Gnictepi, no 1
6nicTepy y nauyui 3 kapToHy; no 50 TabneTok B 6aHUi, No
3 GaHkn y 6riictepi 3 honbroto, no 1 Grictepy y nayui 3
KapTOHY), 3 BiANOBIAHUMM 3MiHAMM Y p. «YNaKoBKay.
BBeaeHHs 3MiH npoTsarom 6-Tu MicauiB nicns
3aTBepAKeHHs). Penakuisa B Hakasi: 3a peLenTom.
3anponoHoBaHa pegakuis: 6e3 peuenTa.
130./ HITPOMAKC TabneTku TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHnX MaTepianis: 6e3 UA/14157/01/02
cybniHreanbHi no "MIKPOXIM" "MIKPOXIM" YTOYHEHHS1 YMOB BianycKky B Haka3i MO3 Ykpainu Ne peuenma
0,4 mr, no 50 278 Big 10.02.2022 B npoueci BHECEHHSA 3MiH (3MiHu |

TabneTok y 6aHuj;
no 4 6aHkM y nayi 3

Tuny - 3MiHK 3 sikocTi. [0TOBWMI Nikapcbkuii 3acib.
Cunctema KOHTeNnHep/3akynoproBanbHuii 3acid (iHLwi
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[IponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
kapToHy; no 100 3MiHW) - AOAABaHHSA [0 3apeecTpOBaHOro BUAY YNakoBKU
TabneTok y 6aHLj; [00aTKOBOI YNakoBky, sika 6e3nocepeiHbo He KOHTaKTye
no 1 6aHuji B nayuj 3 3 13 (6nicTep 3 chonbroto Ta 6e3 honbru, B KW
KapToHy; no 50 BKrageHo no 3 6aHku no 50 TabneTok B KOXHIN) y
TabneTok y 6aHLj; 3B’A13Ky 3 YHidbikaLieto npouecy acyBaHHs Ta
no 3 6aHkn y nakyBaHHsi. BBegeHHs1 3MiH NpoTsarom 6-Tu Micsauie nicnsi
6nictepi, no 1 3aTBepAKEHHS. 3MiHU | TNy - 3MiHK 3 sikocTi. FoToBMIA
6nictepy y navui 3 nikapcbkuii 3aci6. Cuctema
KapToHy; no 50 KOHTEWHep/3aKynoptoBanbHUiA 3aci6. 3miHa po3mipy
Tabnetok y 6aHui; YNaKOBKW FOTOBOIO NikapCbKoro 3acoby (3MiHa KinbKOCTi
no 3 6aHku y oAvHULL (Hanpuknag TabneTok, amnyn ToLo) B
6nictepi 3 donbroto, ynakoBLi:) - 3MiHa no3a Aiana3oHoM 3aTBEPPKEHMX
no 1 Gnictepy y PO3MIpIB YNaKoBKM - [0f4aBaHHA OO0 3aTBEPAXEHOrO
naJui 3 KApTOHy po3mipy ynakoBku (no 50 TabneTok y 6aHuj; no 4 6aHkn
B nayyi 3 kapToHy Ta no 100 TabneTok y 6aHui, no 1
6aHLi B nayli 3 kKapToHy) 404ATKOBOrO PO3Mipy YNaKkoBKu
(no 50 TabneTok B 6aHui, no 3 6aHkn y brictepi, no 1
6nicTepy y nayui 3 kapToHy; no 50 TabneTok B 6aHLUi, No
3 BaHkn y 6rictepi 3 donbroto, no 1 6rictepy y navui 3
KapTOHY), 3 BiANOBIAHUMM 3MiHAMK Y P. «YMaKoBKay.
BBegeHHs 3MiH NpoTarom 6-Tn micauiB nicns
3aTBepaKeHHs). Pegakuisi B Hakasi: 3a peLenTom.
3anponoHoBaHa pegakuisi: 6e3 peuenTa.
131.| HITPOMAKC TabneTku TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS1 3MiH JO peecTpaLiHMX maTepianis: 6e3 UA/14157/01/03
cy6niHrBanbHi no "MIKPOXIM" "MIKPOXIM" YTOYHEHHSs1 yMOB Bignycky B Haka3i MO3 YkpaiHu Ne peuyenma
0,5 mr, no 50 278 Bip 10.02.2022 B npoueci BHeCEHHA 3MiH (3MiHu |

TabneTok y 6aHuj;
no 4 6aHkM y nayui 3
KapToHy; no 100
TabneTok y 6aHuj;
no 1 6aHui B nayui 3
KapToHy; no 50
TabneTok y 6aHuj;
no 3 GaHku y
onictepi, no 1
6nictepy y nauyui 3
KapToHy; no 50
TabneTtok y 6aHLui;
no 3 GaHku y
6nicTepi 3 chonbroto,
no 1 Gnictepy y
naJui 3 KapToHy

Tuny - 3MiHK 3 sikocCTi. [O0TOBWMIA Nikapcbkuii 3acib.
Cunctema KoHTeNHep/3akynoproBanbHuiA 3aci6 (iHLwi
3MiHW) - AOAABaHHSA A0 3apeecTpOBaHOrO BUAY YNakoBKU
[0AaTKOBOI YNakoBKy, sika 6e3nocepeiHb0 He KOHTaKTye
3 N3 (6nictep 3 cdonbroto Ta 63 honbru, B KU
BknageHo no 3 6aHku no 50 TabneTok B KOXHIN) y
3B’A3KYy 3 yHidbikaLieto npouecy dacyBaHHA Ta
nakyBaHHsi. BBegeHHs1 3MiH NpoTarom 6-Tu Micauis nicns
3aTBepAKEHHS. 3MiHu | TUny - 3MiHM 3 skocTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBanbHui 3aci6. 3miHa po3mipy
YMaKoBKU rOTOBOrO NiKapCbKOro 3acoby (3MiHa KinbKOCTi
oauvHUUbL (Hanpuknag TabneTok, amnyn ToLo) B
ynakoBi:) - 3miHa no3a gianasoHoM 3aTBEPOYKEHUX
pPO3MipiB YNaKoBKY - 4OAaBaHHSA [0 3aTBEPAXKEHOIO
po3mipy ynakoBku (no 50 TabneTtok y 6aHLj; no 4 6aHku
B navui 3 kapToHy Ta no 100 TabneTok y 6aHui, no 1
0aHLj B nayuji 3 kKapTOHY) AOAATKOBOrO PO3Mipy YNakoBKu
(no 50 TabneTok B 6aHui, no 3 6aHku y GnicTepi, no 1
6nicTepy y nadyui 3 kapToHy; no 50 TabneTok B H6aHLUi, No
3 GaHkn y 6riictepi 3 doonbroto, no 1 6rictepy y navui 3
KapTOHY), 3 BiANOBIAHUMM 3MiHAMM Y p. «YNaKOBKay.
BBegeHHs 3MiH NpoTsirom 6-Tu MicauiB nicns
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n 3acoby ynakoeka) noceio4yeHHs1
3aTBepAKeHHs). Penakuis B Hakasi: 3a peLenTom.
3anponoHoBaHa pegakuis: 6e3 peuenTa.
132.| HYTPUDIIEK eMynbcia gns b. bpayH HimeyumH BupobHmuTBO, Himeyumna BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis:3miHm | 3a UA/13247/01/01
C ninmia NePI | indpysin; no 1250 mn Menb3ayHren Al a nepBuHHa Ta YNy - 3MiHa y MeToax BUnpobyBaHHS roTOBOro peuernmom

abo no 1875 mny
MiLLIKax nracTUKOBUX
TpUKamepHux; no 1
MiLLKY
nnacTuKoBOMY
TpUKaMepHoMmy y
3aXMCHOMY MILLIKY;
no 5 3axmcHnx
MILLIKIB B KAPTOHHIN
Kopobui

BTOPVHHA yNaKkoBKa,
Bunyck cepii: b. bpayH
Menb3yHreH Arl,
HimevuunHa; KoHTponb
cepii: b. bpayH
Menb3yHreH Al',
HimeuunHa

nikapcbkoro 3acoby, a caMme OHOBMEHHS1 METOAMNK
BU3Ha4YeHHs n.1.2 «Onuc posumHy» 3 BidyanbHOro Ha
meToamky A74A35-00. BBegeHHs amiH npotarom 6-tu
MiCSILIiB MiCNsi 3aTBEPAXKEHHS; 3MiHM | TUny - 3MiHa
napameTpiB cneundikalii a came: - OHOBEHHS po3ainy
OnK1Cy PO3YNHY Arsi KAMepU aMiHOKUCIOT Ta Kamepu
TTIIOKO3U - BUITYYEHHS CIOBA «MPaKTUYHOY; -A0AaBaHHS
nokasHuKka LoAo 3MiHW CTyneHto 3abapBrneHocCTi
PO34YMHY AN KaMepyu Po34MH aMiHOKUCIOT. 3MiHK
BHECEHO B iHCTPYKLit0 ANsi MEAMYHOIO 3aCTOCYBaHHS
nikapcbkoro 3acoby y p. "OCHOBHi- i3nKo-XiMiYHi
BnactusocTi". BBe4eHHs 3MiH NPOTArom 6-Tu Micauis
nicnsa 3aTBEpAXXEHHS; 3MiHW | TUNY - LOMOBHEHHSA
cneymaikauii HOBMMM NOKa3HWKaMK1 3 BIANOBIAHUMY
KpUTepisiMu Ta MeTogaMu BUNpobyBaHHs, a came: -
«MeTioHiHCynbokeua» B kamepi aMiHOKMCIOT Ans
TepMiHy npuaaTHocTi, NyHKT 4.1.26 Cneumdikauii; -
«AMOHIO» B KaMepi aMiHOKUCOT A11a TEPMiHY
npvaatHocTi, NyHKT 4.1.27 Cneuudikauii; -«NepokcngHe
YMCNox» Ana TepMiHy NPUAATHOCTI B Kamepi XXMPOBOi
emynbcii £ 1.5 -«JTizodocdaTmainxoniH» B kamepi
XNpOBOI eMynbCii, NyHKT 4.3.4 Cneumdikauii ansa
TepMiHy npuaaTtHocTi <1.2. BBeAeHHS 3MiH NpOTArom 6-
TV MicsILiB Micns 3aTBEPOXKEHHS; 3MiHW | Tuny - 3MiHa
napameTpiB cneuudikaLlii, a came OHOBNEHHSA BUMOT
Ans Bu3HadeHHs CTyneHo 3a6apBneHoCTi po34nHy B
Kamepi amiHOKMCNOT Ta B kKamepi rnioko3n. BeeaeHHs
3MiH NPOTArom 6-TV MICSILB MiCNs 3aTBEPOKEHHS;
3MiHu | Tuny - 3MiHK 3 sikocTi. FoTOBMI Nikapcbkui 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
mMeTofax BUNpobyBaHHSA roTOBOrO fikapcbKoro 3acoby
(iHwWi 3mMiHKM y MeTogax BUNpobyBaHb (BKMOYao4n 3amiHy
abo gonoBHeHHs)). 3miHM y MeToaax BUNpoGyBaHHS
113, a came: -BM3HaAYEHHS NOKa3HWKa CepeaHin giametp
YaCTUHOK A1 KaMepU XMPOBOI eMYIbCil; -BU3HAYEHHS
nokasHuka (3-sn-cocdatnamn)xoniH B KaMepi X1poBoi
eMynbCii (3 meTogukn TP-74357-44 Ha MeToaunky TP-
74A71-46) -BM3HAYEHHs1 MOKa3HWKa nipornytamiHoBa
K1CNoTa i CyMu rnyTamiHOBOI Ta MipornyTamMiHOBOI
KWUCIOTU; -OHOBIEHHSA MeTOAWK AN BU3HaveHHst Hatpito,
B kamepi amiHokmcnoT(3 Metoaukm TP-74112-33 Ha
MeToauky TP-54112-31); -OHOBFEHHSA METOAMK Ansi
BM3HavYeHHs AueTarTiB, kamepi aMmiHokucroT (3 MeToanku
TP-74251-61 Ha MeToauky TP-74A34-46.6); -
OHOBIEHHS METOAVWK AMNS BUSHAYEHHSI aMiHOKUCIIOT, B
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n/

JliKapCcbKO20
3acoby

(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

133.

OKCANINNAT

KOHUeHTpaT anda

Kkamepi amiHokucnoT (3 MeTtoamkn TP-74341-46 Ha
MeToanky TP-74B07-47; -OHOBNEHHS METOAMK Ans
BM3HAYEHHS aMiHOKUCIOT, B KaMepi aMiHOKUCIOT (3
MeToaukn TP-74345-43 Ha MeTtoguky TP-74B07-47); -
BM3Ha4YeHHs1 nokasHunka Cy6BMaMMI YaCTUHKM y Kamepi
«CyMilLl po3unHiB i3 TPbOX kamep». BBegeHHst 3MiH
NPOTArom 6-Tu MiCAILB Micnsi 3aTBEPOXKEHHS;
3MiHwm Il Tuny - 3miHa napameTpis cneuudikauii roToBoro
nikapcbkoro 3acoby, a came OHOBMEHHS NiMiTiB 4ns
nokasHUKiB: 3-sn-cpoccaTnamnxonix,
JlisocbocdaTnamnxonin, kucnorta rnytamiHosa Ta
CTyneHb 3abapBrieHHs PO34MHY AN1st KAMEPW TTTHOKO3W.
BBegeHHs 3MiH NpoTarom 6-Tn micauis nicns
3aTBepAKEHHS; 3MiHM |l Tuny - 3MiHn 3 skocTi. [oToBMI
nikapcbkuii 3aci6. KoHTpornb rotoBoro fikapcbkoro
3acoby. 3miHa napameTpie cneundikaui Ta/abo
[OMyCTUMMX MEX rOTOBOrO MiKapCbKoro 3acoby (3miHa
3HaxoAMTbCS No3a 3aTBEePAKEHNUMMN JOMNYCTUMUMMU
Mexamu crneundikauin). 3miHa napameTpis
cneundikaLii rotoBoro nikapcbkoro 3acoby: -floaaBaHHs
nokasHuka BnsHadeHHs pH ans TepMmiHy npyugaTHOCTI,
po3ain 3.3.1 Cneumndikauii g4ns kamepu Xnposoi
eMyrnbCii Ta 3amiHa METOAMKM BU3HaYeHHs 3 TP-74611-
78 Ha meToawKy 3rigHo €Bponelicbkoi Papmakonei,
po3gin 2.2.3; - BHECEHHSIM NPaBOK-06pPOGEHHS B
po3gini 3.3.2 Cneuundikauii «MikpockoniyHa oujiHka» B
Kamepi X1poBoi eMynbCil; - 36inbLWeHHA NiMiTy Ans
Cneuudikauii, po3ain 3.3.5 «BinbHi XupHi kucnotu» y
Kamepi XXMPHWX KUCINOT ANs TePMiHy NpMAATHOCTI, a
came, < 10 MMonb/n; -3MiHa napameTpiB cneumdikadii, a
came: 3MeHLLEHHS! cepeaHbOro AiameTpy YacTUHOK
(PCS) ansa kamepw xupoBoi emMynbCii AnA TEPMiHY
npuaaTHocTi 3 «240-320 HM» Ao «180-320 HM».
BBeaeHHs 3MiH NnpoTsarom 6-Tu Micauis nicns
3aTBEpOKEHHS

noceio4yeHHs1

MH AMAKCA

PO34MHy Ans
iHdpy3in, 5 mr/mn no
10 mn, 20 mn a6o 40
My donakoHi; no 1
hbnakoHy B
KapTOHHiIl kopobui

Amakca J1IT[]

Benvka
BpuTaHis

AkBiga M'voX,
HimeuunHa
(BpobHMLTBO in bulk,
nepBuHHe Ta
BTOPWHHE NaKyBaHHS,
KOHTpOrb cepii);
AkBiga M'voX,
HimeuumHa (koHTponb
cepii, cepTudikauis Ta
BUWMNYyCkK cepii); BeHyc
dapma M'm6X,

HimeyymHa (BTOpUHHE

Himeuumna/
Pecnybnika
Kopes

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:3aMiHu |
TUNYy - NOAaHHA OHOBMEHOro cepTudikaTta BiANOBIAHOCTI
€ponevickkin papmakonei Ne R1-CEP 2005-079-Rev
01 ang gitodoi peyosuHu Oxaliplatin Big Bxe
3aTBepgkeHoro BMpobHuka JIANGSU HENGRUI
MEDICINE CO., LTD., Kutan; 3miHu | Tuny - nogaHHs
OHOBIEHOro cepTudikaTa BignoBigHOCTI €EBpONENCHKiIl
capmakonei Ne R1-CEP 2003-278-Rev 05 ons gitoyoi
peyoBuHM Oxaliplatin Big BXe 3aTBEpOXEHOro
BMpo6HMka HERAEUS DEUTSCHLAND GMBH & CO.
KG, Hime4unHa; 3MiHu | Tuny - nogaHHA OHOBIIEHOTO

3a
peuerimom

cepTudikaTa BignoBigHOCTI €Bponewchbkin dapmakonei

UA/14965/01/01
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n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nakyBaHHsi, KOHTPOSb Ne R1-CEP 2003-278-Rev 06 ans gito4oi pe4oBmHM
cepii); CamsaHr Oxaliplatin Big Bxe 3aTBepmKeHOro BUpobHuka
Biodapmac'ioTikens HERAEUS DEUTSCHLAND GMBH & CO. KG,
KopnopenLuH, HimeuyunHa
Pecnybnika Kopesi
(BupoBHMLTBO in bulk,
nepBuHHE Ta
BTOPVHHE NaKyBaHHS,
KOHTPOJb cepii)
134.| ONIMENb eMynbCcia gns Bakctep C.A. Benbria BxigHwin KOHTpOnb, Benbria BHECEHHS 3MiH 0O peecTpauinHnx maTepianis: 3MiHu | 3a UA/17381/01/01
NOE iHpy3in; no 1000 mn KOHTPOMb NPOMDKHOTO Tuny - 3MiHK 3 aKkocTi. [0ToBMI Nikapcbkui 3acib. peuernmom

y TPMKaMepHoMy
nnacTUKoBOMy
nakeTi B 3aXVCHIN
obonoHuj, wo
MICTWTb MOrMuHaYy Ta
iHOVKaTOP KUCHIO; NO
6 nakeTtiB y
KapTOHHiIN kopooLyj;
no 1500 mn'y
TpYKamepHoOMy
nnacTUKoBOMY
nakeTi B 3aXVCHIN
obonoHuj, Wwo
MICTWTb MOrMuHaY Ta
iHOMKaTOP KUCHIO; NO
4 naketny
KapTOHHiIl kopobuyj;
no 2000 mn y
TpYKamepHoMy
nnacTUKoBOMy
nakeTi B 3aXWCHIN
obonoHuj, wo
MICTWTb MOrMuHaY Ta
iHOMKaTOP KUCHIO; NO
4 naketny
KapTOHHiI kopobui

NPOAyKTY,
BUPOGHMLTBO,
nakyBaHHs1, KOHTPOIb

SKOCTi Ta BMNYCK cepii:

Bakctep C.A.

KoHTporb JOMOMDKHUX pevoBUH. 3MiHa y MeTogax
BUNPOOYBaHHSA AONOMIKHOI pe4OBMHM (iHLUI 3MiHWN Y
mMeToAax BMNpobyBaHHSA (BKOYaoum 3amiHy abo
[ofaBaHHs)) - AONOBHEHHN crneuudikauii ans
[OMOMIDKHOT peyoBuHU chocchaTng SEHHUIN OUnLLLEHMI
MOKa3HUKOM A1 BU3HAYEHHS 3amnLLIKOBOrO PO34YMHHMKA
etaHony 0.2% (NMT 2000 ppm) 3 BianoBigHMM METOAOM
BunpobyeaHHs (2.2.28 Static Head-space gas
chromatography). 3minu | Tuny - 3miHu 3 akocTi. FoToBMI
nikapcbkuii 3aci6. KoHTpornb rotoBoro nikapcbkoro
3aco0by (iHwWi 3MiHK) -
npvBeAeHHs1 3aTBepakeHnx MeToaiB KOHTPOIO SIKOCTi
nikapcbkoro 3acoby y BiAMNOBIAHICTb 4O BUMOT Ai040ro
3aKOHOAABCTBA, @ caMe 3MIHUTU MOBY BUKNaZAeHHs 3
POCICbKOi Ha yKpaiHCbKy. 3MiHM | Tuny - 3MiHK 3 AKOCTI.
CeptudikaT BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
€Bponevicbkinn dapmakonei/moHorpadii. MoaaHHs
HoBOro abo OHOBMNEHOro cepTudikaTa BignoBigHOCTi abo
BUINYyYEHHS cepTudikaTa BignoBiaHOCTI EBponenchKil
capmakonei: gna A®l; ana suxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, O
BUKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; onst fonoMixxHoT
peyoBUHYM (cepTudikaT BigNoBigHOCTI €Bponeinchkii
dapmakonei) - OHoBneHWn cepTudikaT Bif yxe
3aTBEpKEHOr0 BMpOOHUKa. [ogaHHs OHOBMNEHOro
cepTudikaTa BignosigHoCTi €Bponerichbkin dapmakoner
Ne Ne R1-CEP 2010-194-Rev 01 (3atBepmkeHo: Ne R1-
CEP 2010-194-Rev 00) ons gito4oi pe4oBUHM
Magnesium chloride hexahydrate Big Bxe
3aTBepakeHoro BMpobHuka Merck KGaA, HimeuunHa.
3MiHu | TUny - 3miHu 3 skocTi. CepTudikat
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponewickkin hapmakonei/MoHorpadii. NogaHHs
HoBoro abo oHoBMeHoro cepTudgikata BignosigHocTi abo
BUNYyYEHHS cepTudikaTa BignoBiaHOCTI EBponechbkin
capmakonei: gna A®l; gnsa BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, LLO
BUKOPWCTOBYOTbCS Y BUpobHUUTBI API; Ansi fonoMixxHOT
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peyoBuHM (cepTudikat BignoBigHOCTI €BpoNechKin
dapmakonei) - OHoBneHWn cepTudikaT Bif yxe
3aTBEpAKEHOro BMpobHUKa. [ogaHHs OHOBNEHOro
cepTudgikaTa BignoBigHOCTI €Bponeiickkin hapMakonei
Ne R1-CEP 2006-264-Rev 02 (3atBepmxeHo: R1-CEP
2006-264-Rev 01) ons gitoyoi pevonHm Magnesium
chloride hexahydrate Big BXe 3aTBEpPAXEHOIO
BMpobHka MACCO ORGANIQUES, S.R.O, Czech
Republic. 3miHn | Tuny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANoBIigHOCTI
€Bponewicbkin dapmakonei/MoHorpadii. NogaHHs
HoBOro abo OHOBMNEHoro cepTudikaTa BignoeigHocTi abo
BUYYEHHS cepTudikaTa BignoBigHOCTIi €Bponenchkin
capmakonei: gna A®I; ansa BuxigHoro
marepiany/peareHTy/NpOMiXHOIO NMPOAYKTY, L0
BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; anst 4ONOMIDKHOI
peyoBuHM (cepTudikat BigNoOBIAHOCTI €BpONENCHKin
capmakonei) - OHoBneHun cepTudikar Big yxe
3aTBEpKEHOro BMpobHUKa. [ogaHHs OHOBMNEHOro
cepTudikaTa BigNoBiAHOCTI €Bponewchbkin dapmakonei
Ne R1-CEP 2010-380 - Rev 01 (3atBepaxeHo: R1-CEP
2010-380 - Rev 00) ans gito4oi pevoBmHM Potassium
chloride Big BXe 3aTBepAXeHOro BUpobHUKa, Ak
Hacnigok 3amiHa Ha3Bu BMpobOHUKa (3aTBepaxkeHo: K+S
Kali GmbH; 3anponoHoBaHo: K+S MINERALS AND
AGRICULTURE GMBH). 3miHu | Tny - 3miHn 3 siKoCTi.
CeptudikaT BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
€Bponelicbkint hapmakonei/MoHorpadii. 3miHu,
noB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y BIAMNOBIOHICTD
[0 moHorpadii AdY abo €sponeiickkoi hapmakonei,
abo iHWoi HauioHanbHOi hapmakonei aepxasu €C
(3miHa y cneumdikauii HedbapmakonenHoro ADI ans
npuBeaeHHs y BianoBigHicTb Ao Bumor DY abo
€Bponelicbkoi hapmakonei, abo iHWoi HauioHanbHoI
dapmakonei gepxasu €C) - [lonomixkHa
peyoBMHa/BUXiZHMI MaTepian aAns BupobHuuTea AdPI.
[MpuBegeHHs cneundikauii Ana HedpbapmakonenHoi
OOMOMIXXHOIT peqoBUHU chocdaTha SEYHUIA OUNLLIEHWI Y
Bi4NOBIgHICTb 4O BUMOr MoHorpadgii «Egg phospholipids
for injection» EP; npuBeaeHHs Ha3BW 4OMOMIXHOT
peyoBMHN hocdaTha, SEYHNA OUULLEEHMIN [0 MOHOrpadii
EP (3atBepmxeHo: Purified Egg Phosphatides;
3anponoHoBaHo: Egg phospholipids for injection). 3miHn
BHECEHO B iHCTPYKLIitO ANsi MEAMYHOTO 3aCTOCYBaHHSA
nikapcbkoro 3acoby y po3ain «Cknaa» (AonoMixkHi
peyoBUHWM), SIK Hacnigok — y po3ain «OcobnmeocTi
3acTocyBaHHsA». BignoBigHi 3MiHM BHECEHO B TEKCT
MapKyBaHHs1 YNakoBKM fikapcbkoro 3acoby. BBegeHHs

3MiH NpOTSArom 6-TW MicsiLiB Micnsi 3aTBEPAXKEHHS
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135.| ONNITAP® 2 TabneTkun no 2 mr, MeHapiHi JTrokcemby A. MeHapiHi ITanis/ IHgis BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:3aMiHm | 3a UA/6108/01/02
Mr no 30 TabneTok y IHTepHeluoHan pr MaHyakTypiHr TUny - 3MiHW Wwopo 6eanekn/edekTBHOCTI Ta peuenmom
6nictepi; no 1 abo OnepeWnLoHc JloricTikc eHp, capmakoHarnsgy. BeegeHHs abo 3miHv oo
no 2 6nictepu B ITrokcembypr Cepsicec C.p.J1., y3aranbHeHVX AaHnX Npo cuctemy dapmakoHarnsgy
KapTOHHiN kopobui ITanis (BupobHULTBO (BBEAEHHS y3aranbHEeHWX AaHWX NPO CUCTEMY
"in bulk", kiHueBe dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
nakyBaHHS, BUMNYCK BifNOBIganbHoI 3a 34iCHEHHS hapMakoHarnsay;
cepin); A. MeHapiHi KOHTaKTHOi 0cobu 3 hapmakoHarnsgy 3asiBHUKa Ans
MaHyakTypiHr 3piicHeHHs hapmakoHarnagy B YkpaiHi, SKLWO BOHa
ToricTikc enn BigMiHHa Bif, YyNOBHOBa)keHOI 0co0M, BignoBigansHoi 3a
Cepsicec C.p.J1., 3AiNCHEHHA hapmakoHarnsgy (BKMYakym KOHTaKTHi
ITanis (koHTponb naHi) Ta/abo 3MiHKM y po3milLieHHi MacTep-danna
cepii); YCB lNMpawneeTt cucTemMm dhapMakoHarnagy) - 3MiHa KOHTakTHoOi ocobu
Nimiten, IHais 3asBHUKA, BiAMOBIAANbHOI 3a hapMakoHarnsag B YKpaiHi.
(BUMPOGHMLTBO "in MponoHoBaHa pepakuis: Kyyep MapuHa BacunisHa.
bulk") 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0COOW 3asiBHUKA,
BiNOBIganbHOI 3a 34iMCHEHHA hapMakoHarnsay B
YKpaiHi
136.] OPFTAMETPU | Tabnetku no 5 mr no OpraHoH LLseviLapi H.B. OpraHoH, Higepnanam BHECEHHS 3MiH O peecTpaLiHMX maTepianis:3aMiHu | 3a UA/2844/01/01
Nne® 30 TabneTtok y CeHntpan lct A HinepnaHnam (3a TMnYy - 3MiHW Woao 6e3nekun/edeKkTMBHOCTI Ta peuernmom
6nictepi; no 1 meX NMOBHUM LIMKIIOM ) capmakoHarnsgy. BeegeHHs abo 3miHm oo
Gnictepy y y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
KapTOHHiIN kopobui (BBEAEHHS y3aranbHEeHWX AaHVX NPO cucTemMy
hapmakoHarnsigy, 3MiHa yroBHOBaXeHOi ocobu,
BiANoOBiganbHOI 3a 34iMCHEHHNA hapMakoHarnsay;
KOHTAKTHOI 0cobM 3 hapmakoHarnsgy 3asiBHUKa Ansi
34iicHeHHs dhapmakoHarnagy B YKpaiHi, KO BOHa
BigMiHHa Bi ynoBHOBaeHOi ocobu, BianoBigansHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKMYaym KOHTaKTHi
OaHi) Ta/abo 3MiHM y po3milLieHHi MacTep-anna
cucTeMu chapmakoHarnsgy) - 3MiHa ynoBHOBaXeEHOI
ocobu 3asBHUKA, BiANOBIAaNbHOI 3a hapMakoHarnsag.
MponoHoBaHa pepakuis: MapiaHHa Bank- KopTeHpaag.
3MiHa KOHTaKTHUX JaHWUX YNOBHOBaXeHOi ocobu
3asBHMKA, BiANOBiAanbHOI 3a 30iNCHEHHS
hapmakoHarnsigy. 3miHa KOHTaKTHOT 0cobu 3asiBHMKA,
BignoBiganeHoi 3a dhapmakoHarnag B YKpaiHi.
MponoHoBaHa pepakuisi: MoTuniHcbka OneHa
BitaniiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0co6u
3asBHMKA, BiANoOBiAanbHOI 3a 34iNCHEHHS
dapmakoHarnagy B YkpaiHi. 3MiHa micus 34iicHeHHs
OCHOBHOI AisinbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLle3HaxooXeHHs MacTep- danna cuctemum
dapmakoHarnsgy Ta noro Homepa
137/ NAHTOP 20 TabneTku, BKPUTI ToppeHT IHais ToppeHT IHais BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:3aMiHu | 3a UA/13540/01/01
060mnoHKoH, dapmacbioTikan PapmacbtoTikanc Jitg TVNY - NOJaHHA OHOBMEHOro cepTudikaTta BiAnoBigAHOCTI peuyenmom
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[IponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KMLLKOBOPO34MHHi MO clitg €Bponencokin dhapmakonei Ne R1-CEP 2008-289 - Rev
20 mrno 10 03 ansa A®| naHTonpasony HaTpilo Cecksirigpar Bif BXe
TabneTtok y 6nicrepi, 3aTBepgkeHoro BupobHuka Hetero Drugs Limited, IHgis
no 1 abo no 3
6nictepu B
KapTOHHIN ynakoBuj
138.| MAHTOP 40 TabneTku, BKpUTI ToppeHT IHAisA ToppeHT IHAisA BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3miHu | 3a UA/13540/01/02
06010HKoI0, dapmacbioTikan PapmacbtoTikanc JIta TUNY - NOAAHHS OHOBIIEHOrO cepTudikaTa BiAnNoOBIAHOCTI peuernmom
KMLLKOBOPO34MHHi MO clitg €Bponencokin dapmakonei Ne R1-CEP 2008-289 - Rev
40 mrno 10 03 aons A®Il naHToNpa3sony HaTPIlD CeckBirigpaT Big BXe
TabneTok y 6nictepi, 3aTBepakeHoro BupobHuka Hetero Drugs Limited, IHAis
no 1 abo no 3
Gnictepu B
KapTOHHIN ynakoBLi
139.| NEHTAKCUM | nopoLuok CaHodpi MNactep ®paHuia CaHodpi Mactep, DdpaHuis/ BHECEHHS 3MiH O peecTpaLiHMX maTepianis:3aMiHm | 3a UA/13010/01/01
® BAKLIMHA Haemophilus PpaHuis (MOBHUI LKA YropwuHa TUNYy - 4OAaBaHHSA anbTepHaTMBHOIO BUPOGHMKa (Spi peuernmom
ona influenzae Tuny b Ta BUPOOHMLTBA, Pharma, France) rento antomitito rigpokcng VAC20HA®,
NMPO®IIAKT cycneHsia ansa 3anoBHEHHA Ta LLIO BUKOPUCTOBYETLCS NPU BUPOBHULTBI 2-
KU iH’exuin (0,5 mn) no niodinizauis komnoHeHTHoi Acellular Pertussis Drug Substance.
OUDTEPII, 1 donakoHy 3 (donakoHu), BTOpUHHE TepmiH BBeAeHHSA 3MiH - ot 2023 poky
NMPABLUA, nopoLukom Ta 1 nakyBaHHS, KOHTPOb
KALLJTHIOKY nonepegHLo AKOCTI, BUNYCK cepili);
(ALEENIONAP | 3anoBHeHOMY CaHodi-ABeHTic
HUKA wnpuuy (0,5 mn) 3 MpawsiTt Ko. JT4.,
KOMMOHEHT | npukpinneHoto Mnardopma norictukm
, ronkoto (abo 2 Ta aucTpubyuii y m.
noniomieni OKpEMUMU rorkamu), BypnanewT, YroplwuHa
TY L0 MICTUTb (BTOPVHHE MaKyBaHHS,
IHAKTUBOBA | cycneHsito ans BUMYCK Cepii)
HA TA iH'EKUIRN, B KAPTOHHIN
BAKUUHA kopobui; no 1
ona nakoHy 3
NPO®INAKT nopotukom Ta 1
UKHN nonepegHL0
IHOEKLIN, 3arnoBHEHOMY
CNPUYMHEH | wnpuuy (0,5 mn) 3
nx NPUKpPINneHo
HAEMOPHIL ronkoto (abo 2
us TMny B OKpEMUMU ronkamu),
KOH’IOFOBA O MICTUTb
HA, cycneHsito ans
AILNCOPBOBA | iH'ekuii, B
HA cTaHgapTHO-
€KCMopTHIN
ynakoBLi, sika
MiCTUTbCA Y

KapTOHHiIn kopobui (3
iHCTpyKLUieto Ans
Mean4Horo




63

[IponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3acTOCyBaHHs)
140\ NEHTACA cynosutopii DeppiHr LLisenuapi ®eppiHr MM6X, Himeuvuumna/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3miHu | 3a UA/4990/01/01
pekTanbHi no 1000 IHTepHeLwHn a HimevuunHa LLiBenyapis TUNY - NOAAHHA OHOBMEHOro cepTudikaTa BiANOBIAHOCTI peuenmom
Mmr; no 7 CeHtep CA (signoBiganbHuii 3a €sponericbkin hapmakonei Ne R1-CEP 2004-056 - Rev
CynosuTopiie y BUMNYCK cepii); PeppiHr 05 ana APl mecanasuHy Bif BXe 3aTBEPAXEHOTO
6nictepi; no 4 IHTepHelHn CeHTep BMpo6HUMKa Syntese A/S
Gnictepu B CA, Lsenuapis
KOMMNNeKTi 3 (BpPOGHMLTBO)
rirfieHiMHUMKN
HananbHWKaMmmn B
KapTOHHIN ynakoBLi;
no 7 cynosuTopiiB y
6nictepi; no 4
6nictepu B
KapPTOHHIN ynakoBuj
141 NONAMBI NMOPOLLOK ANA ®.XocpdpmaHH- LWsenuapi | BCI ®apmacbioTikana ITanis/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:3minu | 3a UA/18465/01/01
KOHUeHTpaTy Ans Ia Pow Jltg A C.n.A, Itania LLisenuapis TUMY - HE3Ha4yHa 3MiHa y MeToaax BunpobyBaHHSA “BmicTt peuernmom
PO34MHy ans (BMPOGHMLITBO Ginka”, “lNikapcbkuii 3acid, He 3Bs3aHWI 3 Binkamm
iHpysin no 140 wmr, Hepo3dacoBaHoi nna3mu Kkposi”, “CniBigHoOLLEHHS fikapcbkoro 3acoby Ao
no 1 dnakoHy y npoaykuii, NnepBuHHe aHtutina (DAR)”. BBeAeHHs 3MiH NPOTAroM 6-Tu micsAuiB
KapTOHHiIN kopooLi nakyBaHHs, nicnsa 3aTBepAXeHHs; 3MiHu | Tuny - 3MiHa y TepMiHax
BMNpPOOyBaHHSA npuaaTHOCTI rOTOBOrO MiKapcbKoro 3acoby nicns
KOHTPOIIO AKOCTI pO34nHEHHs 3a gornomorot 0,9% po3uvmHy HaTpito
(Tinbku Ha xnopuay 3 24 roguH npu Temnepatypi 2 °C -8 °C pgo 72

CTEepUIbHICTb Ta
HakTepianbHi
€HO0TOKCKHN)); JToH3a
JIta, Weenuapis
(BunpobyBaHHS
KOHTPOIIO AKOCTI
OKpiM aKTUBHOCTI,
CTepunbHOCTI Ta
GakTepianbHUX
€HIIOTOKCUHIB);
&.XodpdpmaHH-Nsa Pow
Ita, Weenuapis
(BunpobyBaHHs
KOHTPOMIO SKOCTI
(TiNbKW aKTUBHOCTITb),
BTOPWHHE NaKyBaHHS,
BUMYCK Cepii)

roavH npu Temnepatypi 2 °C -8 °C. 3MiHM BHECeHo B
IHCTpPYKLUIl0 AN MeANYHOro 3acTOCYBaHHS MikapCbKoro
3acoby Ao posginy "Cnoci6 3actocyBaHHs Ta Jo3un"
(yTOYHEHHs iHcpopmaLii Woao MakcumarnsHO
[03BOJEHNX TEPMIHIB 36epiraHHa po3unHy Ans iHgy3in
nepen BBeAeHHsIM). BBeieHHs1 3MiH NpoTsrom 6-Tu
MicsUiB nicns 3aTBepKeHHST; 3MiHn | Tuny - 3miHa
HalMeHyBaHHs1 BUpOOHUYOI AinbHULI BignosiganbHoi 3a
BUNpobyBaHHs BMICTY 3anuiwikoBoro nanagito veMMAE,
6e3 3MiHM MmicLa BUpoOHMLTBa. BHeceHHs peaakuiiHnx
3MiH i HE3HaYHWX BUNPaBIeHb B NOTOYHE perynsaTopHe
pocbe. 3anponoHoBaHo: Element Materials Technology
Pharma US LLC, CLUA. BeeaeHHs1 3MiH NpoTsirom 6-1u
MicsLiB nicns 3aTBepKEHHS; 3MiHu | Tuny - 3MiHa B
yMoBax 30epiraHHs, a came JoAaBaHHSA yMOB
36epiraHHs -40 °C Ans NPOMKHOrO MPOAYKTY aHTUTINO
nonasymab Ta BHECEHHS! pefaKLinHUX 3MiH | HE3Ha4YHUX
BUMNpaBneHb. 3anponoHoBaHo: 36epiraHHs
3aMOPOXEHOrO MPOMIKHOIO NPOAYKTY aHTUTINO
nonaTysymab B pe3epByapax
3aMOpOXyBaHHs/BiATaBaHHs Npy kombiHauii TemnepaTyp
-20 °C i -40 °C abo BukntoyHO npu Temnepatypi -20 °C.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS!; 3MiHu || TNy - 3MiHWM BHECEHO B
iHCTpPYKLIil0 AN MegnYyHOro 3acToCyBaHHS MikapCbKoro
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[IponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

3acoby no posainis "®apmakonoriyHi BnacTueocTi”,
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs y nepiof
BariTHoCTi abo rogyBaHHS rpyaato”, "Cnocid
3acTocyBaHHsA Ta go3un", "MobiyHi peakuii”. BBegeHHs
3MiH NPOTArom 6-Tu MiCSILiB MiCNsi 3aTBEPOKEHHS

142.

nNyNbMOBPI
3®

TabneTkn, BKpUTI
obonoHkoto, no 9
TabneTok y 6nicTepi;
no 1 Gnictepy B
KapTOHHIN ynakoBLyj;
no 20 TabneTtok y
6nictepi; no 1 abo
no 2 6nictepu B
KapTOHHIN ynakoBLji

Mosgi Xenc M'm6X

Lsenuapi
a

CaBa Xenckea Jlta,
IHgis; Megiton
dapwmacbtoTikan Jita.,
YropwwmHa

Ingis/
YropwwmHa

BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis:amiHm |
TUNy - 3MiHW Wwopo 6eanekn/edekTBHOCTI Ta
dapmakoHarnsigy. BeenerHs abo 3mMiHn o
y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
(BBEOEHHS y3ararnbHEHUX AaHWX NPO CUCTEMY
dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 chapmakoHarnsgy 3asiBH1Ka ons
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
BigMiHHa Bif, YyNOBHOBaXkeHOI 0cobu, BignosiganbHoi 3a
3iicHeHHs hapmakoHarnsgy (BKMYaryn KOHTaKTHI
AaHi) Ta/abo 3MiHKn y po3milLeHHi macTep-anna
cvucTeMu dhapmakoHarnsgy) - 3MmiHa KOHTaKTHUX JaHUX
yNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHOI 3a
3AiNCHEHHA hapmakoHarnsgy. 3MiHa Micus 34iNCHEHHS
OCHOBHOI AisiNbHOCTI 3 (hapMakoHarnsgy. 3miHa
Micue3HaxomxeHs mactep- anna cuctemmn
dapmakoHarnsgy

6e3
peuyenma

UA/10212/01/01

143.

NYNbMOBPI
3®

TabneTku, BKPUTI
o6onoHkoto, in bulk:
no 10000 TabneTtok
y NoABiNHMX
nonieTuneHoBmx
nakeTax

Mosgi Xenc M'moX

Lsewuapi
a

Caa Xenckea Jlta,
IHgis; Megiton
dapwmacetoTikan Jita.,
YropwuHa

Inpis/
YropwuHa

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:3aMiHu |
TMNYy - 3MiHK Woao 6e3nekn/ePeKTUBHOCTI Ta
cbapmakoHarnsigy. BeegeHHs abo 3amiHm oo
y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
(BBEAEHHS y3aranbHEHUX AaHUX MPO CUCTEMY
dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
BiANoOBiganeHoI 3a 3A4iMCHEHH:A dhapMakoHarnaay;
KOHTAKTHOI 0cobM 3 hapmakoHarnsgy 3asiBHUKa Ansi
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLO BOHa
BigMiHHa Bi ynoBHOBaeHOi ocobu, BianoBigansHoi 3a
30iACHEHHS hapMakoHarnsgy (BKMYaym KOHTaKTHi
AaHi) Ta/abo 3MiHKn y po3milLieHHi MacTep-anna
cucTeMu chapmakoHarnsigy) - 3MmiHa KOHTaKTHUX JaHUX
yNOBHOBaXeHOI 0cobu 3asiBHMKa, BigNOBiganbHOI 3a
3AiicHeHHs bapmakoHarnsgy. 3MiHa micus 34iCHeHHS
OCHOBHOI AisinbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLle3HaxooKeHs macTep- danna cuctemm
dapmakoHarnsgy

UA/10213/01/01

144.

NYNbMOBPI
3®

NOPOLLOK Ans
oparnbHOI cycneHasi;
Mo 2 r MOPOLLKY B
cawe; no 10 a6o 20
calle y KapTOHHIl
ynaKkoBLi

Mosgi Xenc 'meX

LLisewuapi
a

Megiton
dapmacetoTikan Jita.,
YropwuHa; CaBa
Xenckea Jlta, IHAis

Inpis/
YropwuHa

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:3aMiHu |
TMNYy - 3MiHK Woao 6e3nekn/ePeKTMBHOCTI Ta
cbapmakoHarnsigy. BeegeHHs abo 3miHv oo
y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
(BBEOEHHS y3aranbHeHWX AaHVX Npo cMcTemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,

6e3
peuyenma

UA/10212/02/01
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[IponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BifNOBIganbHoI 3a 34iCHEHHS hapMakoHarnsay;
KOHTaKTHOi 0cobu 3 hapmakoHarnsgy 3asiBHUKa Ans
3piicHeHHs hapmakoHarnagy B YkpaiHi, SKLWO BOHa
BigMiHHa Bif, YyNOBHOBa)XeHOI 0co0M, BignoBigansHoi 3a
3AiNCHEHHA apmakoHarnsgy (BKMYaYm KOHTaKTHi
naHi) Ta/abo 3MiHKM y po3milLieHHi MacTep-tanna
cvucTeMu chapmakoHarnsiay) - 3MiHa KOHTaKTHUX JaHUX
yNnoBHOBaXeHOi 0cobU 3asiBHKKA, BiANOBiAaNbHOI 3a
3aiicHeHHs hapmakoHarnsgy. 3MiHa micus 34icHeHHs
OCHOBHOI AisiNbHOCTI 3 (hapMakoHarnsgy. 3miHa
MicLle3HaxooKeHs macTep- danna cuctemm
apmakoHarnsgy
145, PAHEKCA® TabneTku MeHapiHi Tlokcemby | MeHapiHi-®oH XergeH HimeuyunHa BHECEHHS 3MiH O peecTpauiHMX maTepianis:3aMiHu | 3a UA/13676/01/01
1000 NPOMOHroBaHoI Aji IHTepHeLwoHan pr 'm6X, HimevunHa TMNYy - 3MiHW Woao 6e3nekun/edeKkTMBHOCTI Ta peuernmom
no 1000 mr no 10 OnepeWoHc (BMPOGHMLITBO «in capmakoHarnsigy. BeegeHHs abo 3miHu oo
TabneTtok y 6nicrepi; TTrokcembypr bulk», nakyBaHH4, y3aranbHeHUX A4aHux Npo cuctemy dapmakoHarnsgy
no 6 Gnictepis y C.A. KOHTPOIb Ta BUMYCK (BBEAEHHS y3aranbHEeHWX AaHVX NPO CMcTemy
KapTOHHiIN kopooLyj; cepii) capmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
no 15 tabnetok y BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
6nictepi; no 4 KOHTaKTHOI 0cobu 3 dhapmakoHarnagy 3asBHvKa Ans
Gnictepn y 34iNCHEHHA hapMakoHarnsgy B YKpaiHi, SKLWo BOHa
KapTOHHiIN kopooLyj; BigMiHHa Bif, YNOBHOBaXkeHOI 0cobu, BignosiganbHoi 3a
no 20 TabneTtoky 3AiNCHEHHA hapmakoHarnsgy (BKMYaym KOHTaKTHi
6nictepi; no 3 OaHi) Ta/abo 3MiHM y po3milLieHHi MacTep-anna
Gnictepn y cucTeMu hapmakoHarnsigy) - 3MiHa KOHTakTHoI ocobu
KapTOHHIN kopobui 3asBHUKA, BiAMNOBIAaNbHOI 3a hapmakoHarnag B YKpaiHi.
lMponoHoBaHa pepakuis: Kyyep MapuHa BacunisHa.
3MiHa KOHTaKTHMX JaHWX KOHTaKTHOI 0cOBU 3asiBHUKA,
BiZNOBIganbHOI 3a 34iMCHEHHSA hapMakoHarnsay B
YkpaiHi
146, PAHEKCA® TabneTku MeHapiHi Tliokcemby | MeHapiHi-PoH XengeH HimeyumHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:3miHu | 3a UA/13676/01/02
500 NPOSIOHroBaHoI Aji IHTepHeloHan pr 'M6X, HimeyunHa TMNYy - 3MiHK Woao 6e3nekn/ePeKTUBHOCTI Ta peuenmom
no 500 mr, no 10 OnepenoHc (BUPOBHULTBO «in dapmakoHarnsgy. BeegerHs abo 3amiHn go
TabneTok y 6nictepi; ITrokcembypr bulk», nakyBaHHs, y3aranbHeHUX AaHnx Npo cuctemy papmakoHarnsgy
no 6 Gnictepis y A KOHTPOIb Ta BUMYCK (BBEOEHHS y3aranbHeHWX AaHVX Npo cMcTemy

KapTOHHiIl kopobuyj;
no 15 tabnetok y
6nictepi; no 4
Gnictepu y
KapTOHHiIl kopobuyj;
no 20 Tabnetok y
6nictepi; no 3
Gnictepu y
KapTOHHiIl kopobuyi

cepii)

hapmakoHarnsigy, 3MiHa yroBHOBaXeHOI ocobu,
BiA4noBiganbHoI 3a 34iMCHEHHs hapMakoHarnsay;
KOHTaKTHOI 0cobM 3 chapmakoHarnsgy 3asiBHUKa Ansi
34iicHeHHs dhapmakoHarnagy B YKpaiHi, AKLWO BOHa
BigMiHHa Bif ynoBHOBaxkeHOT ocobu, BianoBigansHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKYakym KOHTaKTHi
[OaHi) Ta/abo 3MiHM y po3milLleHHi MacTep-anna
cucTeMu hapmakoHarnsigy) - 3MiHa KOHTakTHOI ocobu

3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsag B YkpaiHi.

lMponoHoBaHa pepakuis: Kyyep MapuHa BacunisHa.
3MiHa KOHTaKTHWX AaHUX KOHTaKTHOI 0cobu 3asiBHUKA,




66 [TponoBkeHHs qoaaTKa 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BifNoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay B
YKpaiHi
147, PE3OIMMOBIH | po3unH gns iH'ekuin, TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH O peecTpaLiHMX maTepianis:3aMiHm | 3a UA/13033/01/01
1500 MO (300 mkr "BIO®APMA MNA3MA", YkpaiHa TUNYy - 3MiHKW 3 AKOCTi. [0TOBMIA Nikapcbkuin 3acio. peuernmom
iMyHOrno6yniHy); no MNA3SMA" (BMPOBHMLTBO, KoHTponb AoNOMiKHMX peqoBuH. 3MiHa y meToAax
1 mn B amnyni, no 1 NepBUHHE NaKyBaHHS); BUNPOOYBaHHSA 4ONOMIKHOT PEYOBMHU (BUITyYEHHSI
abo 3, abo 5 amnyn TOB "BIO®APMA MeToAy BUNPOOYBaHHS, SKLLO anbTepHaTUBHUIA MeToq,
B nayui MNA3MA", YkpaiHa BUNPODYBaHHS BXe 3aTBEPOXKEHO) - BUNYYEHHS ApYyroi
(BUPOBHMLTBO, iAeHTuIKaLii Npy KOHTPOSI OMNOMIDKHOI peYOBUHM
nepBuHHE Ta rniuyH
BTOPWHHE NaKyBaHHS,
KOHTPOMb AKOCTI,
Bunyck cepin); TOB
"BIOPAPMA
MNA3MA", YkpaiHa
(KOHTPOIb SKOCTI);
TOB "®3
BIO®APMA", YkpaiHa
(BTOpPUHHE NaKyBaHHS)
148.| PE3OIMOBIH | po3unH ans iHekuin, TOB Ykpaina TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:3minu | 3a UA/13033/01/02
1500 MO (300 mkr "BIOGAPMA MNA3MA", YkpaiHa TMMY - 3MiHW 3 SKOCTi. [0TOBWI Nikapcbkuii 3acib. peuenmom
iMyHOrno6yniny); no MNA3SMA" (BMpOBHMLTBO, KoHTponb AonomikHMX peqoBuH. 3MiHa y MeToaax
2 mn B amnyni, no 1 nepBUHHE NaKkyBaHHs); BUNPOBOYBaHHSA AOMOMDKHOI PEYOBUHN (BUNYYEHHS
abo 3, abo 5 amnyn TOB "BIO®APMA MeToay BUNpobyBaHHS, SIKLLO anbTepHaTUBHUA METOA
B nayui MNA3MA", YkpaiHa BMNPOOYBaHHSA BXe 3aTBEPAXEHO) - BUIYyYEeHHS Apyrol
(BMpOBHMLTBO, ineHTudiIKaLii Npy KOHTPONi AOMOMDKHOI PEYOBUHM
nepBuHHe Ta rAiLnH
BTOPWHHE NaKyBaHHS,
KOHTPOMb SKOCTI,
Bunyck cepin); TOB
"BIOPAPMA
MNA3MA", Ykpaina
(KOHTpOIb sIKOCTi);
TOB "®3
BIO®APMA", YkpaiHa
(BTOpVHHE NaKyBaHHS)
149.| PUCCET® PO34uH oparnbHuii, 1 TOB "TeBa YkpaiHa Mepkne M'v6X, HimeyumHa BHECEHHS 3MiH IO peecTpauiiHnX maTtepianis:3miHu | 3a UA/13379/01/01
mr/mm; o 30 mny YkpaiHa" HimeuunHa (ginbHuus, TUMY - HE3HaYHI 3MiHWN Y 3aTBEPAXKEHOMY METOi peuernmom

donakoHi; no 1
bnakoHy pasom i3
afanTepom i
[03YH04UM
NPUCTPOEM Y
kopobui; no 100 mn
y chnakoHi; no 1
nakoHy pasom i3
aganTepom i

sKa BignoBsigae 3a
BUPOBHMLTBO
Hepo3dacoBaHoi
npoayKuii, NepBUHHY
Ta BTOPUHHY
ynakoBky); Mepkne
'MB6X, HimewunHa
(BinbHUUS, Aka

BiAnoBigae 3a A03BiN

BMNPOBYBaHHSI roTOBOTrO Nikapcbkoro 3acoby 3a
nokasHukom «laeHTudikauis Ta Bmict PucnepuaoHy i
BeH3omnHoi KMCnoTu B 1 M po3ymHy», a came: -3MiHa

Homepy BunpobyBaHHs 3 D-01452501 Ha D-01452503; -
[ocnimKyBaHa pevyoBuHa NoBrHHA OyTu 3BaxeHa; -
TpuBanicTb rpafdieHTHOI Mporpamun AN NPOMMBaHHSA

KOIMOHKM 36inbLUEHO, a OTXe, TpUBanicTb aHanizy

36inbLwmnock 3 30 xB Ao 50 xB; - pyxomi dasm A i B
Tenep 3MiLLYIOTLCA NPUINaAoM; - BUITyYEHO nonepeaHe
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A03Y4nM
NPUCTPOEM Y
Kopobui

Ha BUMYyCK cepii);
TpaHcdapm JloricTik
'M6X, HimeyunHa
(BinbHUUS, Ska
Bignosigae 3a
BTOPWHHY YNaKoBKY)

3MiLLYBaHHS pyxoMux dhas Bpy4Hy; -4ac YTPUMaHHs
pvcnepuaoHy, NpuBeAeHWn y BIiANOBIAHICTL A0 Yacy
yTPUMaHHS Yy 3BiTi 3 Banigauii metoay; -Ao4aHi HOBI
Xpomarorpamu; -40AaH0 HOBUI 3BIT NPO NEPEBIpKY
cTabinbHOCTI po34nHy. BBeaeHHs 3MiH NpoTaroM 6-Tu
MicAaUiB MicnNa 3aTBEPAXEHHS; 3MiHW | TUNy - He3HaYHiI
3MiHW Y 3aTBEpAXKEHOMY MeToZi BUNpobyBaHHsS rOTOBOrO
nikapcbkoro 3acoby 3a nokasHWkoM «BunpobyBaHHs Ha
YUCTOTY pUCMEPUOOHY», @ cCaMe: - 3MiHa HoOMepy
BUNpobyBaHHs 3 D-01014503 Ha D-01014506; -
AOCrifKyBaHa peyoBrHa NoBMHHA OyTy 3BaxeHa; -mexa
3BiTHOCTI 3miHMnacs 3 0,05% go 0,1%, i Tomy Mexa
neTtekTyBaHHs 3miHunacs 3 0,025% go 0,05%, a mexa
KinbkiCHOro Bu3HayeHHs 3 0,05% no 0,1%; - TpuBanictb
rpagieHTHOI mporpamu Ans NPOMUBAHHS KOMOHKM
36inbLUEHO, OCKiNbkK 3 MonepeaHbOo NPOrpamMoto
rpagieHTy, gomiwku | Ta J entooBanicb Ha HacCTYMHIN
Xpomarorpami, a Takox TpuanicTb aHanisy
36inbwmnack 3 30 xe go 50 xB; -pyxomi cpasm A i B
Tenep 3MEHLLYKTLCA NPUNaaoM - BUyYeHO nonepeaHe
3MiLLlyBaHHS pyXxoMux a3 Bpy4Hy; - 4ac yTpUMaHHs
pucnepuaoHy, NnpuBeAeHUn y BIANOBIAHICTb 4O Yacy
YyTPVYMaHHS Y 3BiTi 3 Banigauii MeToay; -AoAaHi HoBI
XpomaTtorpamu; -A0A4aHO HOBWUIA 3BIT NPO NepeBipKy
cTabinbHoOCTi po34nHy. BBeaeHHst 3amMiH npoTsarom 6-tu
MiCsILIiB Micnsi 3aTBEPOKEHHSA

150.

PIANITPIC

cnpew HasanbHUw,
[030BaHUN,
cycneHxsis, no 56,
120 a6o 240 po3 y
nonieTuneHoBomy
dnakoHi; no 1
dnakoHy 3
A03YH04MM HacoCOM-
po3nuioBayem,
3aKpUTUM
KOBMaYKoM, y
KapTOHHiIl kopobuyi

"meHmapk
dapmacbioTukan
3 Jlta.

IHaia

menmapk
$apmacbioTvkana
Nta.

IHgia

BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu |
Tuny - 3MiHK 3 sikocTi. [OTOBMI Nikapcbkui 3acib.
Cuctema KoHTenHep/3akynoproBanbHui 3acid. 3MiHa
PO3Mipy yNaKoBKM rOTOBOrO MikapCbKoro 3acoby (3miHa
mMacw/o6'eMy BMIiCTy KOHTEHepa GaraTtoi030BOro
nikapcbkoro 3acoby Ans HenapeHTepanbHOro
3acTocyBaHHs (abo 04HOA030BOr0, YaCTKOBOrO
BMKOPUCTaHHS)).

[lonoBHEHHS 3aTBEPDKEHOrO PO3Mipy ynakoBku 56 Ta
240 po3 y nonietnneHoBoMy ¢nakoHi po3mipom
ynakoBku 120 o3, 6e3 BUNyYeHHs1 3aTBEPOKEHNX
po3wmipiB. KinbkicHuiA Ta SKicHWI cknag nakyBarnbHOro
mMarepiany He 3MiHMBCSl. 3MiHW BHECEHO B iHCTPYKLIitO
AN MeguyHoro 3acTocyBaHHS y po3ginu "Ynakoska"
(mONOBHEHHS 3aTBEPKEHOro PO3Mipy ynakoBku 56 Ta
240 po3 y nonietnneHoBoMy ¢nakoHi po3mipom
ynakoBku 120 o3, 6e3 BUNyYeHHs1 3aTBEPOKEHNX
pO3MipiB) 3 BiAMOBIAHNMM 3MiHAMM Y TEKCTi MapKyBaHHS
ynakoBku nikapcbKkoro 3acoby. BeeaeHHsi 3MiH npoTsirom
6-Tv MicaLiB nicnsa 3aTBepAXeHHs. 3MiHuM | Tuny - 3miHK
3 AkocTi. F0TOBMIA Nikapcbkui 3aci6. CTabinbHicTb. 3MiHa
y TepMiHax npugaTHocTi abo ymoBax 36epiraHHsi
rOTOBOIO fikapcbKoro 3acoby (36inbLUeHHs1 TEpMiHY

3a
peuerimom

UA/18235/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
NpVaAaTHOCTI FOTOBOTO flikapcbkoro 3acoby) - [ns
TOProBOi YNakoBkM (MiATBEPAXKYETbCA AaHUMMN
peanbHoro yacy). 36inbLeHHs TepMiHy NpUAATHOCTI
['113.3atBepakeHO: 2 poku. 3anpornoHOBaHO: 3 POKM.
3MiHV BHECEHO B IHCTPYKLIiO AN MEANYHOro
3acTocyBaHHs nikapcbkoro 3acoby y po3gin "TepmiH
npugaTHocTi". BBeAeHHs1 3MiH NpoTArom 6-Tn micsiuiB
nicnsa 3aTBepAXXEHHS.
151.| PO3AMAKC® | kpanni 04Hi, po34mH AT "Apamven Monblwa AT "Apameg ®apma”, Monbwa/ BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:3aMiHm | 3a UA/15147/01/01
no 2,5 mMn po3ynHy y dapma” Monbwa peuis My - 3MiHa MeToay BUNPoOyBaHHS 3@ NOKa3HUKOM peuenmom

nakoHi i3
KpanenbHuueto; no 1

dnakoHy y
KapTOHHiIN kopobui

(BignoBiganbHui 3a
BUNYycCK cepii);
Padapm AT, Npeuis
(BignoBiganbHui 3a
BUPOBHMUTBO, 3a
BUKITHOYEHHSIM BUMYCKY
cepii)

"KinbkicHe BU3Ha4yeHHS" naTaHoNpoCTy B fiKapCbKOMY
3acobi, BUny4eHHs cTagii ekcTpakuii, wo 3anobirae
NOTEHUINHMM BTpaTaM KOHUEHTpaUii 3pa3ka. BeeaeHHsA
3MiH NPOTArom 6-TW MICSILB MiCNsi 3aTBEPOKEHHST; 3MiHU
| TNy - 3MiHa meToAy BMNPOOYBaHHS 3a NOKa3HWKOM
"CynpoBigHi OMiILLKKN" naTaHONPOCTY B fikapCbkoMy
3acobi, BUNy4YeHHs cTagii ekcTpakuii, Wwo 3anobirae
NOTEHUINHMM BTpaTaM KOHUEHTpaUii 3pa3ky. BeegeHHsa
3MiH NPOTAroM 6-Tn MicALIB NicNs 3aTBEPOXKEHHS; 3MiHN
| TNy - PO3LWMPEHHS KPUTEPIiB NPUNHATHOCTI Y
cneuundikauii nikapcbkoro 3acoby Ha BMMNyck Ta Ha
TEepPMiH NpuaaTHOCTI 3a Noka3HukoM "CynpoBigHi
Aomiwku: JllataHonpocTty Ta Tumornony" Ta BUny4YeHHs
OOMiLLKW 5,6 TpaHC-naTaHoNpPOoCT i cyMa ONTUYHOIo
isomepy nataHonpocTy Ta 15S-nartaHonpocTy 3
cneuudikaLii Ha BUMYCK Ta Ha TepPMiH NPUAATHOCTI.
PosLwmpeHHs kpuTepiiB NPURHATHOCTI Y cneuudikauii
nikapcbkoro 3acoby Ha TepMiH NpuaaTHOCTI 3a
nokasHukom "CynpoBifHi Aomiluku: JlataHonpocTty"”
nikapcbkoro 3acoby. BBegeHHst 3MiH npoTsarom 6-tu
MicsiLiB Micns 3aTBEpPOXKEHHS; 3MiHW | TUNY - HagaHHS
OHOBIEHOro cepTudikaTy BiANOBIAHOCTI €BpONeNnchkin
dapmakonei Ha Tumornon Bif yXe 3aTBepoKeHOoro
BUpoGHMKa ADI (3anponoHoBaHo: R1-CEP 2001-296-
Rev 03); 3miHu | TUNY - HagaHHA OHOBMNEHOIO
cepTudikaTy BignosigHoOCTi €Bponencokii hapmakonel
Ha Tumoron Bif yxe 3aTBepmxeHoro BUpobHuka Ad|
(3anponoHoBaHo: R1-CEP 2001-296-Rev 04); 3minw ||
TUNY — BBEOEHHS KPUTEPIIB MPUAHATHOCTI ANst OMILLKM
«Kncnota nataHonpocTy» y cneundikaLito Ha BUNYyCK
(3aTBEpOKeHO: He Binblue 1,0%; 3anponoHOBaHO: Ha
Bunyck — 0,7%; Ha TepmiH npuaaTHocTi — 1,0%.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPPKEHHS; 3MiHU || TUMY - PO3LLNPEHHS KpUTEPIiB
NPUAHSTHOCTI y cneuudikauii nikapcbkoro 3acoby Ha
TepMiH NpuaaTHOCTI 3a NokasHnkoM "KinbkicHe
BM3HaYeHHS JlaTaHoNpocCTy" - po3LWMPEHHS KpUTepIiB
NPUAHSATHOCTI Nikapcbkoro 3acoby Ha TepMiH
npuaaTHOCTI 3a nokasHukoM "KinbkicHe BU3HaYeHHS
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JlaTaHonpocTy" (3aTBepAKEHO: HE MeHLe 47,5 MKr Ta He
Ginble 52,5 mkr nataHonpocty B 1 mn ( Big 95,0% Ao
105,0% Big 3a3Ha4YeHOI KiNbKOCTi NaTaHOMPOCTY Ha
ynakoBLii; 3anponoHOBaHO: He MeHLUe 45 MK Ta He
Ginble 52,5 mkr nataHonpocty B 1 mn ( Big 90,0% Ao
105,0% Big 3a3Ha4YeHOI KiNbKOCTi NaTaHOMPOCTY Ha
ynakosLi). BBegeHHs 3MiH NpoTsrom 6-Tu MicsuiB nicns
3aTBEPKEHHS; 3MiHM || TUNY - HaAaHHS OHOBNEHOI
Bepcii (DMF ver.5.0 February 2011) DMF Ha
JataHonpocT Big Bupo6bHuka APl Yonsung Fine
Chemicals Co., LTD Korea (3anponoHosaHo: DMF
ver.8.0 February 2018)

152.

CArpADA®

TabneTkn, BKpUTI
NniBKOBOKO
o6onoHkoto, no 10
Mr, no 14 TabneTok
y bricTepi, no 2
6nictepu B navui

TOB
"APTEPIYM
nTo”

YkpaiHa

JIABOPATOPIOC
JIECBI, C.J1.

Icnanis

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3miHu I
Tuny - 3MiHn 3 akocTi. A®l. BupobHuuteo. 3miHa
BUPOGHMKa BUXiQHOrO/MPOMIXXHOIO NPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYIOTbCS Y BUpoBHMYOMY npoueci AdI,
abo 3miHa B1pobHMKa (BKMOYatouu, ae HeobxigHo, micue
npoBeAeHHs KOHTponto sikocTi) APl (3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTI €Bponeiickkin hapMakonei y
3aTBEpPAKEHOMY A0ChE)(BBEAEHHSI HOBOrO BUPOOHMKA
A®I, konn He nogaeTbcst macTep-gann Ha APl Ta wo
BUMarae 3Ha4yHoi 3MiHW 40 BignNoBigHOMO po3ainy 4oCbe
Ha AQDI) - BBegeHHs1 HOBOro BUpOBOHUKA BUXiZHOT
peyoBmHN PNO0331, sika BUKOPUCTOBYETLCS NpU
BUpo6HMLUTBI ADI MNpacyrpens Zhejiang Liaoyuan
Pharmaceutical Co., Ltd

3a
peuernmom

UA/18352/01/01

153.

CAJTIO®AIDbK

cynosuTopii
pekTanbHi no 1000
Mr; o 5
Cyno3nTopiiB y
cTpuni; no 2 abo 6
cTpvniB B KOpOOGLIi 3
KapToHY

Op. ®anbk
Papma 'M6X

HimeuumH
a

Bioek3am Al',
LLiBeviLapis
(BMPOBHMK,

BiANoOBiganbHUI 3a
KOHTPOIb SKOCTI);
Bidop CA
LiBanHigepnaccyHr
Mepixemi ETTiHreH,

LLiBenuapis (BUpOGHMK

[030BaHoi hopmu,
nepBuUHHE Ta

BTOPUHHE NaKyBaHHA,

KOHTPOIb IKOCTI);

Bicpop CA, LLseryapis

(BMPOBHMK,
BiANoOBiganbHUI 3a

KOHTpOnb sikocTi); Ap.
Panbk ®apma Mv6X,

Himevuunna
(BignoBiganbHuWii 3a
BWNYCK Cepilt

LLIsenuapis/
Himeyumna

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:aMiHm |
TUMY - 3MiHW BHECEHO [0 iHCTPYKLiT Ans MeanyHoro
3acTocyBaHHS Nnikapcbkoro 3acoby Ao posginis
"OcobnueocTi 3acTocyBaHHA", "MobiuHi peakuii" wono
OHOBIIEHHS iHOpMaLlii 3 6e3neku fito4oi peyoBUHU
BignoBigHo 0o pekoMeHaauii PRAC EMA. BeefeHHs
3MiH NPOTHArom 6 MicsiLiB Nicns 3aTBepoKEHHS

3a
peuernmom

UA/3745/03/03
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KIHLLEEBOro NpoayKTy);
JlozaH dapma 'M6X,
HimeyunHa (BUpOBHMK
[030BaHoi hopmu,
nepBUHHE Ta
BTOPWHHE NaKyBaHHS,
KOHTPOIb SIKOCTI);
JlozaH dapma 'M6X,
HimeyunHa (BUpOGHWK,
BigNOBiganbHUM 3a
KOHTPOIb SKOCTI);
HaykoBo-gocnigHun
iHCTUTYT Xennenep
'M6X, HimeuunHa
(BUPOBHUK,
BigNOBiganbHUIM 3a
KOHTPOJb SIKOCTI)
154.| CANIbBYTAM | iHransuia nig TOB YkpaiHa TOB "MynbTicnpen" YkpaiHa BHECEHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/15683/01/01
on TUCKOM, CyCneH3siq, "MynbTicnpen" TMny - 3MiHK Wopao 6eanekn/edeKTUBHOCTI Ta peuenmom
100 mkr/pgosa; no dapmakoHarnsagy. Beegerns abo 3aminn o
200 po3 npenaparty y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
B antoMiHieBoMy (BBEOEHHS y3aranbHEeHWX AaHKX NPOo CUCTEMY
6anoHi 3 o3yrunm dapmakoHarnsgy, 3MiHa yroBHOBaXXeHOi ocobu,
KrianaHom Ta BiANoBigansHoI 3a 34iMCHEHH:A hapMakoHarnaay;
Hacafkoto- KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHuKa ons
iHransTopom 3 3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLO BOHa
3aXUCHUM BigMiHHa Bi ynoBHOBaeHOi ocobu, BiANoBigansHoi 3a
KoBMa4kom; no 1 30iACHEHHS hapMakoHarnsgy (BKMYaym KOHTaKTHi
6anoHy y navui 3 AaHi) Ta/abo 3MiHKn y po3milLieHHi macTep-anna
KapTOHYy cucTeMu chapmakoHarnsigy) - 3MiHa ynoBHOBaXXeHOT
ocobu 3asiBHUKA, BiANOBIganbHOI 3a hapMakoHarnsga.
Nitouwa pepakuis: Bycurin Onekcanap Cepriniosuy.
MponoHoBaHa pepakuis: 3iHueHko Mapis
BonogumupisHa. 3MiHa KOHTaKTHUX AaHWX
YMOBHOBAXEHOI 0COOM 3asABHMKA, BiANOBIAANbHOI 3a
hapmakoHarnsg
155 COOEPM® PO34UH HaLLKIpHUIA TOB "MIBE YkpaiHa mi6e Mm6X HimeuumHa BHECEHHS! 3MiH 10 peecTpauiiHnX maTepianis:aminu | 3a UA/10254/01/01
0,1 %, no 15 mn, 30 YKPAIHA" ApuHanmiTTenNb TMNYy - 3MiHK 3 AkocTi. CepTucikat BignosigHocTi/lE- peuenmom

M, 50 mn, 100 mn y
dnakoHax 3
KpanensHuueto; no 1
dnakoHy B
KapTOHHIN nayui

cepTudikaT BignoBiaHOCTI EBponenchbKil

dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBJIEHOro cepTudikarta BiANoBI4HOCTIi 200 BUIyYEHHSs
cepTudcpikaTa BignosigHocTi €Bponeiickkini hapmakonei:

ona A®l; ona suxigHoro

marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, LLO

BUKOPUCTOBYOTbCS Y BUpoOHUUTBI ADI; Anst fonoMixxHOT
peyoBUHYM (cepTudikaT BigNoBiAHOCTI EBpONENCHKil
dapmakonei) - BunyyeHHs cepTudikatis (3a HassBHOCTI
MynbTUNIETHOrO cepTudikata Ha maTtepian);
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3anponoHosaHo: Crystal Pharma S.A.U, IcnaHis
156., CONNANriH kancynu, no 10 ToBapucTso 3 Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:aminu | 3a UA/12311/01/01
kancyn y 6nictepi; obmexeHo obmMexeHo TMny - nogaHHs Hosoro CEP Ne RO-CEP 2016-295-Rev peuenmom
no 1 Gnictepy y BignosiganbHicT BiANoBiganbHicTO 03 ana A®I kogeiHy docdaty remirigpaTy Big HOBOro
kopobLii 3 KapTOHY 10 "XapkiBcbke "XapkiBCbke BuMpobHka MACFARLAN SMITH LIMITED, United
tapmaLeBTUYHe (bapmaLeBTNYHE Kingdom (Annan) go Bxe 3atBepgkeHoro MACFARLAN
niagnpueMCTBO nianpUEMCTBO SMITH LIMITED, United Kingdom (Edinburgh)
"3p0opoB'sa "3popos'a Hapoay"
Hapogy"
157/ CONYBITH nioginizat Ans Ppeseniyc Kabi HimeyumH ®peseHriyc Kabi AB, Lsewis/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:3minu | 3a UA/17609/01/01
po34nHy ans Honunang MM6X a LLBeuisa (mapkyBaHHs, Kutan TUMY - OHOBJIIEHHS BXXE 3aTBEPKEHNX METOAIB peuernmom
iHdy3in; no 1 nakyBaHHS, KOHTPOb KOHTPOJIO SIKOCTI Nikapcbkoro 3acoby, a came:
nakoHy 3 AKOCTI, BUNYCK cepii); BVKMaAEHHS TEKCTY Aep>XaBHOK MOBOHO 3riJHO Cy4acHMX
nioginizatom, no 10 ®peseriyc Kabi BMMOT
chnakoHiB y ccnu, Kuran
KapTOHHiIN kopobui (BMpOBHMLTBO,
MapKyBaHHS,
nakyBaHHs1)
158/ CNA3BMOMEH | tabnetkn, BKpuTi A. MeHapiHi ITanisa A. MeHapiHi ITanis/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3minu | 3a UA/7146/01/01
® NniBKOBOO IHgycTpie MaHyakTypiHr HimeyunHa TMNYy - 3MiHW Woao 6e3neku/edeKkTMBHOCTI Ta peuernmom
obornoHkoto, no 40 dapmaueyTnye TNoricTikc eHa capmakoHarnsigy. BeegeHHs abo 3miHm oo
mr no 10 Tabnetok y Piynite C.p.J1. Cepsicec C.p.J1., y3aranbHeHVX AaHuX Npo cuctemy bapmakoHarnsgy
6nictepi; no 3 ITania (BMpobHMLTBO (BBEOEHHS y3aranbHEeHWX AaHVX NPO cucTemy
Gnictepu B "in bulk", nakyBaHHs hapmakoHarnsigy, 3MiHa yroBHOBaXeHOI ocobu,
KapTOHHIN kopobLyj; Ta BUNycK cepin); A. BiZNOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay;
no 15 rabnetoky MeHapiHi KOHTaKTHOI 0cobu 3 dhapmakoHarnagy sasBHvKa Ans
6nicTtepi no 2 MaHydakTypiHr 34iicHeHHs dapmakoHarnagy B YKpaiHi, KO BOHa
onictepu B JloricTikc eng BiAMiHHA Bif, YNOBHOBaXXE€HOI 0COOM, BiAnoBiganbHoI 3a
KapTOHHIN kopobui Cepsicec C.p.J1., 3AiNCHEHHA hapmakoHarnsgy (BKMYakym KOHTaKTHi
ITanis (koHTponb Ta OaHi) Ta/abo 3MiHM y po3milLieHHi MacTep-anna
BUNYCK cepin); cucTemMu chapmakoHarnsgy) - 3MiHa KOHTakTHOI ocobu
BEPIIH-XEMI AT, 3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsag B YkpaiHi.
HimeyuunHa lMponoHoBaHa pepakuis: Kysep MapuHa BacunisHa.
(BMpoBHMLTBO "in 3MiHa KOHTaKTHMX AaHNX KOHTaKTHOI 0cobu 3asiBHUKA,
bulk"); BEPJTIH-XEMI BiAMOBiAanNbHOI 3a 34iNCHEHHst hbapmakoHarnsay B
Al’, HimeyuunHa YkpaiHi
(nakyBaHHS, KOHTPOIb
Ta BUMYCK cepii)
159./ CTOPBAC TabneTku, BKPUTI CaH IHais CaH PapmacbioTukan IHais BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/0778/01/02
NniBKOBOKO dapmacbioTukan IHpacTpis Jliviten TMNYy - 3MiHK Woao 6e3nekn/ePeKTUBHOCTI Ta peuenmom
obornoHkoto, no 20 IHpacTpis dapmakoHarnsay - BHECEHHS 3MiHM [0 po3ainy
mr; no 10 TabneTok Nimiten «MapkyBaHHsa» MKA J13:

y bnictepi; no 3 abo
no 9 Gnictepis y
KapTOHHI kopobui

3anponoHoBaHo: MAPKYBAHHA 3rigHo 3aTtBepa)KeHoro
TEKCTY MapKyBaHHS1. OHOBINEHHS TEKCTY MapKyBaHHSA
ynaKkoBKW fikapcbKoro 3acoby 3 BHECEHHSIM iHdopmaLlii
LLIOA0 3a3HaYEHHS OOUHWL BUMIPIOBaHHS y cuctemi S,
iHdbopmaLis wono BHeceHHs 2D koay, norotuny
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KOMNaHii Ta iHWOoi TeXHIYHOI iHhopmaLii BUpobHMKa
160., CTOPBAC TabneTku, BKPUTI CaH IHgis CaHn ®apmacbloTukan IHgis BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | 3a UA/0778/01/01
nniBKOBOK dapmackioTukan IHgacTpis Jlimiteq TMNYy - 3MiHK Woao 6e3nekn/eeKkTMBHOCTI Ta peuenmom
obonoHkoto, no 10 IHgacTpi3 hapmakoHarnsgy - BHECEHHs 3MiHM [0 po3ainy
mr; no 10 TabneTok NimiTeq «MapkyBaHHa» MKA N3:
y BnicTepi; no 3 abo 3anponoHoBaHo: MAPKYBAHHA 3rigHo 3aTtBepa)keHoro
no 9 bnictepis y TEKCTYy MapKyBaHHSA. OHOBMEHHS TEKCTY MapKyBaHHS
KapTOHHiN Kopobui yNaKoBKW MnikapCbKoro 3acoby 3 BHECEHHAM iHdhopmaLlii
LLoAOo 3a3HavYeHHs OAVHWLE BUMIPIOBaHHSA Y cuctemi Si,
iHdbopMmalList woao BHeceHHs 2D koay, norotuny
KOMMaHii Ta iHLWOi TeXHIYHOI iHdopmaLii BUpobHuka
161.| TA®IKCUN TabneTkn, BKpUTI dapma basapis MopTyrani JlabGiaHa Icnania BHECEHHS 3MiH IO peecTpaLiiHMX maTepianis:aMiHm | 3a UA/17403/01/01
NniBKOBOO IHTepHaujioHan A dapmaueBTikarnc, TUMY - NOAAHHS OHOBIIEHOTO cepTudikaTa BiANoOBIAHOCTI peuernmom
obornoHkoto, no 500 (PBI) C.JLY. €sponewicbkin dapmakonei Ne R1-CEP 2006-142-Rev
mr; no 10 TabneTok MopTyraniq, 02 ans A®Il TpaHekcaMOBOI KACNOTY Bif BXe
y brictepi; no 2, 3, 6 HOHin. Ilga. 3aTBepakeHoro BmpobHuka Hunan Dongting
abo 10 GnicTtepiB y Pharmaceutical Co. Ltd, China, y Hacnigok oHOBneHHs
KapTOHHIN ynakoBLi BUMOT MoHorpadii €®; amiHu | TMNY - nogaHHsA HOBOroO
cepTudikaTa BignoBiAHOCTI €Bponenchbkin dapmakonei
Ne R1-CEP 2008-186-Rev 01 anst A®I TpaHekcaMoBOi
KMCIOTH Big HoBoro BMpo6Huka ASAHI KASEI
FINECHEM CO., LTD., Japan (OONOBHEHHS)
162.| TETPAKCUM cycnensis ans CaHodi MacTep ®paHuis CaHodi MNacTtep, PpaHuis/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:3minu | 3a UA/13069/01/01
®ITETRAXIM iH’ekuin, no 1 PpaHuist (NOBHUIA LMKN YropwuHa TUNY - 4OAaBaHHS anbTepHaTUBHOIO BUPOGHMKa (Spi peuenmom
BAKUUHA nonepegHL0 BUPOOHMLTBA, Pharma, France) rento antomitito rigpokcung VAC20HA®,
ansa 3anoBHeHOMY KOHTPOMb SKOCTI, LLIO BUKOPUCTOBYETLCH NPU BUPOOHNLTBI 2-
NPO®INAKT wnpwvyy no 0,5 mn BTOPUHHE MaKyBaHHS, koMnoHeHTHoi Acellular Pertussis Drug Substance.
KU (1 po3a) 3 Bunyck cepii); CaHodi- TepmiH BBeAEHHS 3MiH - moTuin 2023 poky
OUGTEPI, NPUKPINIEHO AgeHrTic Mpansit Ko.
NMPABLUA, ronkoto (abo 2-ma Nra., NMnatdopma
KALLITIOKY OKpeMUMU rorkamu), noricTkn Ta
(ALUENIONAP | wo mictuTb AncTpubyuii y m.
HUA cycneHsito Ans ByganewT, YropwuHa
KOMMOHEHT | iH’exuii, B KApTOHHIN (BTOPVHHE MaKyBaHHS,
) TA kopo6ui; no 1 BUMYCK Cepii)
noniomieni nonepeaHLo
TY 3anoBHeHOMY
AOCOPBOBA | wnpuuy no 0,5 mn
HA, (1 po3a) 3
IHAKTUBOBA | npukpinneHoto
HA, PIOKA ronkoto (abo 2-ma

OKpEMUMU ronkamu),
WO MiCTUTb
cycneHsito ans
iH’€KLiN B KAPTOHHIN
Kopobui, B skin
MICTUTbCS
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
cTaHgapTHO-
€eKCMopTHa ynakoBka
Ta IHCTpyKUia anga
MeANYHOro
3aCTOCYBaHHS
163.| TIEHAM® NOpOLUOK ANs Mepk Wapn i Lsenuapi Mepk LWapn i Joym Higepnangu BHECEHHS 3MiH [0 peecTpauiiHux maTepianis:amiHm | 3a UA/0524/01/01
pPO34mnHy Ans Ooym IOEA a b.B., Higepnarnaun / CLUA/ TUMY - 3MiHN BHECEHO B IHCTPYKLIiO A11S1 MeANYHOro peuenmom
iHcpysin; 10 M6X (BTOPVHHE NaKyBaHHS, ®paHuis 3aCTOCyBaHHS fikapcbKkoro 3acoby Ao po3ainis
c¢nakoHiB 3 [003BiN Ha BUMNYCK "BupobHuK" Ta "MicLe3HaxomkeHHs BUPOOHUKa Ta
NOPOLLUKOM Y cepii); Mepk Wapn i agpeca Micua NpoBaKeHHS Noro AisnbHocTi" 3
nnacTMKoBOMy Hoym Kopn., CLLA BiAMOBIAHMMW 3MiHAMW B TEKCTi MapKyBaHHS YNaKkoBKu
nigaoHi (BUPOBHWMK nikapcbkoro 3acoby y po3aini "HanmeHyBaHHS i
Hepo3dgacoBaHoI MicLue3HaxomKeHHs1 BUpobHuKa Ta/abo
npoaykuii, NnepBuHHe 3asBHUKA" (BUNyYeHHSA BUPOBHWMKa, BiANOBiAansHOro 3a
nakyBaHHs); PAPEBA BUPOBHMLTBO HEPO3hacoBaHOI NPOAYKLii Ta nepBMHHE
MipaGenb, ®paHuis nakyBaHHsi i3 TEKCTY iHCTPYKLIi Ta TEKCTY MapKyBaHHS).
(BTOPVHHE MaKyBaHHS, BBeaeHHs 3miH npoTarom 6-Tu micauis nicns
[003BiN Ha BUMNYCK 3aTBEpPAKEHHS; 3MiHN || TMNy - 3MiHN BHECEHO B
cepii) IHCTPYKUIitO 4NA MeANYHOro 3aCTOCYBaHHS NMiKapCbKOro
3acoby no posainis "®apmakonoriyHi BmacTneocTi”,
"B3aemogisi 3 iHWM1MK nikapcbkuMm 3acobamm Ta iHLwi
Buau B3aemogin”, "OcobnmeocTi 3actocyBaHHA",
"3acTocyBaHHs y nepioA BariTHOCTi abo rogyBaHHs
rpyaaro”, "34aTHiCTe BNAMBATU Ha LIBUAKICTb peakuii
npu KepyBaHHi aBTOTpaHCNOPTOM abo iHLWNMK
mexaHismamu,"[itn" (yTouHeHHs iHdpopmalii), "MobivHi
peakuii”.
BBeaeHHs 3MiH NnpoTsrom 6-Tu Micauis nicns
3aTBEPOKEHHS
164., TPUOEPM® kpem; no 15rB OpraHoH LLisenuapi LWepiHr-Mnay Na6o Benbris BHECEHHS 3MiH 10 peecTpauiiHnX maTepianis:amiHu | 3a UA/2022/01/01
antomiHiesin Tyoi; no CeHTtpan lct 4 H.B. TMNYy - 3MiHK Woao 6e3nekn/ePeKTUBHOCTI Ta peuenmom
1 Ty6i y KapTOHHIN m6X dapmakoHarnsagy. BeegernHs abo 3aminn o

kopob6ui; no 30 r B
antoMiHiein Tybi; no
1 Ty6i y KapTOHHIN
kopoobui

y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
(BBEOEHHS y3aranbHEHWX AaHKX NPO cUCTeMy
dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
BiA4noBiganeHoI 3a 34iMCHEHHs hapMakoHarnsay;
KOHTaKTHOT 0cobu 3 chapmakoHarnsgy 3asBHuKa ans
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLO BOHa
BigMiHHa Bif ynoBHOBakeHOi ocobu, BianoBigansHoi 3a
30iNCHEHHS1 (hapMakoHarnsay (BKMYaym KOHTaKTHi
AaHi) Ta/abo 3MiHKM y po3milLieHHi MacTep-danna
cucTeMu chapmakoHarnsigy) - 3miHa ynoBHOBaXeHOI
ocobu 3asiBHUKa, BiANOBIAanbHOI 3a hapmakoHarnsg.
MponoHoBaHa pepakuia: MapiaHHa Bank-KopTteHpaag.
3MiHa KOHTaKTHUX JaHWUX YNOBHOBaXEHOi 0cobu
3asBHMKA, BiANOBiAanbHOI 3a 34iNCHEHHS
cbapmakoHarnsgy. lNponoHoBaHa pegakuis:
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o
noceio4yeHHs1

MoTuniHcbka OneHa BitaniiBHa. 3MiHa KOHTaKTHMX
OaHMX KOHTaKTHOI 0cobU 3asiBHKKA, BignoBigansHoi 3a
3piicHeHHs hapmakoHarnagy B YkpaiHi. 3miHa micus
3AiICHEHHA OCHOBHOI AisiNbHOCTI 3 chapMakoHarnsay.
3miHa micue3HaxoOXeHHs macTep-thanina cuctemu
hapmakoHarnsgy Ta horo Homepa

165.

TPUDAC® 10
AMNYINN

pO34MH Ans iH'ekuin,
10 Mr/2 M no 2 mn
B amnyni, no 5
amnyn y kopobui

MeHapiHi
IHTepHelwoHan
OnepeWnLoHc
TTrokcembypr

A

Jlrokcemby
pr

A. MeHapiHi
MaHyakTypiHr
TNoricTikc eHa
Cepsicec C.p.J1.

ITania

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3miHu |
TUNy - 3MiHW Wwopo 6eanekn/edekTMBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3miHv oo
y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
(BBEAEHHS y3aranbHEHUX AaHUX MPO CUCTEMY
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
KOHTAKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHUKa ansi
34iNCHeHHA chapmakoHarnsaay B YKpaiHi, AKWwo BoHa
BigMiHHa Bif, YNOBHOBa)xeHOI 0cobu, BignoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKMoYayy KOHTaKTHi
naHi) Ta/abo 3MiHM y po3milLieHHi MacTep-danna
cuctTemMmn dhapMakoHarnagy) - 3MiHa KOHTakTHoi ocobu

3asBHUKA, BiAMOBIAANbLHOI 3a hapMakoHarnsag B YKpaiHi.

MponoHoBaHa pepakuis: Kyyep MapuHa BacunisHa.
3MiHa KOHTaKTHMX AaHWX KOHTaKTHOI 0COBU 3asiBHUKA,
BiZNOBIganbHOI 3a 34iMCHEHHSA hapMakoHarnsay B
YkpaiHi

3a
peuernmom

UA/2540/03/01

166.

TPUDAC® 20
AMNYNN

PO34MH Ans iH'ekuin,
20 mr/ 4 mn; no 4 mn
B amnyni; no 5
amnyrn y KapTOHHI
Kopobui

MeHapiHi
IHTEepHelwoHan
OnepenLoHc
JTrokcembypr
C.A.

JTrokcemby
pr

A. MeHapiHi
MaHyakTypiHr
TNoricTikc eHa
Cepsicec C.p.J1.

ITanis

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:3minu |
TMNYy - 3MiHK Woao 6e3nekn/ePeKTUBHOCTI Ta
dapmakoHarnsgy. BeenerHs abo 3amiHn go
y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
(BBEAEHHS y3aranbHEeHWX AaHNX Npo cUcTemy
hapmakoHarnsigy, 3MiHa yroBHOBaXeHOI ocobu,
BiZNOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTAKTHOI 0cobM 3 hapmakoHarnsgy 3asiBHUKa ansi
34iicHeHHs dhapmakoHarnagy B YKpaiHi, KO BOHa
BigMiHHa Bi ynoBHOBaeHOi ocobu, BianoBigansHoi 3a
3AiNCHEHHSA hapmakoHarnsgy (BKMYaym KOHTaKTHi
OaHi) Ta/abo 3MiHM y po3milLieHHi MacTep-ainna
cucTeMu hapmakoHarnsigy) - 3MiHa KOHTakTHOI ocobu

3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsag B YkpaiHi.

lMponoHoBaHa pepakuis: Kyyep MapuHa BacunisHa.
3MiHa KOHTaKTHWUX AaHUX KOHTaKTHOI 0CObM 3asBHUMKa,
BiZNOBIganbHoI 3a 34iMCHEHHSA hapMakoHarnsay B
YkpaiHi

3a
peuernmom

UA/2540/03/02

167.

TPUDAC®
COR

Tabnetku no 5 mr,
no 10 Tabnetok y
Gnictepi, no 3

MeHapiHi
IHTEepHelLoHan
OnepeinoHc

JTrokcemby
pr

BEPNIH-XEMI AT,
HimeyunHa
(BUPOBHMLTBO

Himeyunna

BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis:3miHu |
TMNYy - 3MiHK Woao 6e3nekn/ePeKTUBHOCTI Ta
dapmakoHarnsigy. BeegerHs abo 3MiHu go

3a
peuenmom

UA/2540/01/02
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Gnictepun y JTrokcembypr Tabnetok in bulk , y3aranbHeHUX AaHux Npo cuctemy dapmakoHarnsgy
KapTOHHiN Kopobui C.A. KOHTpO~b cepii ); (BBEAEHHSA y3aranbHEHWX AaHWX NPO CUCTeMy
BEPJIIH-XEMI AT, dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
HimeuumnHa (kiHueBe BifNOBIganbHoI 3a 34iCHEHHS hapMakoHarnsay;
nakyBaHHsi, KOHTPOIb KOHTaKTHOi 0cobu 3 hapmakoHarnsgy 3asiBHUKa Ans
Ta BUMycK cepii) 3piicHeHHs hapmakoHarnagy B YkpaiHi, SKLWO BOHa
BigMiHHa Bif, YNOBHOBa)XeHOI 0co0M, BignoBigansHoi 3a
3AiNCHEHHA apmakoHarnsgy (BKMYadm KOHTaKTHi
naHi) Ta/abo 3MiHKM y po3milLieHHi MacTep-tanna
cucTemMmn hapMmakoHarnagy) - 3MiHa KOHTakTHoOi ocobu
3asBHUKA, BiAMNOBIAANLHOI 3a hapMakoHarnag B YKpaiHi.
MponoHoBaHa pepakuis: Kyyep MapuHa BacunisHa.
3MiHa KOHTaKTHMX AaHWX KOHTaKTHOI 0CcOBU 3asiBHUKA,
BiNOBIganbHOI 3a 34iMCHEHHA hapMakoHarnsay B
YKpaiHi
168.| TPOMBOUWUA | renb, 15mr/rno40r beHe- HimeyumH Bupo6Humk Himeyumna BHECEHHS 3MiH O peecTpaLiHMX maTepianis:3aMiHu | 6es UA/9234/01/01
abo no 100 r y Ty6i; ApuHanmiTTens a Hepo3dacosaHoro Tuny - 3miHa B crnieumndikauii M3 Ha MomeHT Bunycky 3a peuenma
no 1 1y6iy m6X nNpoAayKTy, NEPBUHHE nokasHukom «MikpoGionoriyHa YncToTa» 3 BignoBigHUM
KapTOHHiI kopobui nakyBaHHs1, BTOPUHHE OHOBMEHHSM MeToay BMNpPoOyBaHHS, a came: 3MiHa
nakysaHHsi: C.P.M. nepioANYHOCTI KOHTpOnio 3 «BunpobyBaHHs
KoHTpakTt®apma NPOBOAMUTLCA HE Ha KOXHIl cepii, ane He pigwwe 1 cepil
'M6X, HimeuyumnHa; Ha pik» Ha «BunpobyBaHHA NPOBOANTLCS AN KOXHOT
KoHTponb sikocTi: nepLuoi cepii BUpobHUYoi kamnaHii, ane He piawe 1 cepii
6eHe-ApuHanmiTTenb Ha pik»; 3MiHU | TUNY - HE3Ha4YHi 3MiHK B aHanNiTU4HOMY
MM6X, HimeuuunHa; meTogi «lgeHTudikauis edipHux onini» (TLUX), a came:
MikpobionoriuHun BVIKOPVICTOBYETbLCS iHLIWI poTaLUiiHMIA BUNapoByBaY Ans
KoHTponb: Ap. MpaHep nepeBipky ineHTUYHOCTI edpipHmx onini. Cam MeTog TLUX
& MapTHep MmBX, 3anMLIaeTbCst HE3MiHHUM
Himewuunna; Jo3Bin Ha
BUNycK cepii: beHe-
ApuHaimitTens MvbX,
HimeyumHa
169.| TPYBAOA® TabneTku, BKPUTI linean CLLA lnean CalieHcus IpnaHgis/ BHECEHHS! 3MiH 10 peecTpauiiHnx maTepianis:aminu | 3a UA/8375/01/01
NniBkOBOIO CaieHcms, IHk. Avienenp tOC, HimeuyunHa TMNy - oHoBneHo NnaH ynpaeniHHA pu3nkamu Bepcis peuenmom

obonoHkoto, no 200
mr/300 mr; no 30
TabneTok y cnakoHi;
no 1 dnakoHy B
KapTOHHI kopobui

IpnaHgia (Bunyck
cepin, NnepBuHHa Ta
BTOPWHHA YNaKoBKa,

KOHTPOIb SKOCTI);
KataneHTt xepmaHi

LopHaopd MvbX,

HimeuunHa (nepBuHHa
Ta BTOPWHHA
ynakoBka); MinmayHT
Xenckea JlTa.,
IpnaHgis (BTOpUHHa
ynakoBka); Takena

'M6X, HimeyyunHa

17.0. 3miHn BHeceHo o yacTuH: || «Cneumndikauis 3
6e3nekn», lll «MnaH 3 papmakoHarnsgy», VIl
«[dogaTkny y 3B’A3Ky 3 OHOBNEHHsM [MnaHy ynpaBniHHA
pusukamu Ans nepernsgy TepmiHy HagaHHS
OCTaTOYHOrO 3BiTY ANs AocnimkeHHs GS-US-276-0104;
3MiHu Il TUNy - oHoBReHo lNnaH ynpasniHHA pu3vkaMmm
Bepcia 18.0. 3miHn BHeceHo Ao YacTuH: | «3aranbHa
iHdpopmauisi», Il «Cneuudikauis 3 6e3neku», Il «MnaH 3
dapmakoHarnsgy», V «3axoau 3 MiHimizauii pusukisy,
VIl «JopaTku» y 3B’A3Ky 3 3aBEpLUEHHAM ABOX
nocnimxeHb kateropii 3 (gocnimkeHHs GS-US-276-0103
Ta pocnigxeHHs GS-US-276-4027) Ta BHECEHHSI
iHdbopMauii 3 dpapmakoHarnagy 3 kareropii ons
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
(BUPOBHMLTBO, peecTpoBoro gocnigpkeHHs GS-US-276-4487, 3rigHo 3
nepBuHHa Ta pilueHHsM €Bponencbkoi MeanyHoi areHii (EMA)
BTOPWHHA yNakoBKa,
KOHTPOIb SIKOCTi)
170.| YNbTPA®AC | Ttabnetku, BKpUTI dapmaLeBTUYHU Monbwa dapmaueBTUHHUIA Monbuwa BHECEHHS 3MiH 0 peecTpaLinHMX maTepianis:3aMiHm | 3a UA/12296/01/01
TUH obornoHkoto, no 100 1 3aBOA 3asop "MOJIbAAPMA" TUNYy - NOAaHHA OHOBMEHOro cepTudikaTta BiAnoBigHOCTI peuenmom
mr; no 10 TabneTok "TONb®APMA" C.A. €Bponeicbkini papmakonei Ne R1-CEP 2002-097 - Rev
y 6nictepi; no 1 abo C.A. 04 gnsa girovoi pevosmHu Ketoprofen Big Bxe
no 2 6nictepu B 3aTBepakeHoro BMpobHuka S.I.M.S. S.R.L., ITanis;
kopobui; no 20 3MiHu | TMNY - NOA4aHHA OHOBNEHOrO cepTudikaTa
TabneTok y 6nictepi; BignoBigHocTi €Bponericekin dapmakonei Ne R1-CEP
no 1 Gnictepy B 2002-097 - Rev 05 gnsa gitoyoi pevoBurHM Ketoprofen Big,
KapTOHHiIN kopoOLi BXe 3aTBepmpkeHoro Bupobruka S.I.M.S. S.R.L., ITanis
171 ®ACTYM® renb 2,5% no 20, A. MeHapiHi ITanisa A. MeHapiHi ITanisa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:3minu | 3a UA/10841/01/01
F'ENb abo 30r,a6o 50T, IngycTpie MaHydakTypiHr TMNYy - 3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta peuenmom
a6o 100 r y Ty6i; no dapmaueyTnye JloricTikc eHp, capmakoHarnsgy. BeegeHHs abo 3amiHm oo
1 Ty6i B KAPTOHHI Piynite C.p.J1. Cepsicec C.p.J1. y3ararnbHeHVX AaHvX Npo cuctemy dapmakoHarnsgy
kopo6bui, no 100 ry (BBEAEHHSA y3aranbHEHMX AaHUX MPO CUCTEMY
KOHTEVHepi 3 dapmakoHarnsgy, 3MiHa YroBHOBaXXeHOi ocobu,
MeXaHi4YHUM BiAMOBiAaNbHOI 3a 34iNCHEHHs hbapmakoHarnsay;
posatopom; no 1 KOHTaKTHOI 0cobu 3 chapmakoHarnsgy 3asiBHv1Ka ons
KOHTEViHepy B 3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
KapTOHHIN kopobui BiAMiHHa Bifj ynoBHOBaXeHOi ocobu, BiAMoBiAansHoi 3a
30iACHEHHS hapmakoHarnsgy (BKMYaym KOHTaKTHi
AaHi) Ta/abo 3MiHKn y po3milLieHHi macTep-banna
cucTemMu chapmakoHarnsgy) - 3MiHa KOHTakTHOi ocobu
3asiBHMKA, BignoBiganeHoi 3a dhapMakoHarnsag B YkpaiHi.
lMponoHoBaHa pepakuisa: Kyuep MapuHa Bacunisra.
3MiHa KOHTaKTHUX JaHUX KOHTaAKTHOI 0cobM 3asiBHUKA,
BiAnoBiganbHoi 3a 3AiMCHEHHSA dhapMakoHarnsay B
YKpaiHi
172.| ®PNAMIOE3® TabneTtkn, BKpUTI OPIrAHOCWH OAE EBepTomkeH Nandg IHais BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:3aMiHm | 3a UA/7061/01/01
nniBKOBOK NANOCAEHCH CaeHcus Jlimiten TUMY - 3MiHW BHECEHO A0 [HCTPYKLii Ans Meanu4Horo peuenmom
obornoHkoto, no 10 3 (E®P 3ETI) 3acTocyBaHHS NnikapcbKoro 3acoby Ao po3gainis:

TabneTtok y 6nicrepi;
no 1, aéo no 3, abo
no 10 6nictepiB y
KapOHHi nayui

"OcobnusocTi 3actocyBaHHA" Ta "lMepeno3yBaHHSA"
BiANOBIAHO 40 OHOBMEHOI iHbopMaLii 3 6e3neku
3aCTOCyBaHHSA Aito40i pevyoBMHM NapaueTamor.

BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAXKEHHS; 3MiHuM | TUNY - 3MiHWM BHECeHOo Ao
IHCTPYKUiT ANst MEQUYHOrO 3aCTOCYBaHHS NikapCbKoro
3acoby no posainis: "OcobnMBOCTI 3acToCcyBaHHS",
"MobiuHi peakuii" WwWoano 6e3neky 3acTocyBaHHS Aito4oil
PEYOBUHM OUKITOEHAK BiAMOBIAHO 4O peKOMeHAALN

PRAC. BBeaeHHst 3MiH npoTaromM 6-Tu micsauiB nicns
3aTBEPAKEHHS; 3MiHuM | TUNY - 3MiHWM BHECeHO A0

IHCTPYKUiT ANst MEONYHOrO 3aCTOCYBaHHS NikapCbKoro
3acoby Ao po3ginis: "B3aemogis 3 iHLIMMK NiKapCbKnMu
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3acobamu Ta iHWi BMan B3aemogin", "3actocyBaHHs y
nepion BariTHocTi abo rogyBaHHs rpyaa” BiAnoBigHO
[0 OHOBIEHOI iHbopmaLii 3 6e3nekn 3acTocyBaHHS
LiroYmnx pevyoBuH. BBegeHHs 3MiH NpoTarom 6-Tu micauis
nicnsa 3aTBepAXXEHHs!
173.| ®NIOCIH® Kancynu Teepai 3 MeHapiHi JTiokcemby | MeHapiHi-®oH XerigeH | Himeuyunna/ BHECEHHS 3MiH O peecTpaLinHMX maTepianis:3aMiHu | 3a UA/8350/01/01
mMoaundikoBaHNM IHTepHeluoHan pr 'mM6X, HimeuuunHa Icnanis/ TUNy - 3MiHW Wwopo 6eanekn/edekTBHOCTI Ta peuernmom
BMBINIbHEHHSAM MO OnepenoHc (nakyBaHHS, KOHTPOIb Ipeuis apmakoHarnagy. BeegeHHsi abo 3amiHm oo
0,400 mr no 10 JTrokcembypr Ta BUNYCK Cepint); y3aranbHEeHUX AaHnX Npo cuctemy chbapmakoHarnsgy
kancyn y 6nictepi; C.A. PotteHgopd ®apma (BBEAEHHSA y3aranbHEHMX AaHUX MPO CUCTEMY
no 3 6nictepn y 'm6X, HimevunHa dapmakoHarnsgy, 3MiHa YroBHOBaXXeHOi ocobu,
KapTOHHiIN kopoOLi (BUMPOGHMLTBO "in BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
bulk", KOHTpOnb KOHTaKTHOI 0cobu 3 chapmakoHarnsgy 3asiBHUKa ansi
cepin); CiHTOH 3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
Xicnanisa C.J1., IcnaHis BigMiHHa Bif, YyNOBHOBaXkeHOI 0cobu, BignosiganbHoi 3a
(BUMPOGHMLTBO "in 3iicHeHHs hapmakoHarnsgy (BKMYaryn KOHTaKTHI
bulk", nakyBaHHs, AaHi) Ta/abo 3MiHKn y po3milLeHHi macTep-anna
KOHTPOrb Cepilt); cuctTemMmn hapMakoHarnagy) - 3MiHa KOHTakTHoOi ocobu
damap AB.E. 3asiBHMKa, BigNOBiAanbHOI 3a hapMakoHarnsg B YKpaiHi.
AnTOycca MNnaHT , lMponoHoBaHa pepakuisa: Kyvep MapuHa Bacunisra.
peuis (BUPOBHMLTBO 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0COOW 3asiBHUKA,
"in bulk", nakyBaHHs, BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnagy B
KOHTPOIb Cepin) YkpaiHi
174.| ®NYKOHA30 | po3uuH ans iHgysin, HouipHe YkpaiHa [HovipHe nignpnemcTso YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:3aMiHu | 3a UA/17333/01/01
n 2 mr/mn; no 100 mn nignNpUeEMCTBO "®apmaTpeng” TUMY - 3MiHN BHECEHO A0 [HCTpyKLii Ans MeguyHoro peuenmom
B KOHTeNHepi (KoxeH "®apmatpeng” 3acTocyBaHHS NnikapCcbKoro 3acoby Ao po3gainis:
KOHTenHep "®apmakonoriyHi BnactusocTi", "OcobnusocTi
[0[aTKOBO 3actocyBaHHs", "3acTocyBaHHs y nepio BariTHocTi abo
yMakoBYOTb Y MMiBKY rogyBaHHs rpyaat”, "MobivHi peakuii” woao 6e3neku
nonimepHy); no 1 3aCTOCyBaHHSA Aito4oi pevyoBUHN (OyKOHA301 BiAMNOBIAHO
KOHTEViHepy B no pekomeHpain PRAC
KapTOHHiIN kopobui
175.| ®NYKOHA30 | po3uuH ans iHgysin, AHaHTa Benuka €sponaiic Xentkeap IHAis BHECEHHS 3MiH 10 peecTpauiiHuX 3a UA/10739/01/01
n 200 mr/100 mn no Megikeap JlTa. BpuTtaHisa Mer. JiTa. marepianis:BUNpPaBieHO TEXHIYHY MOMUIIKY Y TEKCTi peuernmom
100 mn B MapKyBaHHS MEPBUHHO| Ta BTOPVMHHOI YNaKoBK/
KOHTelHepi; no 1 nikapcbkoro 3acoby: 3anponoHoBaHo: NepBUHHA
KOHTelHepy B ynakoska 2. KINTbKICTb JIK04Ol PEHOBWHW 100 mn
Kopooui (ml) po3umnHy micTaTe: PniykoHason 200 mr (mg);
BTOpUHHa ynakoeka 2. KINbKICTb AIK0YOI PEHOBUHU
100 mn (ml) po3unHy micTaTh: [litoya peyoBuHa:
dnykoHason 200 mMr (mg). 3asHayeHe BUNpPaBneHHs!
BignoBigae matepianam peecTpauinHoro 4ocbe
176.| ®INYOPOYPA | po3uvH Ans iH'ekuin Mictpan Kenitan AHrnig XaynT ®apma HimeyumHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis:3minu | 3a UA/15418/01/01
Lun- BICTA 50 mr/mn no 5 mn MeHemKMeHT BonbgpaTtcxayseH TMNYy - 3MiHK Wwoao 6e3nekn/ePeKTUBHOCTI Ta peuenmom
abo 10 mn, abo 20 Nimiteq 6X hapmakoHarnsigy. 3miHa y KopoTKili XapakTepucTuui

MI1 PO34MHY Ans

nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
iH'ekUin y pbnakoHax; Ona Megu4yHoro 3aCTocyBaHHA Ha NigcTaBi perynspHo
no 1 cdonakoHy y OHOBINIOBaHOIO 3BiTYy 3 6e3neku nikapcebkoro 3acoby, abo
KOpoO6Li 3 KapTOHY pocrigpkeHb 3 6e3neky 3acTocyBaHHS MikapcbKoro
3acoby B nicnspeecTpauiiHniA nepiog, abo sk pesynbTart
OLiHKM 3BiTYy 3 JOCNIOKEHb, NPOBEAEHMX BiAMNOBIAHO A0
nnaHy negiatpuyHmnx gocnimkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHNM OpPraHoM) -
3MiHW BHECEHI A0 IHCTPYKLii ANs MeanyHoro
3acTocyBaHHS nikapcbkoro 3acoby y po3ainu
"OcobnueocTi 3actocyBaHHs", "lMobivHi peakuii”
BiZNOBIgHO 10 OHOBMEHOI iHdopMaLii Wwoao 6esnekn
Lit0401 peyoBUHU
177.| ®OCPANKOI | renb opanbHUi TOB "CaHodi- YkpaiHa dapmaric dpaHuia BHECEHHS 3MiH [0 peecTpauiiHMx maTepianis: 3MiHa 6e3 UA/4381/01/01
Ellb (12,38 r 20% ABeHTiC 3asiBHMKA (BNacHUKa peecTpauiiHoro NoCBig4YeHHs) peuenma
rento/naket); no 20 r YkpaiHa" (3rigHo Haka3y MOS Big 23.07.2015 Ne 460). BeegeHHs

rento y naketi; no 20
nakeTiB Y KAPTOHHI
navuj

3MiH NpOTArom 6-T MicsiLiB nicns 3aTBepmpKeHHs. 3MiHM
| Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta
cdapmakoHarnsgy. BeegeHHs abo 3miHm oo
y3aranbHeHux AaHux Npo cuctemy hapmakoHarnsgy
(BBEAEHHS y3aranbHEeHWX AaHVX NPO CMCTemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBIganNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
KOHTAKTHOI 0cobM 3 hapmakoHarnsgy 3asiBHUKa Ansi
34iicHeHHs dhapmakoHarnagy B YKpaiHi, SKLLO BOHa
BigMiHHa Bi ynoBHOBaeHOi ocobu, BianoBigansHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKMYaym KOHTaKTHi
OaHi) Ta/abo 3MiHM y po3milLieHHi MacTep-anna
cucTeMu chapmakoHarnsigy). 3miHa ynoBHOBaXEHOI
ocobu 3asBHUKA, BiANOBIAaNbHOI 3a hapmakoHarnsag.
[itoywa pepakuisi: Bipcta Onbra BacunisHa.
[MponoHoBaHa pepakuis: Xoaakiscbka TeTsHa
BsyecnasiBHa. 3MiHa KOHTAKTHUX AA@HMX YNOBHOBaXeHOI
ocobu 3asiBHUKA, BiANOBIganbHOI 3a hapMakoHarnsga.
3MiHa Micus 3AiMCHEHHS! OCHOBHOI AisANbHOCTI 3
dapmakoHarnsagy. 3miHa micLe3HaxomKeHHs macTep-
hanina cuctemu chapmakoHarnsgy Ta moro Homepa.
3miHu | TNy - 3miHn Wwoao 6eanekn/edekTMBHOCTI Ta
dapmakoHarnsay (iHwi 3miHn). OHOBNEHHS TEKCTY
MapKyBaHHS! YNakoBKW NikapcbKkoro 3acoby (HeaHauHi
pefakuinHi npaeku). BBeaeHHs 3mMiH npoTsrom 6-Tu
MicauiB nicnsa 3aTBepaXeHHS. 3miHu | Tuny -
AaMiHicTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo
agpecu Micusi NPOBaMKEHHS AiSNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro nikapcbKoro 3acoby,
BKITOYaKUM AinbHULI BUNYCKY cepii abo micue
NpOBEeAEHHS KOHTPOIO SIKOCTI. (AiSNbHICTb, 3a sKY
BiANoBigae BUpOBHWK/iMNopTep, BKIOYaK4M BUMYCK
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
cepin) - 3MiHa Ha3BM Ta agpecu BUpoOHuKa N3, 6e3
3MiHU MicLs BUpOOHMLUTBA. BBEAEHHS 3MiH NpoTsrom 6-
TW MicAUIB NicNsa 3aTBEPOKEHHS.
178.| ®YPACON obnonickysauy, AT INaTtBis AT "OnanHdapm” JaTBis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:3minm || 3a UA/1627/01/01
nopotuok 0,1 "OnanHdapm” TUnNy - 3MiHa NPaBoOBOro cTaTycy Nikapcbkoro 3acoby, a peuernmom
r/nakeTuk, no 1 r caMe BHECEHHS 3MiH 40 IHCTPYKLIi Ans MeandyHoro
npenapary y 3acTocyBaHHs Nikapcbkoro 3acoby Ao po3ainy
nakeTuky, no 5 abo "Kateropis Bignycky": 3aTBepmkeHo: «3a peLentom»
15 nakeTukiB y nayui 3anponoHoBaHo: «bes peuenta»
3 KapTOHY
179.| XEQEPAIN® cvpon no 115 mn AT "BITAMIHA" Ykpaina AT "BITAMIHA" Ykpaina BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:3minu | bes UA/16495/01/01
nnoLw abo no 200 mn y TVNy - BBEAEHHS anbTEPHATMBHOIO TEKCTY MapKyBaHHSs peuenma
dnakoHi, no 1 NepPBUHHOI Ta BTOPUHHOI YNaKOBKW fikapcbkoro 3acoby
hnakoHy 3 MipHUM Ha [oAaToK [0 BXe 3aTBepOXEeHOro TEKCTY MapKyBaHHS
CTaKaH4YMKOM y
KapTOHHiIN kopobui
180.| XENMEKC® NMOPOLLOK ANs TOB "Mosi Ykpaina Annekc ®apma CA LLisenuapis BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3minu | bes UA/17806/01/01
AHTUKONAO oparnbHOro po3ynHy Xenc" My - 3MiHK Woao 6e3nekn/ePeKTUBHOCTI Ta peuenma
HEO Onsd 3 ManMHOBUM capmakoHarnsgy. BeegeHHs abo 3miHm oo
LITEN cmakom, no 2,5r y3aranbHEHUX AaHnX Npo cuctemy papmakoHarnsgy
MOPOLLIKY B calle, No (BBEAEHHS y3aranbHEeHWX AaHVX NPO CMCTeMy
6 calle y KapTOHHIW capmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
navui BiAMOBiAaNbHOI 3a 34iNCHEHHs hapmakoHarnsaay;
KOHTAKTHOI 0co0M 3 hapmakoHarnsgy 3asiBHUKa Ansi
34iicHeHHs dapmakoHarnagy B YKpaiHi, KO BOHa
BiMiHHa Bif, YNOBHOBaXX€HOI 0CO0M, BiAnoBigansHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKMYaym KOHTaKTHi
OaHi) Ta/abo 3MiHM y po3milLieHHi MacTep-anna
cucTeMu hapmakoHarnsay) - 3MiHa KOHTaKTHUX JaHUX
YMOBHOBAXEHOI 0COOM 3asiBHMKA, BiANOBIAANbHOI 3a
3AiACHEHHSs hapmakoHarnsgy. 3miHa Micus 34iNCHEeHHS
OCHOBHOI AisAnbHOCTI 3 hapmakoHarnsagy. 3miHa
MicLle3HaxooKeHs macTep- danna cuctemm
hapmakoHarnsgy
181.| XENMEKC® MOPOLLOK ANs TOB "Mosi Ykpaina Annekc ®apma CA LLisenuapis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:3minu | bes UA/17630/01/01
AHTUKONAO opanbHOro po3ynHy Xenc" TMNYy - 3MiHK Wwoao 6e3nekn/ePeKTUBHOCTI Ta peuenma
HEO IMBUP no 4 r NopoLuKy B dapmakoHarnsgy. BeenerHs abo 3amiHn o

cawe, no 10 cawe y
KapTOHHIN nayui

y3aranbHeHVX AaHnX Npo cuctemy papmakoHarnsgy
(BBEOEHHS y3aranbHeHWX AaHVX Npo cUcTemy
hapmakoHarnsigy, 3MiHa yroBHOBaXEHOI ocobu,
BiZ4NOBIgaNbHOI 3a 34iMCHEHHS hbapMakoHarnsay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnagy 3asiBHuKa Ans
34iicHeHHs dhapmakoHarnagy B YkpaiHi, SKLWO BOHa
BiAMiHHa Bif, YNOBHOBa)X€HOI 0COOM, BignoBigansHol 3a
3AiNCHEHHA hapMakoHarnsgy (BKYakym KOHTaKTHi
OaHi) Ta/abo 3MiHM y po3milLieHHi MacTep-tainna
cvMcTeMu dhapmakoHarnsay) - 3MiHa KOHTaKTHUX JaHUX
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

YNOBHOBa)eEHOi 0cobu 3asiBHMKA, BignoBiAanbHOI 3a
3aicHeHHs bapmakoHarnsagy. 3MiHa micus 34iCHeHHS
OCHOBHOI AisiNbHOCTI 3 (hapMakoHarnsgy. 3miHa
Micue3HaxomxeHs mactep- panna cuctemmn
apmakoHarnsgy

182.

XENNEKC®
AHTUKONQ
HEO IMBUP
BE3 LUYKPY

MOPOLLIOK ANs
opanbHOro po34nHy
no 2,5 r nopoLLKky B
cawe, no 10 cawe y
KapTOHHIN navui

TOB "Mosi
Xenc"

YkpaiHa

Annekc ®apma CA

LLiBenyapia

BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis:3miHm |
TUNy - 3MiHW Wwopo 6eanekn/edekTBHOCTI Ta
apmakoHarnagy. BeegeHHsi abo 3amiHm oo
y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
(BBEOEHHS y3ararnbHEHUX AaHWX NPO CUCTEMY
dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
KOHTaKTHOI 0cobu 3 chapmakoHarnsgy 3asiBH1Ka ons
3[iNCHeHHs dhapmakoHarnagy B YKpaiHi, SKLLO BOHa
BigMiHHa Bif, YyNOBHOBaXkeHOI 0cobu, BignosiganbHoi 3a
3iicHeHHs hapmakoHarnsgy (BKMYaryn KOHTaKTHI
AaHi) Ta/abo 3MiHKn y po3milLeHHi macTep-anna
cucTeMu dhapmakoHarnsigy) - 3MmiHa KOHTaKTHUX JaHUX
yNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHOI 3a
3AiNCHEHHA hapmakoHarnsgy. 3MiHa Micus 34iNCHEHHS
OCHOBHOI AisiNbHOCTI 3 (hapMakoHarnsgy. 3miHa
Micue3HaxomxeHs mactep- anna cuctemmn
dapmakoHarnsgy

6e3
peuyenma

UA/17631/01/01

183.

XENNEKC®
AHTUKONAQ
HEO MAKC

MOPOLLIOK ANsi
opanbHOro Po34nHy
3 ManvHOBUM
cMakom no 4 r
MOPOLLIKY B caLle; no
10 cawey
KapTOHHIN nayui

TOB "Mosi
Xenc"

YkpaiHa

Annekc ®apma CA

LLisenuapis

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:3aMiHu |
TMNYy - 3MiHK Woao 6e3nekn/ePeKTUBHOCTI Ta
cbapmakoHarnsigy. BeegeHHs abo 3amiHm oo
y3aranbHeHVX AaHuX Npo cucteMy dhapmakoHarnsgy
(BBEAEHHS y3aranbHEHUX AaHUX MPO CUCTEMY
dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
BiANoOBIganbHOI 3a 34iMCHEHHNA dhapMakoHarnsay;
KOHTAKTHOI 0cobM 3 hapmakoHarnsgy 3asiBHUKa Ansi
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLO BOHa
BigMiHHa Bi ynoBHOBakeHOi ocobu, BianoBigansHoi 3a
30iACHEHHS hapMakoHarnsgy (BKMYaym KOHTaKTHi
AaHi) Ta/abo 3MiHKM y po3milLieHHi MacTep-tanna
cucTeMu chapmakoHarnsigy) - 3MmiHa KOHTaKTHUX JaHUX
yNOBHOBaXeHOI 0cobu 3asiBHMKa, BigNOBiganbHOI 3a
3AiicHeHHs bapmakoHarnsgy. 3MiHa micusa 34iNCHeHHs
OCHOBHOI AisinbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLle3HaxooKeHs macTep- danna cuctemm
dapmakoHarnsgy

6e3
peuyenma

UA/16015/01/01

184.

XENMNEKC®
AHTMKONA,
HEO MAKC

NOPOLLOK Ans
OpanbHOro PO3ynHy
3 NIMMOHHNM CMaKOM
no 4 r NopoLuKy B

TOB "Mosi
Xenc"

YkpaiHa

Annekc ®apma CA

LLisenuapis

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:3aMiHu |
TMNYy - 3MiHK Woao 6e3nekn/ePeKTUBHOCTI Ta
capmakoHarnsigy. BeegeHHs abo 3miHv oo
y3aranbHeHVX JaHuX Npo cucTeMy dpapmakoHarnsgy

6e3
peuyenma

UA/16014/01/01
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

cawe; no 10 cawe y
KapTOHHIN nayui

(BBEOEHHS y3aranbHeHWX AaHKX Npo CUCTeEMY
chapmakoHarnsgy, amiHa ynoBHoBa)eHoi ocobu,
BifNOBIganbHoI 3a 34iCHEHHS hapMakoHarnsay;

KOHTaKTHOI 0cobu 3 dhapmakoHarnagy 3asiBH1Ka ons
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
BigMiHHa Bif, YyNOBHOBa)keHOI 0CO0M, BignoBiganbHoi 3a
34iicHeHHs hapmakoHarnsgy (BKMoYaryn KOHTaKTHI
[OaHi) Ta/abo 3MiHK y po3MmilLieHHi MacTep-ainna
cvucTeMu chapmakoHarnsgy) - 3MmiHa KOHTaKTHUX JaHUX
YNOBHOBa)eEHOi 0cobu 3asiBHMKA, BigNOBiAanbHOI 3a
3AiNCHEHHA hapmakoHarnsgy. 3MiHa Micus 34iNCHEHHS
OCHOBHOI AisiNbHOCTI 3 (hapMakoHarnsgy. 3miHa
Micue3HaxomxeHs mactep- anna cuctemmn
dapmakoHarnsgy

185.

XENNEKC®
E®EKT

ma3b no 20 r abo 40
ry 1y6i; no 1 Ty6i B
nadui 3 KApTOHy

Mosgi Xenc M'meX

Lsenuapi
A

Caa Xenckea Jltg

IHgia

BHECEHHS 3MiH 40 peecTpaLiiHuX maTepianis:amiHm |
TMNYy - 3MiHK Woao 6e3nekn/ePeKTMBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3amiHm oo
y3aranbHEeHUX AaHnx Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3aranbHEHUX AaHUX Npo cuctemy
dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnagy;
KOHTaKTHOI 0cobu 3 chapmakoHarnsgy 3asiBHUKa ansi
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLO BOHa
BigMiHHa Bi ynoBHOBaeHOi ocobu, BianoBigansHoi 3a
30iACHEHHS hapMakoHarnsgy (BKMYaym KOHTaKTHi
AaHi) Ta/abo 3MiHKn y po3milLieHHi macTep-tanna
cucTeMu chapmakoHarnsigy) - 3MmiHa KOHTaKTHUX JaHUX
yNoBHOBaXeHOI 0cobu 3asiBHMKa, BigNOBiganbHOI 3a
3aiicHeHHs bapmakoHarnsgy. 3MiHa micus 34iNCHEeHHS
OCHOBHOI AisinbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLle3HaxooKeHs1 macTep- danna cuctemm
dapmakoHarnsgy

6e3
peuenma

UA/11390/01/01

186.

XENNEKC®
JIAP

cnpew Ans poToBoi
MOPOXHWHW, PO3YUH,
30 mMn po3unHy y
CKISIHOMY (praKoHi 3
posnunioBayem y
KapTOHHiIl kopobuyi

Mosgi Xenc M'moX

Lsewuapi
A

Oesa XonauHr A.C.

TypeyuunHa

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:3aMiHu |
UMYy - 3MiHK Woao 6e3nekun/edeKkTUBHOCTI Ta
cbapmakoHarnsigy. BeegeHHs abo 3miHv oo
y3ararnbHeHVX AaHuX Npo cuctemMy dapmakoHarnsgy
(BBEOEHHS y3ararnbHEHUX AaHKX NPOo CUCTEMY
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiAnoBiganbHoI 3a 34iMCHEeHHs hapMakoHarnsay;
KOHTaKTHOT 0cobu 3 chapmakoHarnsgy 3asBHuKa ans
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLO BOHa
BigMiHHa Bif ynoBHOBakeHOi ocobu, BianoBigansHoi 3a
30iNCHEHHs1 hapMakoHarnsay (BKMYaym KOHTaKTHi
AaHi) Ta/abo 3MiHKM y po3milLieHHi MacTep-danna
cucTeMu chapmakoHarnsigy) - 3MmiHa KOHTaKTHUX JaHUX
YNOBHOBaXeHOI 0cobu 3asiBHMKa, BigNOBiganbHOI 3a

6e3
peuenma

UA/18887/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3aiicHeHHs hapmakoHarnsgy. 3MiHa micus 34icHeHHs
OCHOBHOI AisAnNbHOCTI 3 (hapmakoHarnsay. 3miHa
Micue3HaxomxeHs mactep- panna cuctemmn
apmakoHarnsgy
187.| LE®OIMNEPA3 | nopoliok Ans IKEHO®DAPM Benuka HCTC Xebeit XyamiH Kutan BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3miHu | 3a UA/17754/01/01
OH pPO34mMHYy Ans 7O BpuTtaHia dapmachkioTikan TUMY - 3MiHW BHECEHO [0 |HCTpyKLii Ans MeguMyHoro peuenmom
iH ekuii no 1000 mr Komnani Iimiten, 3acToCcyBaHHS nikapcbkoro 3acoby Ao po3ainy "MobivHi
y cbrnakoHax, no 1 KuTan peakuii” wopao 6e3neku 3acTocyBaHHS Aio40i peHOBUHM
ab6o 10 cpnakoHiB y uedonepasoH BignoBigHo 4o pekoMmeHaauii PRAC
KapTOHHiIN kopobLi
188.| FOHINAK® PO34MH Ans iH'ekuin, "HOHiK IHgis "HOHik IHgis BHECEHHS 3MiH IO peecTpauinHMX maTepianis:3aMiHm | 3a UA/1481/01/01
240 mr/mn no 20 mn dapmackioTrkan dapmacbioTukan TUNY - 3MiHW BHECEHO A0 IHCTPYKLUiT ANa MeanyHoro peuenmom
B amnyni, no 5 Jlabopartopiz" JTabopaTtopiz" 3aCTOCyBaHHS NiKapcbkoro 3acoby 4o posainy
amnyn Ha noTky, rno (BipAineHHs (BipAineHHs ipmun "OcobnuBocTi 3acToCyBaHHA" BiANOBIAHO 4O OHOBMEHOI
1 NOTKY B KapTOHHIW cipmn "Ox. B. "Ix. B. Kemikana eHg iHdbopMalLii 3 6e3nekn 3acTocyBaHHS Lit040i PeYOBUHN.
kopobui; no 50 mn Kemikans eHg dapmacbioTukan3 BeeaeHHs 3MmiH npoTsrom 3-x Micauis nicns
abo 100 mny dapmacbioTurkan Jita.") 3aTBEPOKEHHS
conakoHi, no 1 3Jitg.")
nakoHy B kopobui
189.| IOHIMAK® PO34UH ANS iH'eKUin, "FOHik IHAisA "FOHik IHAisa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3minu | 3a UA/9838/01/01
300 mr/mn no 20 mn dapmacbioTrkan dapmacbioTukan TUNY - 3MiHWM BHECEHO A0 IHCTPYKLUiT ANg MeanyHoro peuenmom
B amnyni, no 5 Jlabopartopiz" JTabopaTtopi3" 3aCTOCyBaHHS Nikapcbkoro 3acoby 4o posainy
aMnyn Ha noTky, no (BigaineHHs (BippineHHs dipmun "OcobnuBocTi 3acTocyBaHHA" BiAMNOBIOHO O OHOBIEHOT
1 NOTKY B KAPTOHHI dipmu "Ox. B. "Ox. Bb. Kemikans eng iHcpopMmalii 3 6e3nekn 3acTocyBaHHS Ail04O0i PEYOBUHMU.
kopobui; no 50 mn Kemikans eHg dapmacbioTukana BBeaeHHs 3MmiH npoTsrom 3-x Micauis nicns
a6o 100 mn a6o 200 | PapmacbioTukan Nita.") 3aTBEpPOKEHHS
My dnakoHi, no 1 3Jitg.")
nakoHy B KOpobui
190.| FOHINAK® PO34uH ANs iH'eKuiin, "HOHiK IHpia "HOHiK IHpia BHECEHHS! 3MiH 10 peecTpauiiHnX maTepianis:aminu | - UA/9839/01/01
300 mr/mn in bulk: dapmacbioTukan dapmacbioTukan TUMY - 3MiHW BHECEHO A0 [HCTPYKLUii Ana MeanyHoro
no 20 mn B amnyrni, Jlaboparopiz" JTabopaTtopiz" 3aCTOCyBaHHS Nikapcbkoro 3acoby 4o posainy
no 500 amnyn B (BigaineHHs (BipaineHHs cpipmun "OcobnuBocTi 3acTocyBaHHSA" BiANOBIAHO 1O OHOBMNEHOT
KapTOHHiIl kopobuyj, dipmu "Ox. B. "Ox. Bb. Kemikans eHg iHcpopMmalii 3 6e3nekn 3acTocyBaHHS Ail04O0I PEYOBUHMU.
in bulk: no 50 mn'y Kewmikans eHp dapmacbkioTrkana BBeneHHs 3miH npoTsarom 3-x MicauiB nmicnsi
nakoHi, no 100 dapmacbloTukan Iira.") 3aTBEpPOKEHHS
hnakoHiB y 3ta")
KapTOHHiIN kpobui
191, IOHIMAK® pO34MH Ans iH'ekuin, "HOHik IHgia "HOHik IHaia BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:3aMiHu | 3a UA/9838/01/02
350 mr/mn no 20 mn | dapmMacbkloTukan dapmacbioTukan TUMY - 3MiHW BHECeHO A0 [HCTPyKLii Ans Meau4Horo peuenmom
B amnyni; no 5 JlabopaTopis" JTabopaTtopis" 3aCToCyBaHHSA Nikapcbkoro 3acoby oo po3ainy
amnyn Ha noTky; no (BigaineHHs (BigaineHHs cipmu "OcobnuBocTi 3acTocyBaHHS" BiANOBIAHO 1O OHOBMNEHOT
1 NOTKY B KAPTOHHI dipmu "Ox. B. "Ox. Bb. Kemikans eHg iHcpopMmalii 3 6e3nekn 3acTocyBaHHS Ail040i PEYOBUHMU.
kopo6bui; no 50 mn Kemikans eHg dapmackioTrkana BBeneHHs 3miH npoTsarom 3-x MicauiB nicns
abo no 100 mn, abo | dapmacbroTukan Itn.") 3aTBEPOKEHHS
no 200 mn, abo no 3ta")

500 mn y donakoHi,
no 1 dpnakoHy B
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Kopobui
192. FOHINAK® pO34MH Ans iH'ekuin, "HOHiK IHgis "HOHiK IHgis BHECEHHS 3MiH 0 peecTpauinHMX maTepianis:3aMiHm | - UA/9839/01/02
350 mr/mn in bulk: dapmackioTukan dapmacbioTukan TUMY - 3MiHW BHECEHO [0 |HCTpyKLii gns MeguyHoro
no 20 mn B amnyni, Jlaboparopis" Jlabopatopis" 3aCTOCyBaHHS fikapcbKkoro 3acoby o po3ainy
no 500 amnyn B (BipAineHHs (BipAineHHs cipmun "OcobnuBocTi 3acTocyBaHHSA" BiAMNOBIAHO 4O OHOBMNEHOT
KapTOHHiIN kopobLyj, dipmu "x. B. "[x. B. Kemikana eHpg, iHdbopMmalii 3 6e3nekn 3acTocyBaHHS fit040i Pe4OBUHW.
in bulk: no 50 mn'y Kemikans eHg, dapmacbioTmkana BBegeHHs 3miH npoTarom 3-x MicauiB nicnsi
nakoHi, no 100 dapmacbloTukan Iira.") 3aTBEpPOKEHHS
bnakoHiB y 3Jitg.")
KapTOHHIN kpobui
193.| OHOPM® cupon, 4,0 mr/5 mm; TOB "tOpis- Ykpaina TOB "tOpis-®apm" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3minu | 3a UA/14069/01/01
no 50 mn y cpnakoHi; dapm” TMNYy - 3MiHK Woao 6e3nekn/eeKkTMBHOCTI Ta peuenmom

no 1 dnakoHy 3
MipHUM MPUCTPOEM Y
navuj

hapmakoHarnsay - OHOBIEHHS TEKCTY MapKyBaHHSA
nepBUHHOI (N. 17) Ta BTOPUHHOI (n. 16 Ta n. 17)
ynakoBKu nikapcbKkoro 3acoby. BeeaeHHst 3MiH npoTsirom
6-Tn MicAaUiB nicnsa 3aTBEpAXKEHHS

B.o. I'enepasabHoro nupexkropa Aupexropary
(papmaneBTHYHOIO 3a0e31eYeHHs

Isan 3A/IBOPHUX




