NEPENIK

OopaTtok 3

Ao Haka3y MiHicTepcTBa oxopoHu
300poB’A YKpaiHu
16.04.2019 Ne 858

NIKAPCbKUX 3ACOBIB (MEOANYHUX IMYHOBIONOTTYHUX NMPENAPATIB), LLIOAO AKUX BYNU BHECEHI 3MIHM 10
PEECTPALUIMHUX MATEPIANIB, AKI BHOCATbLCA 0O AEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JNlikapcbKo20 eidnycky peecmpauyitiHo2o
3acoby noceid4yeHHs1
1. | AQPEHANIH- po34unH Ang iH'ekuin 1,82 TosapucTso 3 YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix matepianis: 3minu |l 3a UA/4761/01/01
300POB'A mr/mn no 1 mn B amnyni; obmexeHo obmexeHoto TUMy - BBEAEHHS HOBOTO (anbTepHaTUBHOIO) BUPOOHNMKa peuenmom
no 5 abo 10 amnyn 'y BignoBsiganbHi BiANOBIgaNbHICTIO A®| AgpeHaniHy TapTpaT, a TakoX NpuBeAeHHS
KapTOHHiIn kopobuj; no 1 CTIo "®apmaueBTniHa cneumdikauii Ta MeTogiB BXiAHOrO KOHTPOSIO AKOCTI 3a
mMn B amnyni; no 5 amnyny | "®apmaueBtuy KOMnaHis NOKa3HMKOM «3arnuLLKoBa KifbKiCTb OpraHiqyHmx
6nictepi; no 1 abo 2 Ha KoMnaHia "3popos's" PO3YMHHUKIBY Y BiANOBIAHICTE 4O HOPMATUBHOI
6nictepu B KapTOHHIN "3popos's" AOKyMeHTaUii BUPOGHWKa; CynyTHSA 3MiHa: 3MiHa Y
kopobui; no 1 mn B napameTpax cneuudikauii Ta/abo onycTumMmnx Mex,
amnyni; no 10 amnyn y BM3HaYeHUX y cneumdikauisx Ha Adl, abo
6nictepi; mo 1 6nictepy B BVXiAHWI/NPOMDKHUI NpoAyKT/peareHT, Lo
KapTOHHiIN kopooLi BVKOPVCTOBYIOTbCS Y npoueci BupobHuutea APl - 3miHa y
mMeTogax BunpobysaHHs ADI abo BuxigHoro
marepiany/npoMixXHOro NpoAykTy/peareHTy, Lo
BMKOPUCTOBYETbLCS y npoueci BUpobHuuTea AP (iHLwi
3MiHW y MeToAax BUNpobyBaHHA (BKNoYaoun 3amiHy abo
AonoBHeHHs1) A®I abo BUXigHOro/npoMiXKHOro NpoayKTy)
2. | ANIIMTA niogpinizat ans Ninni ®paHc PpaHuis BMPOGHMLTBO 3a CLUA/ BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/4392/01/01
NPUroTYBaHHS PO3YNHY MOBHWM LIMKIOM: dpaHuis - 3MiHV [0 IHCTPYKUiT ANsi MEAWYHOrO 3aCTOCYBaHHS 40 peuenmom
Ans iHdysin no 500 mry Eni Ilinni enp po3sginis "OcobnueocTi 3actocyBaHHS", "MMobiuHi peakuii”
CKISIHOMY dpraKoHi; no 1 Komnani, CLUA; (BHeceHo iHdopMaLiio LLoao BUNaakKiB HePOreHHoro
hbnakoHy B KapTOHHIN MapKyBaHHS Ta HeLyKpoBOro AiabeTy Ta HUPKOBOro TyByNsApHOro HeKpo3y
ynakoBLi BTOPUHHA 3a JaHVMM NOCTMAapKETMHIOBUX AOCHIAXEHb 3riAHO
ynakoBka, pekomeHgauii PRAC)
KOHTpOmb Ta
Bunyck cepii: Ninni
®paHc, PpaHuis
3. | ANTEMKA cvpon no 100 mn y 6aHui MAT YkpaiHa MAT "Tanuudpapm” Ykpaina BHECEHHS 3MiH 0 peecTpauiiHnx martepianis: 3miHu | Tuny bes UA/12480/01/01
FTANTM4Y®APM CKIISIHI abo y donakoHi "Tanuudgapm"” - 3MiHM Wopo 6e3nekun/edekTUBHOCTI Ta hapmakoHarnsgy peuenma
cknsiHomy; no 1 6aHui abo - 3MiHV BHECEHi B TEKCT MapKyBaHHSI NepPBUHHOI Ta
hnakoHy 3 NOXKKO BTOPUHHOI YNaKOBKK fikapcbkoro 3acoby wono
MipHot B nauyui; no 100 3a3HauYeHHs1 MbKHAPOOHMX NO3HAYEHb OAMHULL
My donakoHi BUMiploBaHHs. BBeaAeHHA 3MiH npoTArom 6-tn micauis
nonimepHomy; no 1 nicns 3aTBepAXXeHHs!
hnakoHy 3 NOXKKO
MipHoto B nauui; no 200
My dhrnakoHi CKNsHOMY
abo nonimepHomy; o 1
chbnakoHy 3 NOXKOI0
MipHOIO B nauui
4. | AlIb®A O3- kancynu m'ski no 0,25 mkr TeBa I3painb BMPOGHWK, SKWI HimeyumH | BHeceHHs 3MiH [0 peecTpauiiHnx martepianis: 3amiHu | Tuny 3a UA/9309/01/01
TEBA no 30 abo no 60 kancyn y dapmauesTika Bignosigae 3a a/ Ispainb | - 3miHa y MeToaax BUNpoGyBaHHS AOMOMIXKHOI PEYOBUHM — peuenmom
KOHTelHepi; no 1 N IHgacTpis BUPOOGHMLTBO in nofaBaHHg fo metoaukn EP meTogy In House, ockinbkuy,
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JNlikapcbKo20 eidnycky peecmpauyiliHo2o
3acoby noceid4yeHHs1
KOHTEWHepy y kopobui JTa. bulk: KataneHt st BU3HAUYEHHS! BaXKUX MeTaniB (CTubii, My sk,
HimeuyunHa CBUWHeLb, KaaMii, pTyTb) 3aBXaW 3aCTOCOBYHOTHCS
E6Gepbax Mm6X, BHYTPILLHI MeToAM; 3MiHa 3aTBepIKEHUX METOANK
Hime4vuuHa; KoHTponto 3 «3rigHo EP» Ha «BHyTpiwHa meToamka» ons
KOHTPOIb SKOCTI; BUNpobyBaHb: BuaHaveHHs BMicTy CTubito meTogom
BMPOGHUK, SKWIA NMOBHOIO PO34YMHEHHS, BU3HauYeHHs1 BMiCTY MULLI'SIKY,
Bignosigae 3a BusHaueHHs BmicTy CBuHULO, BuaHadeHHst BMicTy Kaamito;
nepBuHHe Ta 3MiHa 3aTBEPAKEHNX METOAMK KOHTponto 3 «3rigHo EP» Ha
BTOPUHHE «BHyTpiwHsa meTognkax» ansa BunpobyBaHb: BuaHayeHHs
nakyBaHHs1, BUMYCK BMiCTy PTyTi; 3MiHa 3aTBEPHKEHNX METOAMK KOHTPOIIO 3
cepii: TeBa «3rigHo EP» Ha «BHyTpilWHSa meTogukay ans
dPapmaueBTikan BMNpobyBaHb: BnaHayeHHs BmicTy CTubilo KUCNOTHOTO
IHpacTpis JiTa., PO3YMHEHHS
I13painb
5. AJllIb®A 13- kancynu m'ski no 0,5 mkr TeBa I3painb BUPOBHMK, SIKMI HiMe4yunH | BHeCceHHs 3MiH 4O peecTpauiiHUX MaTepianis: 3MiHu | Tuny 3a UA/9309/01/02
TEBA no 30 abo no 60 kancyn y PapmaueBTika Bignosigae 3a al Ispainb | - 3miHa y MeToAax BUNpobyBaHHSA AOMOMIKHOI PEYOBUHN — peuyenmom
KOHTENHepi; no 1 n lHpacTpia BUPOBHMLTBO in popaBaHHs fo metoaukn EP meToagy In House, ockinbky,
KOHTEeWHepy y kopobui 1o, bulk: KataneHt ANs BU3HAYEHHS BaXKMX MeTanis (CTubin, MuL'sik,
HimeyunHa CBUWHeLb, KaMii, pTyTb) 3aBXaW 3aCTOCOBYHOTbLCS
E6Gepbax Mm6X, BHYTPILLHI MeToAM; 3MiHa 3aTBEpPOXKEHUX METOONK
HimeuuuHa; KOHTponto 3 «3rigHo EP» Ha «BHyTpillHa MeToauka» ansi
KOHTPOIb SKOCTI; BMNpobyBaHb: BnanayeHHs BmicTy CTubito meTogom
BMPOGHWK, SKVI MOBHOIO PO3YMHEHHS, BU3HauYeHHs BMICTY MULLI'SKY,
BignoBsigae 3a BusHaueHHs BMicTy CBUHLIO, BusHaueHHs BMicTy Kagmito;
nepBuHHe Ta 3MiHa 3aTBEPKEHNX METOAMK KOHTponto 3 «3rigHo EP» Ha
BTOPUHHE «BHyTpiWwHA meToauka» Ansa BunpobyBaHb: Bu3HayeHHsi
nakyBaHHs1, BUNYCK BMicTy PTyTi; 3MiHa 3aTBEpAKEHNX METOAMK KOHTPOIO 3
cepii: TeBa «3rigHo EP» Ha «BHyTpilWHS meTogukay ans
dapmaueBTikan BMNpobyBaHb: BnaHayeHHs BmicTy CTubito KNCNOTHOrO
IHgacTpis ITa., PO3YMHEHHS
I13painb
6. | AlIb®A 13- kancynu m'ski no 1,0 mkr, TeBa I3painb BMPOGHUK, SKWIA HiMeyunH | BHeceHHsl 3MiH OO peecTpaLiHUX MaTepianis: 3MiHu | Tuny 3a UA/9309/01/03
TEBA no 30 a6o no 60 kancyn y dapmaLeBsTika Bignosigae 3a a/ Ispainb | - 3miHa y MeTogax BUNpoGyBaHHS AOMOMIXKHOI PEYOBUHM — peuenmom
KOHTelHepi; no 1 n IHpacTpis BUPOOHMLTBO in nopaBaHHa oo metoauku EP meTogy In House, ockinbkuy,
KOHTEWHepy y kopobui Inra. bulk: KataneHT AN BU3HAYEHHS! BaXKUX MeTanis (CTubii, MuL'sik,
HimeyuunHa CBUHELb, KaaMili, pTYTb) 3aBXAU 3aCTOCOBYOTLCS
E6epbax Mm6X, BHYTPILLHI METOAM; 3MiHa 3aTBEPOKEHUX METOONK
HimeuuuHa; KOHTponto 3 «3rigHo EP» Ha «BHyTpillHa MeToauka» Ansi
KOHTPOrb SIKOCTI; BUNpobyBaHb: BuaHayeHHs BmicTy CTubito meToaom
BUPOBHMK, KM NMOBHOIO PO3YMHEHHS, BU3HauYeHHs BMiCTY MULLI'SIKY,
BignoBsigae 3a BusHaueHHs1 BMicTy CBUHLIO, BusHaueHHsi BmicTy Kaamito;
nepBuHHE Ta 3MiHa 3aTBEPKEHUX METOAMK KOHTponto 3 «3rigHo EP» Ha
BTOPUHHE «BHyTpiwHsa meToankax» Ansa BunpobyBaHb: BuaHayeHHs
nakyBaHHs1, BUNYCK BMicTy PTyTi; 3MiHa 3aTBEpKEHNX METOAMK KOHTPOIHO 3
cepii: TeBa «3rigHo EP» Ha «BHyTpillHa MmeToauka» ans
dapmaLeBTikan BMNpoOyBaHb: BnaHayeHHs BmicTy CTubito KNCNOTHOrO
IHpacTpis JTa., PO3YMHEHHS
I13painb
7. AlIbOATAM TabneTtkn, BKpUTI AnoTekc IHK. Kanapa AnoTekc IHK. KaHapa BHECEHHS 3MiH O peecTpaLinHMx maTtepianis: 3miHu | Tuny 3a UA/13454/01/01
nniBkoBo 060MOHKOID, 3 - 3miHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. peuenmom

mMoaundikoBaHUM
BUBiNbHEHHsIM No 0,4 mr,

BeeneHHs abo 3MiHM [0 y3aranbHeHUX A4aHux npo
cucteMy chapmakoHarnaay (BBegeHHs yaaranbHeHux
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no 10 Tabnetok y OaHuX Npo cuctemy dhapmMakoHarnsgy, amiHa
6nictepi; no 3 abo 6 ynoBHOBaxeHoi ocobu, BiANoBiaanbHOI 3a 3A4iNCHEHHS
6nicTepiB y KApTOHHI dhapmMakoHarnagy; KoHTakTHoi ocobu 3 hapmakoHarnsgy
KopobuLi 3asBHUKA A4S 3AiNCHEHHs bapmakoHarnsay B YkpaiHi,
SIKLLIO BOHa BifMiHHa Bifj YNOBHOBaXeHOI 0cobu,
BiZNOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKNOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-tanna cuctemu dapmakoHarnagy) - KoHraktHa
ocoba 3 hapmakoHarnsgy - LtaHnreesa KOnist BanepiieHa.
3MiHa KOHTAKTHMX OAaHWUX KOHTaKTHOT 0COOK 3asiBHYMKA,
BignoBiganbHoI 3a 34iMCHEHHS dhapmakoHarnsay B YkpaiHi
8. | AMIHA3UH PO34MH ans iH'ekuin, 25 NAT YkpaiHa MAT "Tanuucapm"” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/5159/01/01
Mr/MA no 2 mn 'y amnyni, "Tannydapm” - 3MiHM Woao 6esnekn/edekTMBHOCTI Ta dhapmakoHarmnsay peuenmom
no 10 amnyn y KOHTYpHil - OHOBMEHHS BXE 3aTBEPKEHOr0 TEKCTY MapKyBaHHSI
YapyHKOBIN ynakosui, no 1 BTOPUWHHOI Ta NEPBMHHOT YNaKOBKM MikapcbKoro 3acoby
KOHTYPHI YapyHKOBIN (BHECEHHS NO3HaYeHb OAMHMLL BUMIPIOBaHHS, 3
ynakoBLUi B nayui; no 2 mn BUKOPUCTaHHAM MiTep NaTUHCbKOro andasity Ta
B amnyni, no 10 amnyn y 3a3HayYeHHs iHopmauii cTocoBHO norotuny). BBeaeHHs
Kopooui 3MiH NpoTAromM 6-Tn MicsUiB nicns 3aTBepAXKEHHA
9. | AHOPO®APM® | posunH ans iH'ekuin, 100 MAT "®apmak” YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/6064/01/01
Mr/mMn no 3 mn B amnyni; - 3MiHa po3Mmipy cepii (BKnoYarun gianasoH po3mipy cepii) peuenmom
no 3 amnynu y 6nictepi; roToBOro nikapcbkoro 3acoby (36inblieHHs go 10 pasis
no 1 6nictepy y nauui 3 NOPIBHSHO i3 3aTBEPAXXEHNM PO3MIPOM) - BBEAEHHSI
KapTOHY nopaTtkoBux poamipis cepii: 50 n (15400 amn) Ta 100 n
(30800 amm) Ao BXe 3aTBEpPOKEHMX PO3MIpiB cepini 25 n
(7700 amn), 32 n (9800 amn)
10. | ACKONAP TabneTku no 10 TabneTok ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny bes UA/8239/01/01
y 6nicTepi; no 1 Gnictepy obmexeHo obmexeHo - BUIYYEHHs1 3aTBEPKEHUX BUPOOHUKIB ADI kodeiHy peuenma
B KapTOHHiII kopobuj; no BignoBiganbHi BiANoOBiganbHICTIO MOHOriApaTy; 3MiHu | TUny - BUNy4YeHHs NokasHuka
10 TabneTok y Gnictepax CTIo "®apmaueBTnYHa «CTupaHicTby» 3i cneuudikaLii Ta MeToAiB KOHTPOMO
"®apmaueBTuy KOMMaHis roToBOro nikapcbKoro 3acoby; amiHm | Tuny - 3amiHa
Ha KoMMaHis "3popos's” napameTpiB cneuudikadii Ta MeToAiB KOHTPOMIO SAKOCTI
"3gopos's" rOTOBOrO MikapCbKOro 3acoby; CynyTHsi 3aMiHa: 3miHa y

mMeToAax BUNpPobyBaHHA roTOBOro fikapcbKoro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPIKEHNX MeToAax
BUNPOBYBaHHS); 3MiHW | TUNY - BBEAEHHA [O0AaTKOBOrO
nocTavarnbHu1Ka NepPBUHHOIO NakyBaHHs (ponbrn
antomiHieBoi) - TOB "Antpena”, YkpaiHa. Cneuudikadii Ta
MEeTOAM KOHTPOIIO SIKOCTI iA@HTUYHI. SKicHi abo KinbKicHi
3MiHM CKNagy nakyBanbHOro matepiany BiACYTHi; 3MiHu |
TMNYy - 3MiHK Y cneumdikaLii Ta MeTogax KOHTPOIO SIKOCTI
NepBUHHOI yNakoBkM (NniBka nonisiHinxnopvaHa Ta
dornbra anoMiHieBa); CynyTHs 3MiHa: 3MiHa y MeToAax
BUNPOBYBaHHSI NEPBUHHOI YNaKoBKV rOTOBOrO NiKapCbKoro
3acoly (iHwWi 3amiHM y MeToaax BUNpobyBaHb (BKI4Yakoum
3amiHy abo fofaBaHHs)); 3MiHu | Tuny - 3MiHn y
cneundikauisx Ta MeToaax BXigHOro KOHTPOMo
[OMOMIXKHUX PEYOBUH: KpOXMarb KapTOMMsSHWIA, NOBIAOH;
CynyTHS 3MiHa: 3MiHa y MeTofax BUnpobyBaHHs
[OMOMDKXHOT PEYOBUHU (HE3HAYHI 3MiHW Y 3aTBEPIKEHUX
MeTofax BUNpoOyBaHb); 3MiHW | TURY - 3MiHK Y
cneuudikauii i meTogax BunpobysaHHs API
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MapaueTtamona; cynyTHs 3MiHa: 3MiHa y MeTogax
BunpobyBaHHs A®l abo BuxigHOro maTtepiany/npomMikHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y NMPOLLECI
BUPOOHMLUTBa AD| (HE3HAYHI 3MiHM Y 3aTBEPAKEHNX
mMeToAax BUNpobyBaHHs); 3MiHW | TNy - NOAAHHSA HOBOrO
CEP (Ne R1-CEP 2000-124-Rev 08) Big Bxe

3aTBepakeHoro BupobHuka A®I MNapauetamon 3
YTOYHEHHSAM Ha3BM Ta agpecu MiCLLe3HaXO4XKEeHHS
BUpobHMKa. BupobHuya ainbHuus, npouec BUpobHULTBa
Ta cxema CUHTe3y 3anuLuarTbCs He3MiHHUMK. Ta, K
Hacnigok, 4OMOBHEHO crneuudikauito HOBUM NMOKa3HUKOM
"3anukoBa KinbKiCTb OpraHiyHNX PO3YNHHUKIB" 3
BiANOBIOHMM METOAOM BMNPODYBaHHS; CynyTHS 3MiHa:
3MiHa y napameTpax cneumdikauin Ta/abo gonyctummx
MeX, BU3Ha4eHux y cneumdikauisx Ha A®l, abo
BVXiAHWIN/NPOMDKHWIA NpoAYyKT/peareHT, Lo
BVKOPWCTOBYIOTBCS Y npoLeci BupobHuutea AdI
(BonoBHeHHs crneumdikaLii HOBUM NOKa3HMKOM SIKOCTi Ta
BiAMNOBIAHMM MeToAOM BUNPOByBaHHs); 3miHu | Tuny -
3MiHM Y cneumdikalii Ta MeTogax BXiQHOTO KOHTPOIO
sikocTi Ha A®| KodbeiH BignosigHo 4o BUMOT fjito4oro
BuaaHHs EP ta dY; cynyTHA 3miHa: 3MiHa y MeToaax
BunpobyBaHHA APl abo BuxigHOro matepiany/npomiKHOro
npoaykTy/peareHTy, Lo BUKOPUCTOBYETLCH Y NPOLIECI
BMPOGHMLUTBa AD| (HE3HaYHI 3MiHW Y 3aTBEPAKEHNX
mMeToAax BUNpobyBaHHSA); 3MiHM | TUMy - NoAaHHS HOBOrO
CEP (Ne R1-CEP 2003-027-Rev 03) Big BXe
3aTBepakeHoro BMpobHuka A®I KodeiH, sk Hacnigok,
YTOUYHEHHS aipecu MiCLLe3HaXO0MKEHHS BUPOOHMKA.
BupobHuya ginbHuus, npolec BUpobHMLTBa Ta cxema
CVHTE3Y 3anuLarTbCs HE3MIHHUMU; 3MiHU | TUNY - 3MiHK Y
meTogax BunpobyBaHHs APl Kucnotu auetuncaniumnosoi
- NpuBegeHHs Ao BUMOT Aitoyoro BuaaHHsa EP ta ®Y 3a
nokasHukamu "CynposigHi gomiwkun" Ta "MikpobionoriyHa
yuctoTa"; 3amiHu | TMny - 3mMiHK y cneundikadii i meTogax
BunpobyBaHHa APl Kucnotu auetuncaniumnosoi
BiANOBIQHO 4O BUMOr MOHorpadii gitovoro BugaHHs EP
(Buny4eHo nokasHuk skocTi APl "Badkki metann"); 3MiHum |
TMny - nogaHHst Hosoro CEP (Ne R1-CEP 2001-210-Rev
05) Bif, BXXe 3aTBEepApKEHOro BUpobHrka Kncnotun
aueTuncaniuunoBoi 3 yTOYHEHHAM Ha3Bu Ta agpecu
MicLie3HaxoaXeHHs1 BUpoGHMKa. BupobHuya ginbHuus,
npotec BMpobHULITBA Ta CXemMa CUHTe3y 3anuLialTbes
He3MiHHMMK. Ta, sk HacnigokK, AONOBHEHO creumdikaLito
HOBMM MOKa3HUKOM "3anuLKoBa KinbKiCTb OpraHivyHmx
PO34YMHHUKIB" 3 BIAMOBIAHMM METOLOM BUNPOOYBAHHS;
CynyTHA 3MiHa: 3MiHa y napameTpax crneumdikauin Ta/abo
OOMyCTUMMNX MEX, BU3HAYEHUX y crneumndikauiax Ha AdI,
abo BMXigHWI/NPOMIXXHWI NpoayKT/peareHT, LWo
BMKOPWCTOBYIOTBECS Y npoLieci BupobHuutea AdI
(mBonoBHeHHs crneumdikaLii HOBUM NOKa3HMKOM SIKOCTi Ta
BiANOBIgHMM MEeTO4OM BUNPOBYBaHHS)
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JNlikapcbKo20 eidnycky peecmpauyiliHo2o
3acoby noceid4yeHHs1
11. | AODOUOA TabneTku, BKpUTI HenbTa LLisenuapis AnoTekc Higepnan | BHeceHHs 3MiH OO peecTpauiiHux matepianis: 3miHum | Tuny bes UA/14500/01/01
MAKC obornoHkoto, no 400 mr no Megiken Hepepnang B.B. amn - 3miHu Wwopao 6e3nekn/eddekTMBHOCTI Ta hbapmMakoHarnsgy. peuenma
10 TabneTok y 6nictepi; MpomMoyLwH3 BBeneHHs abo 3miHM A0 y3aranbHeHNX AaHnx Npo
no 1 abo 2 6nictepu B Al cuctemy bapmakoHarnsaay (BBEAEHHS y3aranbHeHUX
KapTOHHI kopobui OaHuX Npo cuctemy chapMakoHarnsgy, amiHa
yMNOBHOBaXeHOoi ocobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
chapmakoHarnsay; KOHTaKkTHoOT ocobu 3 hapmakoHarnsay
3asBHUKA A4S 3AiNCHEHHs bapmakoHarnsay B YkpaiHi,
SIKLLIO BOHa BigMiHHa Bifj yNTOBHOBaXXeHOi ocobw,
Bi4NOBIganbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKNOYAOUM KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-danna cuctemu papmakoHarnsagy) -
[MponoHoBaHa pefakuisi: ynoBHOBaXkeHa ocoba 3asBHMKa,
BignoBiganbHa 3a 34iicHeHHs dhapMakoHarnagy -
PoruHcbka Onena MaBniBHa. 3MiHa KOHTaKTHUX AaHUX
yNOBHOBaXeHoi 0cobu 3asiBHMKa, Bi4MOBiAanbHOI 3a
3[iNCHEHHs dhapMakoHarnagy
12. BEHOAMYCBIC | nopoLuok gns MicTpan AHrnia (BignoBigansbHui Yecbka BHECEHHS! 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/16512/01/01
TA NPUroTyBaHHSA Kenitan 3a BUNycCK cepii) Pecny6bnik - AgMmiHiCcTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS Ta/abo peuenmom
KOHLeHTpaTy Ans MeHenXmMeHT CiHTOH c.p.0., a/ appecu 3asiBHUKA (BnacHuWKa peecTpauinHoro
NPUroTYBaHHSA PO3YNHY Nimiten Yecbka Icnanis/ NocBiYEeHHs) - 3MiHa agpecu 3asiBHUKA
Ans iHdysivi no 25 wr, 1 Pecnybnika; Bonrapis
nakoH 3 NOPOLLKOM B (BignoBiganbHui
KapTOHHiI kopoOLi 3a BUNycK cepii)
CiHTOH XicnaHis,
C.N., IcnaHis;
(BTOPUHHE
naKyBaHHs)
i |
dapmachbioTikanc,
JItn, Bonrapis;
(Bupo6HULTBO,
naKyBaHHs1)
OHKOMe[
MaHydeKTypiHr
a.c., Yecbka
Pecnybnika
13. | BEHOAMYCBIC | nopoluok ans Mictpan AHrnis (BignoBigansHui Yecbka BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/16512/01/02
TA NpUroTyBaHHSA Kenitan 3a BUNyckK cepii) Pecny6bnik - AgMmiHicTpaTuBHi 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo peuenmom
KOHUEHTpaTy Ans MeHemKMeHT CiHTOH c.p.0., al appecu 3asBHUKA (BnacHWKa peecTpauinHoro
NPUroTYBaHHS PO3YNHY Nimiteq Yecbka Icnanis/ NOCBiAYEHHS) - 3MiHa agpecu 3asiBHUKA
ans iHgysin no 100 mr; 1 Pecnyb6nika; Bonrapis

hnakoH 3 MOPOLLKOM B
KapTOHHI kopobui

(BignoBiganbHWi
3a BUNycK cepii)
CiHTOH XicnaHis,
C.J1., Icnanis;
(BTOPUHHE
nakyBaHHs1)
i |
dapmachktoTikanc,
JIta, Bonrapis;
(BUpoBHULTBO,




6 [IponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JNlikapcbKo20 eidnycky peecmpauyiliHo2o
3acoby noceid4yeHHs1
naKkyBaHHs)
OHKOMen
MaHyeKTypiHr
a.c., Yecbka
Pecnybnika
14. BOPTE3OBICT | nopoLuok gns MicTtpan AHrnia (BUpoBHULTBO, Yecbka BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3amiHu | Tuny 3a UA/16621/01/01
A NPUroTYBaHHA PO3UNHY Kenitan naKkyBaHHs) Pecnybnik - AOmiHicTpaTvBHi 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo peuenmom
Ons i ekuin no 1 mr; 1 MeHemKMeHT OHkomen, al appecu 3asiBHUKA (BnacHWKa peecTpauinHoro
NakoH 3 NOPOLLKOM Y JlimiTen MaHnydekTypiHr Icnanis/ NocBiYeHHs) - 3MiHa agpecu 3asiBHUKa
KapTOHHiI kopobui a.c., Yecbka Bonrapis
Pecnybnika;
(BignoBigansHWin
3a BUNycCK cepii)
CiHToH XicnaHis,
C.J1., IcnaHis;
(BignoBiganbHui
3a BUNycK cepii)
CiHTOH c.p.o.,
Yecbka
Pecnybnika;
(BTOPUHHE
naKkyBaHHs)
i |
dapmachbioTikanc
JIta, Bonrapis
15. | BOPTE3OMIB- MOPOLLIOK ANst Mictpan AHrnis CivgaH ®apma PymyHis BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu | Tuny 3a UA/15234/01/01
BICTA NPUroTYBaHHS PO3YNHY Kenitan C.PJN1 - AgMmiHicTpaTuBHi 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo peuenmom
Ans iH ekuin no 3,5 mr; 1 MeHemKMeHT agpecwu 3asiBHYKA (BracHMKa peecTpaLiiHoro
NakoH 3 NOPOLLKOM Y Nimiteq noceigyeHHs1) 3miHa agpecu 3asiBHUKa
KapTOHHIN kopobui
16. BPITOMAP TabneTkn NPONOHroBaHoi Ddeppep Icnanis Peppep Icnanis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/10403/01/01
aii no 5 mr no 15 Tabnetok | IHTepHauioHan IHTepHaLjioHanb, - 3MiHa napameTpy « OgHopigHICTb BMICTy» (CT. 2.9.6 €Bp. peuenmom
y 6nicTepi; no 2 6nictepn b, C.A. C.A. ®apm.) Ha «OgHOPIAHICTE 4O30BaHNX OAMHULBY (CT.
Y KapTOHHIl KOpoobUi 2.9.40 €Bp.Papm.) 3 BHECEHHAM BiANOBIAHUX 3MiH [0
po3gainy «MeToam KOHTPOIo SKOCTI» (NPUBEAEHHSA MeToay
y BiANoBIgHICTb [0 MaTepianiB peecTpaLiiHOro 4oChbe)
17. BPITOMAP TabneTkn NPoONOHroBaHoi Ddeppep Icnanis Peppep Icnanis BHECEHHS 3MiH 0 peecTpauiiHnx martepianis: 3miHu | Tuny 3a UA/10403/01/02
aiino 10 mrno 15 IHTepHaujioHan IHTepHaLjioHanb, - 3MiHa napameTpy « OgHopigHICTb BMICTY» (CT. 2.9.6 €Bp. peuenmom
TabneTok y 6nictepi; no 2 b, C.A. C.A. ®apm.) Ha «OHOPIAHICTE JO30BaHNX OANHULLY (CT.
onictepn y KapTOHHIn 2.9.40 €p.dapm.) 3 BHECEHHAM BiANOBIAHUX 3MiH O
kopoobui po3giny «MeToau KOHTPONo SKOCTi» (MPUBEAEHHSI MeToay
y BiANOBIAHICTb 4O MaTepianis peecTpaLiiHoro 4ocke)
18. BPY®EH® cupon, 100 mr/5 mn no ABGoTT HimeuunHa ABGBI C.p.n. ITanis BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny bes UA/13154/01/01
100 mn y cpnakoHi; no 1 JlabopaTtopis - 3miHu Wwopao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay. peuenma
hnakoHy 3 MipHUM MM6X BBeneHHs abo 3miHM J0 y3aranbHeHNX AaHnx npo

LUNPULIOM Y KapTOHHIN
kopooui

cuctemy dbapmakoHarnsaay (BBeAeHHS y3aranbHeHUX
OaHux npo cuctemMy cpapmakoHarnsay, amiHa
YNOBHOBaXeEHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHS
dapmakoHarnsay; KOHTakTHoOi ocobu 3 dhapmakoHarnsay
3asiBHMKa Ans 34iNCHeHHs bapmakoHarnagy B YkpaiHi,
SIKLLO BOHA BigMiHHA BiJ yNMOBHOBaXeHOI 0cobu,
BiZNOBIgaNbHOI 3a 34iMCHEHHS dhapMakoHarnsay
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoesu
sionycky

Homep
peecmpauyiliHo2o
noceid4yeHHs1

(BKNOYaOYM KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTtep-arina cuctemmn apmakoHarnagy) - 3miHa
KOHTaKTHMX JaHMX KOHTaKTHOT 0COOW 3asiBHUKA,
BignoBiganbHoI 3a 34iMCHEHHS dhapmakoHarnsay B YkpaiHi

19.

BA3OHAT®

kancynu no 250 mr, no 10
kancyn y 6nictepi, no 4
abo 6 bnicTepiB y
KapTOHHIN nayui

AT
"OnaviHcpapm”

JlatBia

AT "OnanHdapm”

Jlatsia

BHECEHHS 3MiH [0 peecTpauinHux maTepianis: 3MiHu | Tuny
- 3MiHa y MeTogax BunpobysaHHst AP| abo BMXigHOrO
marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS y npoueci BUpobHuutea AdI - amiHa
A®I| MenbaoHito gurigpaT 40 MeTOAIB KOHTPOSO 3a
nokasHukom "CTOPOHHI AOMILLKMY, a came: 3aMiHa MeToay
TWX Ha meToa BEPX; 3amiHu Il Tuny - 3miHa y napameTpax
cneuudikauin Ta/abo JONyCTUMUX MeX, BU3HAYEHUX Y
cneumdikauisx Ha AdPI, abo BUXiAHUN/MPOMDKHUI
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLIECI
BUpOoGHMLUTBa ADI - 3MiHa KpUTEPITB NPUAHSTHOCTI Y
cneundikauii A®l MenbgoHito gurigpaT 3a NoKasHUKOM
"CTOPOHHI AoMiLLKK"

3a
peuernmom

UA/9434/01/01

20.

BAP®APUH
HIKOMEL

Tabnetku no 2,5 mr, no
100 TabneTok y chnakoHi;
no 1 pnakoHy y KapTOHHIW
Kopobui

Takena
AscTpia 'mM6X

ABCTpis

Takena Papma
Cn. 3 0.0.

MNonblia

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny
- 3miHu wopao 6esnekn/edekTMBHOCTI Ta hapMakoHarnsay.
BBeneHHs abo 3miHM A0 y3aranbHEHNX AaHUX Npo
cuctemy cdhapmakoHarnsay (BBEAEHHS y3aranbHEHUX
AaHux nNpo cuctemy papmakoHarnsgy, 3amiHa
yMNOBHOBaXeHOi 0cobu, BianoBiganbHOI 3a 3A4iNCHEHHS
hapmakoHarnsiay; KOHTakTHoOi ocobu 3 dhapmakoHarnsgy
3asBHUKA A4S 3AilNCHEHHs bapmakoHarnsaay B YkpaiHi,
SIKLLIO BOHa BiMiHHa Bif yNTOBHOBaXeHOI ocobu,
BiAnNoBiganbHOI 3a 3AiNCHEHHSA dhapMakoHarnsay
(BKITHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y pO3MILLIEHHI
mMacTtep-darina cuctemu chapmakoHarnagy) - 3miHa
ynoBHOBaxeHoi ocobu BignosiganebHoi 3a
dapmakoHarnag;: NponoHoBaHa peaakuis: Sumit Munjal.
3MiHa KOHTaKTHOI 0cobu 3asiBHMKA, BiAnoBiganbHoi 3a
3AicCHeHHs hapmakoHarnsagy B YKpaiHi:
MponoHoBaHa pepakuisi: CamoHeHko MapuHa
BonogvnmupisHa. 3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOT
ocobw, BignosiganeHoi 3a hapmakoHarnsg. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu, BignoBiaansHoi 3a
hapmakoHarnsg

3a
peuenmom

UA/7897/01/01

21.

BEHKNIKCTO

TabneTku, BKpUTI
NniBKOBOI 0BONOHKOIO,
100 mr Ne 7, Ne 14: no 1
abo 2 Tabnetkn y
6nictepi, no 7 6nictepis y
KapTOHHiI kopobui, Ne
112: no 4 TabneTkn y
6nicTepi, mo 7 6nictepis y
KapTOHHiII kopobui, 4
KapTOHHi KOPOBKK Yy
rpynoBii ynakoBL

E66BI
Biodapmachkio
Tikan3 MM6X

LLisenuapis

E668i Alipnena
HIN B.B., Ipnangis
(BPOGHMLTBO
nikapcbkoro
3acoby,
TECTYBaHHs);
EGGBI [Jonuneng
M6X i Ko. K,
HimeuunHa
(BUpoBHULTBO,
nakyBaHHs Ta
TeCTyBaHHS
NPOMIXHOTO
ekcTpyaarty

Ipnangis/
HimeyuuH
a

BHECEHHS 3MiH 0 peecTpauinHMX maTtepianiB: YTOYHEeHHs
ynakoBku B Haka3i MO3 Ykpaiuu
Ne 629 Big 21.03.2019 B npoueci BHeCEHHS 3MiH (3MiHu |l
TMny - 3MiHK Woao Gesnekn/edekTUBHOCTI Ta
dapmakoHarnsagy. 3miHv y TepaneBTUYHUX NOKa3aHHSX
(nopaBaHHSA HOBOrO TepaneBTUYHOIO NokasaHHsA abo 3miHa
y 3aTBEpXXEHOMY NnokasaHHi) 3MiHW BHeceHi fo IHCTpyKuii
ANs MEAUYHOTO 3aCTOCYBaHHS Ilikapcbkoro 3acoby Ao
posainis: "®apmakonoriyHi BnactusocTi”, "MNoka3aHHs",
"OcobnueocTi 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta
nosun”, "MobivHi peakuii”. BBeaeHHS 3MiH NpoTSrom 6-tn
MicsauiB nicns 3aTBepaxeHHs. 3miHu Il Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy. IHwi 3miHu,
SIKi He BBIMLLNW Y LI po3ain, siki BKNYaTb NogaHHS

3a
peuernmom

UA/16667/01/03
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BEHETOKNAKCy; pesynbTaTiB AOCHIMKEHb A0 KOMNETEHTHOIO OpraHy -
nepBuHHE Ta [MogaHHA ocTaTouHOrO 3BITY AocnimxeHHs Murano ans
BTOPUHHE BVKOHaHHS 3000B'A3aHb, HagaHUX Npu peectpaldii, Wo
nakyBaHHs1, BUMYCK Hajano niacTasu AnNs BHECEHHS iHdopmali wopao 6e3neku
cepii roToBoro A0 IHCTPYKUiT ANA MEeANYHOro 3aCTOCyBaHHS NiKapCbKoro
nikapcbKoro 3acoby). Pepakuis B 3aTBepmxeHoMy Hakasi — Ne 7, Ne
3acoby) 114: no 1 abo 2 Tabnetku y 6nictepi, no 7 6nictepis y
KapTOHHIN kopobui, Ne 112: no 4 TabneTkn y Gnictepi, no 7
GnicTepiB y KapTOHHIl kopobui, 4 KapTOHHI KOPObKK Yy
rpynosii ynaxkosLi.
BipHa pegakuis — Ne 7, Ne 14: no 1 abo 2 tabnetku y
6nicTepi, no 7 6nicTepiB y kapToHHin kopobui, Ne 112: no 4
TabneTkn y 6nictepi, no 7 6nicTepiB y KapTOHHI KOpPO6Li,
4 KapTOHHi KOPOBKN y rpynoBiii ynakoBsLy.
22. BIKANIH® Tabnetkn, no 10 Tabnetok NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny 6e3 UA/4775/01/01
y cTpunax abo y "Tannydapm” "KniBmegnpenapa - 3MiHM Woao 6esnekn/edekTMBHOCTI Ta dhapmakoHarmnsay peuenma
6nictepax; no 10 T", YKpaina; MAT - 3MiHV BHECEHI B TEKCT MapKyBaHHS NepPBUHHOI Ta
TabneTtok y 6nictepi; no 2 "Tanuucapm”, BTOPWHHOI YNaKoBKM NikapCbKoro 3acoby Lwoao
onictepu B navui YkpaiHa 3a3HaYeHHs1 MbKHAPOOHMX NO3HaYeHb OAMHULb
BUMiptoBaHHS. BBegeHHA 3MiH npoTsarom 6-tm micauiB
nicns saTBepAXXeHHSA
23. BOPUKOHA3O | nopoLLOK Anst pO34nHYy Mictpan AHrnis AxTasic |Tanis ITanisa BHECEHHS 3MiH 4O peecTpauinHuX maTepianis: 3miHu | Tuny 3a UA/16359/01/01
N -BICTA AC Ans iHdysi no 200 mr; no Kenitan C.n.A. - AgmiHicTpaTuBHi 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo peuenmom
200 mr y dnakoHi; no 1 MeHepKMeHT appecu 3asiBHUKA (BnacHuWKa peecTpauinHoro
bnakoHy B KApPTOHHIl JlimiTen noceigyeHHs) 3miHa agpecu 3asiBHUKa
Kkopooui
24, FEKCAKCUM / cycneHsist ans iH'ekuin no CaHodi PpaHuis 3AT "CaHodi- YropwimHa | BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/13080/01/01
HEXAXIM 0,5 mn (1 posa) B MacTtep C.A. ABeHTiC", | ®paHuis - 3MiHa y MeTofax BMNpobyBaHHSI FOTOBOTO JiKapCbKOro peuenmom
BAKUWHA ONA | nonepegHb0 3anoBHEHUX YropwuHa 3acoby - 3amiHa MixxHapogHoro ctaHgapTy BRP batch 2 Ha
NMPO®INAKTUK | wnpuuax 3 1-eto (abo 2- (BTOPUHHE BHYTpIiLWWHIN cTaHgapT (cepis IND09011), sakuii
N OUGTEPII, Ma) OKpemMunmMu rofikamm Ne nakyBaHHs); BUKOPUCTOBYETLCA Y BUNpobyBaHHi Tetanus activity test
NMPABLA, 1aboNe 10 Tay CaHodi MacTep Ans KiHLEeBOro Hepo3dacoBaHOro NPoAyKTy
KALLIIOKY nakoHax Ne 10 C.A., ®paHuis
(ALENONAPH (NoBHMI LMKN
nun BUPOBHMLITBA,
KOMMOHEHT), BUNYCK cepii)
FENATUTY B
PEKOMBIHAHT
HA,
noniomMienity
IHAKTUBOBAH
ATA
3AXBOPIOBAH
b!
CNPUYUHEHU
X

HAEMOPHILUS
My B
KOH'IOrOBAH
A!
AICOPEOBAH
A, PIOKA
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25. FEKCAKCUM / cycneHsis ans iH'ekuin no CaHodi PpaHuis 3AT "CaHodi- YropwmuHa | BHECEHHS 3MiH 40 peecTpauiiHnx martepianis: 3minu | Tuny 3a UA/13080/01/01

HEXAXIM 0,5 mn (1 posa) B Mactep C.A. ABeHrTiC", | ®paHuis - 3MiHa y napameTpax creuudikauini Ta/abo gonycTuMmx peuenmom

BAKLUMHA ONA | nonepegHb0 3anoBHEHUX YropwmHa MeX, BU3Ha4eHux y crneumdikauisx Ha A®l, abo

MPO®INAKTUK | wnpuuax 3 1-eto (abo 2- (BTOPUHHE BVXiAHWIN/NPOMDKHWIA NpOAYKT/peareHT, Lo

N OUOTEPII, Ma) oKpemumu rornkamm Ne nakyBaHHs1); BMKOPWUCTOBYIOTBCS Y Npoueci BupobHuutea A®I - 3miHa

NMPABLA, 1aboNe 10Tay CaHodpi MNactep KpUTEpIiB NpURHATHOCTI Ans BunpobysaHHa SDS-Page test

KALLJTIOKY dnakoHax Ne 10 C.A., ®paHuis Ans peareHTy acianodeTyiH, SKUN BUKOPUCTOBYETLCH Y

(AUENONAPH (noBHWUM LMKN npoueci oumnwieHHs Pertussis Toxoid. BHeceHHs

1] BUPOOHMLTBA, KOPEKTOPCbKUX NpaBok Ao po3giny 3.2.5.2.2

KOMIMOHEHT), BUNYCK cepii)

FENATUTY B

PEKOMBIHAHT

HA,

noniomMmienity

IHAKTUBOBAH

ATA

3AXBOPHOBAH

b!

CMNPUYMNHEHU

X

HAEMOPHILUS

Tuny B

KOH'IOrOBAH

A!

AICOPBEOBAH

A, PIOKA
26. FEKCAKCUM / cycneHsist ans iH'ekuin no CaHodi PpaHuis 3AT "CaHodi- YropwimHa | BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/13080/01/01

HEXAXIM 0,5 mn (1 posa) B MacTtep C.A. ABeHTiC", | ®paHuis - 3MiHa y napameTpax crneundikaLivi Ta/abo gonycTnMmx peuenmom

BAKUWHA ONA | nonepenHb0 3anoBHEHUX YropwwmHa MeX, BU3Ha4eHux y cneumdikauisx Ha AdI, abo

NMPO®INAKTUK | wnpuuax 3 1-eto (abo 2- (BTOPUHHE BVXiOHWI/NPOMIXXHUIA NpoAyKT/peareHT, Lo

N OUOTEPII, Ma) oKpemumu rornkamm Ne nakyBaHHs); BMKOPMCTOBYIOTbCA Y npoueci BupobHuutea AdI -

NMPABLA, 1aboNe 10 Tay CaHodpi Nactep 3BYXXEHHS [ONYCTMMUX MeX cneumdikauii ons sogu, Wo

KALLITIOKY dnakoHax Ne 10 C.A., ®paHuis BMKOPUCTOBYETLCS Y BUPOOHULTBI aKTUBHOT CyGCTaHLil

(ALENONAPH (NoBHMI LMKN Purified Tetanus Toxoid

nn BUPOGHMLITBA,

KOMMOHEHT), BUNYCK cepii)

FENATUTY B

PEKOMBIHAHT

HA,

noniomMienity

IHAKTUBOBAH

ATA

3AXBOPIHOBAH

b’

CMNPUYMNHEHU

X

HAEMOPHILUS
TMny B
KOH'IOrOBAH
A,
AICOPEOBAH
A, PIOKA
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27. FEMUUTABIH MOPOLLIOK AJ1A PO3HYNHY Awmakca Benuka cepTudikauia Ta HimeuumnH BHECEHHS 3MiH A0 peecTpauiiHnx maTtepianis: yTO4YHEeHHS 3a UA/15059/01/01
AMAKCA Ans iHdysin no 1000 mr, 1 dapma JTT[ Bputanis BMNYCK cepii: al peecTpauiiHoro Homepa B Hakasi MO3 YkpaiHu peuenmom
hnakoH 3 NMOPOLLKOM B AkBiga 'mbX, ITanis/ Ne 629 Bia 21.03.2019 B npoueci BHECEHHS 3MiH (3MiHK |
KapTOHHiN kopobui Hime4umnha; Tuny - 3MiHn Wwopao 6e3nekn/edekTMBHOCTI Ta
BMPOBHMLTBO in dapmakoHarnsagy (iHwi amiHn) BeegeHHs gogatkosoro
bulk, nepsuHHe TEKCTY MapKyBaHHS YKpaiHCbKOI Ta aHrMilnCbKo MOBaMm
nakyBaHHs, Ha BTOPUHHI Ta NepBUHHIl ynakoBLi Nnikapcbkoro 3acoby
KOHTPOMb Cepii: (3aTBEPAKEHNI TEKCT MAPKYBaHHS NEPBMHHOI YNaKOBKM
AxTasic |Tanis YKpaiHCbKOK MOBOK Ta BTOPVHHOI YNaKOBKW YKPaAiHCHKOIO i
C.n.A., Itanis; aHrninceKkow). BeegeHHs 3MiH NpoTsaArom 6-Tv MicsLiB nmicnst
BTOPUHHE 3aTBepMkeHHs.). Pegakuis B 3aTBepakeHOMY Hakasi —
nakyBaHHs: UA/15059/01/02. BipHa pegakuis — UA/15059/01/01.
Komdacc M'vbX,
Himeyuunha;
BTOPVHHE
nakyBaHHs:
Benyc ®apma
'm6X, HimeyynHa
28. FHINPAN KOHLEHTpAT AJ18 PO34YNHY Takepa ABcTpis Takepa ABcTpist ABCTpis BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny 3a UA/2845/03/01
Ans iHdysin, 25 Mkr/5 mn ABcTpist TM6X mM6X - 3miHu wopo 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy. peuenmom
no 5 mn B amnyni; no 5 BBeneHHs abo 3miHM A0 y3aranbHEHNX AaHUX Npo
amnyrn y KapTOHHIW cuctemy cdbapmakoHarnsaay (BBEAEHHS y3aranbHeHUX
Kopobui OaHuX Npo cuctemy papMakoHarnsgy, amiHa
yMNoBHOBaXeHOi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsay
3asBHUKa A4S 3AilCHeHHs bapmakoHarnsaay B YkpaiHi,
SIKLLIO BOHa BiMiHHa Bif yNOBHOBaXeHOI ocobw,
BiZNOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKITHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y PO3MILLIEHHI
mMacTtep-darina cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOBaXKeHOi 0cobu BiAMoBiAansHoI 3a
dapmakoHarnag;
MponoHoBaHa pepakuis: Sumit Munjal. 3miHa KOHTakTHOT
ocobu 3asBHUKA, BiAMNOBIAANLHOI 3a 3AiNCHEHHS
dapmakoHarnsaay B YKpaiHi:
MponoHoBaHa pepakuis: CamoHeHko MapuHa
BonoanmupiBHa. 3MiHa KOHTaKTHUX AaHWX YNOBHOBAXXEHOT
ocobw, BignosigansHoi 3a hapmakoHarnag. 3MiHa
KOHTaKTHUX AIaHUX KOHTaKTHOI 0cobu, BianoBiaansHoi 3a
chapmakoHarnsg
29. FIHINPAN po34mH ans iH'ekuin, 10 Takena ABCTpis Takega ABcTpisi ABcTpis BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHu | Tuny 3a UA/2845/01/01
MKI/2 Mn 1o 2 Mn B ABcTpis 'M6X vm6X - 3miHu Wwopao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay. peuenmom

amnyni; no 5 amnyn y
KapTOHHIl kopobui

BBeneHHs abo 3miHM [0 y3aranbHEHUX AaHUX Npo
cucTtemy cdhapmakoHarnsiay (BBEAEHHS y3aranbHEeHUX
OaHux npo cuctemMy cpapMakoHarnsay, amiHa
YNOBHOBaXeEHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHS
dapmakoHarnsay; KOHTakTHoOi ocobu 3 dhapmakoHarnsay
3asiBHMKa Ans 34iNCHeHHs bapmakoHarnagy B YKpaiHi,
SIKLLO BOHA BigMiHHA BiJ yNMOBHOBaXeHOI 0cobu,
BiZNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKIMHOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHM y pO3MILLEHHI
mMacTep-carina cuctemun papmakoHarnagy) - 3miHa
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[IponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoesu
sionycky

Homep

peecmpauyiliHo2o

noceid4yeHHs1

ynoBHOBaXeHOi 0cobu BiAnoBifansHoi 3a
dapmakoHarnag;

MponoHoBaHa pepakuia: Sumit Munjal. 3miHa koHTakTHOT
ocobu 3asiBHUKA, BiANOBIAANbHOI 3a 34iNCHEHHSI
dapmakoHarnsay B YKpaiHi:

[MponoHoBaHa pegakuisi: CamoHeHko MapuHa
BonoavmupisHa. 3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXXEHOT
ocobw, BignosigansHoi 3a dapmakoHarnsag. 3miHa
KOHTaKTHUX AIaHMX KOHTaKTHOI 0cobu, BianoBiaansHoi 3a
chapmakoHarnsg

30.

FAILEPYHOBI
CYNO3MTOPIi
Ans MITER

cynosuTopii pekTanbHi no
1405 wr; no 6
CynosuTopiie y cTpuni; no
1 abo no 2 cTpunu y nayui
3 KapTOHY

KYMN®EP
BIOTEX, YAB

JlntoBcbka
Pecnybnika

AT"AHTIGioTivE"

PymyHis

BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3miHu Il
TMny - 3MiHK Wwopao 6esnekn/edekTUBHOCTI Ta
dapmakoHarnagy. BHeceHHs abo 3miHa(v) oo 3060B'si3aHb
Ta yMOB BMAaui peectpauiiHoro nocBig4eHHs, BKIoYaim
MnaH ynpaBniHHA pusukamm (3acTocyBaHHS 3MiH(1), siki(a)
BMMaraTb(€) noganbLIoro 06rpyHTyBaHHS HOBUMU
[04aTKOBMM AaHWMMU, Lo MaloTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKiNbK/M BUMaraeTbCcs CyTTeEBa
OLjiHKa KOMMNETEHTHUM OopraHoMm). BukoHaHHsi 3060B's3aHb
BignoBigHo 4o nianyHkTy 1.13 nyHKTYy 1, nignyHkTy 2.3
NyHKTY 2 gopaTtky 15 go MNMopsaky npoBedeHHst ekcnepTusmn
peecTpauiiHNX MaTepiarniB Ha Jikapcbki 3acobwu, LWo
noJaarTbCsa Ha AepXkaBHY peecTpallito (mepepeecTpaliio), a
TaKoX eKcnepTuan matepianis Npo BHECEHHS 3MiH 10
peecTpauinHMX MaTepianis NPOTAroM Aji peecTpauiiHoro
NOCBiAYEHHS, 3aTBepaKeHoro Hakazom MOS Big
26.08.2005 Ne 426 (y pepakuii Hakazy MOS3 Big 23.07.2015
Ne 460).

be3
peuenma

UA/12010/01/01

31.

FMILEPUHOBI
CYMO3MUTOPII
ans
[OPOCTUX

Cyno3nTOopIi pekTanbHi no
2100 mr, no 6
CynosuTopiis y cTpuni; no
1 abo 2 cTpunu B nayui 3
KapToHY

KYN®EP
BIOTEX, YAB

JlntoBcbka
Pecnybnika

AT «AHTIiGiOTiUE»

PymyHis

BHECEHHS 3MiH A0 peecTpauinHnux matepianis: 3miHu ||
TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnagy. BHeceHHsa abo 3miHa(v) oo 3060B'si3aHb
Ta yMOB BuAaui peectpauiiHoro nocBig4eHHs, BKro4aoim
MnaH ynpaBniHHA pusukamm (3acTocyBaHHs 3MiH(1), siki(a)
BMMaratTb(€) noganbLIoro 06rpyHTyBaHHS HOBUMU
[00aTKOBMM AaHUMM, LLO MaloTb HagaBaTUcs
KOMMETEHTHWM OpPraHoM, OCKiflbkU BUMaraeTbCs CyTTeBa
OLjiHKa KOMMNEeTEHTHUM opraHoMm). BukoHaHHsi 3060B's3aHb
BignoBigHo Ao niagnyHkTy 1.13 nyHkTy 1, nignyHkTy 2.3
NyHKTY 2 goaaTtky 15 go MNMopsiaky npoBeAeHHst ekcnepTusm
peecTpaLiiHNX MaTepiarniB Ha Nikapcbki 3acobwu, Lo
noAaloTbCs Ha AepxaBHy peecTpaLiio (nepepeecTpallito), a
TaKoX ekcnepTu3n matepianis NPo BHECEHHS 3MiH A0
peecTpauinHMX MaTepianiB NpoTAroM Aii peecTpauiiHoro
nocBiAYeHHs, 3aTBepaxeHoro Hakazom MO3 Big
26.08.2005 Ne 426 (y pepakuii Hakazy MOS3 Big 23.07.2015
Ne 460).

6e3
peuenma

UA/12011/01/01

32.

FOPOCTEH®

PO34MH A5 30BHILLUHBOTO
3acTocyBaHHs 0,25 mr/mn
no 2 MmN B KOHTENHepI; No
10 KOHTenHepiB y navui;
no 30 mn y 6aHuj; no 1
6aHLj y mayui 3 KapToHy;

TOB "HOpis-
dapm"

YkpaiHa

TOB "tOpis-$Papm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3miHu | Tuny
- AgmiHicTpaTuBHi 3MiHW. 3miHa kogy ATX - 3MiHU LWoao
dapmakoTepaneBTU4HOI rpynu Ta kogy ATX 3rigHo 3
KnacuikaTopom papmakoTepaneBTUYHNX rpyn i Koais
ATX BOOS. 3atBepaxeHo: AHTUCENTUYHI Ta
nesiHdekuinHi 3acobn. CnonykM YeTBEPTUHHOIO aMOHit0.

6e3
peuenma

UA/2048/01/01
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[IponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JNlikapcbKo20 eidnycky peecmpauyiliHo2o
3acoby noceid4yeHHs1
no 100 mn, 400 mn'y Kog ATX DO8A J. 3anponoHoBaHO: AHTUCENTUYHI Ta
6aHkax AesiHdekuiriHi 3acobu. Cnonyku YeTBEPTUHHOTO aMOHito.
Kog ATX DO8A J10
33. | AE3NOPATALA TabneTku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny bes UA/13810/01/01
WUH 06ornoHkoto, no 5 mrno 10 "TexHonor" - 3miHu wopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay. peuenma
TabneTok y 6nictepi; no 1 3MiHUM y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby,
abo no 3 6nictepu B nayui TEKCTi MapKyBaHHS Ta iHCTPYKLUIii ANs MeAnYHOro
3 KapTOHY 3aCTOCYBaHHsi reHepUYHUX/TibpuaHMX/6ionogibHMX
nikapcbkux 3acobiB Nicns BHECEHHS TiEi camoi 3MiHK Ha
pedepeHTHWI Npenapart (3miHa He noTpebye HagaHHs
XKOOHWX HOBWX A0AaTKOBMX AAHWX) - 3MiHU BHECEHO A0
iHCTpyKUii y po3ain "lMNokasaHHs", a TakoX y po3ainu:
"®apmakornorivyHi BnactusocTi”, "Baaemogis 3 iHwmMmn
nikapcbkumm 3acobamu Ta iHWi BUaM B3aemogin”,
"OcobnueocTi 3acTocyBaHHA", "3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs rpyaar”, "3aaTHicTb BNnNnBaTtu
Ha WBKNAKICTb peakLii Npu KepyBaHHi aBTOTPaHCNOPTOM
abo iHWuMK mexaHismamun", "Cnocib 3actocyBaHHS Ta
fosn", "Oitn" (yTouHeHHs iHdopmauii) , "Mobivni peakuii”
3rigHo 3 iHdopMaLieto Woa0 MeguyHoro 3aCTocyBaHHs
pedbepeHTHOro nikapcbkoro 3acoby (EPIYC, Tabnetku,
BKPWTI MI1iBKOBOK 060MOHKO Mo 5 Mr). BBeaeHHs 3miH
npoTsArom 3-X MicAUiB Micnsi 3aTBEPAKEHHS
34. | QUNPO®ON® emynbcia ans iH'ekuin 1 % | MAT "dapmak” YkpaiHa MAT "®apmak”, YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny 3a UA/12758/01/01
no 20 mn B amnyni; no 5 YkpaiHa - 3MiHa y meTogdax BUNpobyBaHHS rOTOBOTO NiKapCbKOro peuenmom
amnyn y 6nictepi; no 1 (nakyBaHHsi i3 3acoby (ans npuBeaeHHs y BignosigHicTe 3 ADY abo
6nictepy B nayui 3 dopmu in bulk €Bponencbko hapMakoneeto Ta BUNyYEHHS MOCUMaHHS
KapToHy; no 50 mn y dipMun-B1pobHMKa Ha 3acTapinui BHYTPILLHIN MeToA BUNpobyBaHHS i 1oro
dnakoHi; no 1 pnakoHy B Synthon Hispania, HoMep); 3miHu | Tuny - 3amMiHa napameTpiB cneuudikadli
navji 3 KapToHy S.L., IcnaHis (Ha Ta/abo [onyCTUMUX MEX roTOBOrO fikapcbKoro 3acoby
BUPOGHWYIN (iHWi 3MiHW); 3miHK | TMNY - 3MiHa y meToadax
OinbHULj BUNpPoByBaHHS rOTOBOrO NiKapCbKoro 3acoby (iHLWi 3aMiHW y
Fresenius Kabi MeToAax BMNpobyBaHb (BKMoYaoum 3amiHy abo
Austria GmbH, [OMNOBHEHHS))
ABcTpis))
35. | AUNPO®ON® emynbcia ans iH'ekuin 2 % | MNAT "®apmak” YkpaiHa MAT "®apmak”, Ykpaina BHECEHHS 3MiH [0 peecTpauiiHuX maTtepianis: 3miHun | Tuny 3a UA/12758/01/02
no 50 mn y dprakoHi; no 1 YkpaiHa - 3MiHa y meTofax BUNpobyBaHHS rOTOBOrO NiKapCbKOro peuenmom
dnakoHy B nayui 3 (nakyBaHHsi i3 3acoby (ans npuBeaeHHs y BignosigHicTe 3 APY abo
KapToHY dopmu in bulk €Bponencbkolo hapMaKkoneeto Ta BUNyYEHHSI MOCUNaHHS
ipMun-BUpOBHMKa Ha 3acTapinui BHYTPILLHIN MeToA BUNpoDbyBaHHS i ioro
Synthon Hispania, HoMep); 3MmiHu | Tuny - 3MiHa napameTpiB cneuudikadi
S.L., IcnaHis (Ha Ta/abo [oMyCTUMUX MEX roTOBOIO fikapcbKoro 3acoby
BMPOBHWYIN (iHWi 3MiHW); 3MmiHK | TUMY - 3MiHa y meToAax
OinbHULj BUNPOBYBaHHS FOTOBOrO NiKapCbKOro 3acoby (iHWi 3MiHU y
Fresenius Kabi MeTofax BMNpobyBaHb (BKMYaoum 3amiHy abo
Austria GmbH, [AOMOBHEHHS))
ABcTpis))
36. | OUDJIIOKAH® kancynu no 50 mr, no 7 Mcpansep IHK. CLA ®apesa Ambya3 dpaHuis BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny 3a UA/5970/02/01
kancyn y 6nictepi; no 1 - nogaHHs Hooro E- CepTudikaTy BignosigHoCTI peuenmom

GnicTepy B KapTOHHil
ynakoBLji

€sponeiicbkint papmakonei Ne R1-CEP 2010-043-Rev 00
ONns AONOMDKHOT pe4OBUHN XenaTuH Bif HOBOro
BMPOBHWKa; 3MiHM | TUNY - BUIy4eHHs CepTtuddikaTy
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Ne
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Hasea
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Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa
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sionycky

Homep
peecmpauyiliHo2o
noceid4yeHHs1

BignosigHocTi €Bponevicbkoi ®apmakonei R1-CEP 2001-
332-Rev 02 ons onoMiKHOT pe4YOBUHU XKenaTuH; 3MiHu |
Tuny - BunyveHHs CepTtudikaTty BianoBigHOCTI
€sponencbkoi ®apmakonei R1-CEP 2002-110-Rev 00 ans
AOMOMDKHOT PEYOBWHM XXenaTuH; 3MiHun | Tuny - BUNyYeHHs
CeptudpikaTy BignosigHocTi €EBponericbkoi Papmakonei
R1-CEP 2000-027-Rev 02 gns 4ONOMiXXHOT pe4oBUHM
XenatuH; 3aMminn | Tuny - BunyveHHs CeptudikaTy
BignosigHocTi €Bponevicbkoi Papmakonei R1-CEP 2003-
172-Rev 01 gns 4ONOMiIXKHOI pE4YOBUHU XXenaTuH

37.

ONDITIOKAH®

kancynu no 100 mr, no 10
kancyn y 6nictepi; no 1
onictepy B KapTOHHiN
ynakoBLji

MNdpansep IHk.

CLA

®apeBa Ambyas

PdpaHuis

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu | Tuny
- nogaHHs Hooro E- CepTudikaTy BignoBigHOCTI
E€sponevicbkin bapmakonei Ne R1-CEP 2010-043-Rev 00
015 JONOMIDKHOT PEYOBMHU XKenaTuH Bif HOBOro
BUPOGHWKA; 3MiHN | TUNY - BUNy4eHHs CepTtudikaTy
BignosigHocTi €sponeincebkoi Papmakonei R1-CEP 2001-
332-Rev 02 ana gonoOMiPKHOT pe4YOBUHM XXenaTuH; 3MiHu |
Tuny - BunyveHHs CepTtudikaTty BignoBigHOCTi
€sponencbkoi ®apmakonei R1-CEP 2002-110-Rev 00 ans
OOMOMDKHOI PEYOBUHM XenaTuH; 3MiHu | TUny - BUNyYeHHS
CeptudpikaTy BignosigHocTi €Bponericbkoi Papmakonei
R1-CEP 2000-027-Rev 02 ons 4ONOMiXKHOT pe4OBUHM
XenatuH; 3aMinm | Tuny - BunyveHHs CeptudikaTy
BignosigHocTi €Bponevicbkoi ®apmakonei R1-CEP 2003-
172-Rev 01 gns 4ONOMiIXKHOI pE4YOBUHU XXeNaTuH

3a
peuernmom

UA/5970/02/02

38.

OUNDJTIOKAH®

kancynu no 150 wmr, no 1
kancyni y 6nictepi; no 1
onictepy B KapTOHHiN
ynakoBLji

Mdpansep IHk.

CLA

dapeBa Ambyas

DpaHuis

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu | Tuny
- nogaHHs Hooro 'E- CepTudikaTy BignoBigHoCTI
€sponevicbkin dapmakonei Ne R1-CEP 2010-043-Rev 00
ONs AONOMDKHOT pe4OBUHN XenaTuH Bif HOBOro
BUPOGHWKA; 3MiHK | TUNY - BUNy4eHHss CepTudikaTy
BignosigHocTi €Bponevicbkoi ®apmakonei R1-CEP 2001-
332-Rev 02 gns 4onNoMiKHOT pe4YOBUHU XKenaTuH; 3MiHu |
TMny - BUny4eHHs CepTtudikaTty BianoBigHOCTi
€sponencbkoi Papmakonei R1-CEP 2002-110-Rev 00 ans
OOMOMDKHOI PEYOBUHM XenaTuH; 3MiHu | TUNy - BUNyYeHHS
CeptudikaTy BignosigHocTi €Bponericbkoi Dapmakonei
R1-CEP 2000-027-Rev 02 ons 4ONOMiXKHOT pe4OBUHM
»)enaTtuH; 3MmiHu | Tuny - BunyveHHs CeptudikaTy
BignosigHocTi €Bponeicbkoi Papmakonei R1-CEP 2003-
172-Rev 01 gns 4ONOMiXKHOT pE4YOBMHU XXeNaThH

3a
peuernmom

UA/5970/02/03

39.

AUNDITIOKAH®

pPO34MH Ans iHdysin, 2
mr/mn, no 50 mn a6o 100
MmNy donakoHi; no 1
bnakoHy B KapTOHHIV
ynakoBLji

Mdpansep IHk.

CLA

dapeBa Ambyas

DdpaHuis

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny
- 3MiHM BUNpobyBaHb abo AONYCTUMUX MEX,
BCTaHOBIEHUX Y cneundikauisgx, nig yac BUpobHuuTBa
roTOBOrO NMiKapCbKOro 3acoby - YyTOYHEHHSI MOCMNaHHS Ha
MeTO[ KOHTPOM y cneuudikauisx, nig Yac BUpobHuLTBa
roTOBOro NiKapCbKOro 3acoby 3a T. 30BHILUHI BUMMAA,
(BHECeHO "BidyarnbHuii KOHTponb"); 3MiHa y cneumdikauii
nia Yac BUPOBOHMLITBA rOTOBOTO MikapCbKoro 3acoby T.
BwmicT dnykoHasony 3amiHa T. cnektpodoTtomeTpii (UV) Ha
meton BEPX (HPLC); aktyanisauis cneuudikauii
NPOMIXHOrO NPOAYKTY rOTOBOrO MikapCbKoro 3acoby T.
OpHopIgHICTb 3aNOBHEHHS; 3MiHM | TMMy - 3MiHW y MpoLueci

3a
peuernmom

UA/5970/01/01
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Ymoesu
sionycky

Homep
peecmpauyiliHo2o
noceid4yeHHs1

BMPOBOHMLTBA rOTOBOTO NikapCbKoro 3acoby, BkIYaym
NPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCS NPY BUPOBHULITBI
roTOBOIO fiKapCbKoro 3acoby - 3a3Ha4eHo 4Yac
OXOMOKEHHS PO34MHY, TN diNbTpa, yMOBK cTepunisadii
roTOBOIO fikapcbKoro 3acoby

40.

OPOTABEPUH

Tabnetku no 40 mr no 10
TabneTok y 6nictepi; no 1
abo 2, abo 3 6nictepn y
navuj

NAT
"KuiBmegnpen
apat"

YkpaiHa

NAT
"KviBmegnpenapa
™

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny
- 3MiHK Wwopno 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay
- 3MiHN BHECEHI B TEKCT MapKyBaHHS YNaKoBKW NikapCbKOro
3aco0y LWoA0 3a3HaYeHHs1 MiXKHapOAHWUX No3HaYeHb
OAMHWLb BUMiptOBaHHS. BBegeHHsA 3miH npoTsrom 6-tn
MicsiliB nicna 3aTBepAXXEHHS

be3
peuenma

UA/6289/01/01

41.

EKCUNEHEM

MOPOLLIOK A151 PO34UHY
ans id'ekuin no 1000 mry
cdnakoHax Ne1

Ekcip
PapmacboTuk
an KomnaHi

IpaH

Excip
dapmacbioTukan
KomnaHi

IpaH

BHECEHHS 3MiH [0 peecTpaliiHMx MaTepianis: 3miHu | Tuny
- 3miHu wopao 6esnekn/edekTMBHOCTI Ta hapmMakoHarnsay.
3MiHUM y KOPOTKii XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT AN MeguyHoro
3aCTOCYBaHHS reHepU4HNX/riopnaHux/6ionogibHNx
nikapcbkux 3acobiB Nicns BHECEHHSI TiET camoi 3MiHW Ha
pechepeHTHUIN Npenapar (3miHa He NoTpebye HaaaHHSA
XOAHUX HOBMX 0OOATKOBUX AaHUX). 3MiHW BHECEHi A0
iHCTpyKLUii y po3ainu "Moka3aHHA" (YTOUYHEHHS),
"®apmakornoriyHi BnactusocTi”, "lMpoTunokasaHHs",
"B3aemogisi 3 iHWu1MK nikapcbkummn 3acobamu Ta iHwWi Buam
B3aemogin”, "OcobnmBocTi 3acTocyBaHHs", "3acTocyBaHHs
y nepiog BariTHoOCTi abo rogyBaHHs rpyaato”, "3aaTHicTb
BMMMBATU Ha LUBMAKICTb PeakLii Npy KepyBaHHI
aBTOTpaHcnopToM abo iHWKMKU MexaHiamamn", "Cnocib
3actocyBaHHs Ta goau", "Oitn" (YyTOUYHEHHs),
"MepepnosyBaHHs", "MobiyHi peakuii”, "HecymicHicTb"
3rigHo 3 iHdbopMaLlieto Woa0 MeguyHoro 3acTocyBaHHs
pedbepeHTHOro nikapcbkoro 3acoby (MEPOHEM, nopotuok
ANsi po3ynHy Ans iH’ekuin no 1000 mr).

3a
peuenmom

UA/13506/01/01

42.

EKCUCTEH-
CAHOBENb

Tabnetkn no 15 mr no 10
TabneTok y 6nictepi; no 1
abo 3 6nictepn y
KapTOHHiI kopobui

CaHoBernb
Insiy CaHai Be
Tupxapet
A.LL.

TypeyuunHa

CaHoBernb Insy
CaHai Be
Tupxapet A.LLL.

TypeyunH
a

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu | Tuny
- 3miHu wopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX Npo
cuctemy dbapmakoHarnsay (BBEAEHHS y3aranbHEHUX
OaHux npo cuctemy cpapmakoHarnsay, amiHa
YNOBHOBaXEHOT 0cobWu, BiANOBIiganbHOI 3a 34iNCHEHHS
hapmakoHarnsiay; KOHTakTHOi ocobu 3 hapmakoHarnsgy
3asiBHMKa Ans 34iNcCHeHHs bapmakoHarnagy B YKpaiHi,
SIKLLO BOHA BigMiHHA Bi yNMOBHOBaXeHOI 0cobu,
BiA4noBiganbHoi 3a 34iMCHEHHSA hapMakoHarnsay
(BKIMHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLEHHI
mMacTtep-carina cuctemun chapmakoHarnagy) - 3miHa
KOHTaKTHOI 0cobu, BiaNoBiganbHoi 3a chapmakoHarnsg B
YkpaiHi: nponoHoBaHa pefakuis - BiTkoBcbka TeTsiHa
BiTaniiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTAKTHOI ocobu,
BignosiganbHoi 3a papMakoHarnsg B YkpaiHi

3a
peuernmom

UA/9604/01/02

43.

EKC®OPX

TabneTku, BKPUTI
nniBkoBOI 0B6ONOHKOMD, 5
mr/80 mr; no 14 TabneTok
y 6nicTepi; no 1 a6o no 2
onictepu B kopoOui

HoBapric
Papma Al

LLisevinapis

HoBaprtic ®apma
LWteinH AT,
LLisenuapisi;

Hosapric
dapmacbkoTrka

LLiseviuapi
g/ lcnanis

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHu | Tuny
- noaaHHs oHoeneHoro CEP Ne R1-CEP 2008-122-Rev 01
ans gitoyoi pevosuHu Amlodipine besilate Big
3aTBepgkeHoro BupobHuka LEK PHARMACEUTICALS
D.D, y 3B’s3ky 3 gogaBaHHsam Cadila Healthcare Ltd. sik

3a
peuernmom

UA/8102/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JNlikapcbKo20 eidnycky peecmpauyiliHo2o
3acoby noceid4yeHHs1
C.A., Icnanis anbTepHaTUBHOro NocTavarnbHKKa BUXIOQHOTO MaTepiany
amlodipine FIA, L0 BUKOPUCTOBYETLCS ANs BUPOOHMLITBA
niroyoi pevoBmHn Amlodipine besilate. BBeaeHHs 3MiH
npoTArom 3-x MicsiliB nNicns 3aTBepAXXeHHs
44, EKC®OPX TabneTkn, BKpUTI HoBapric LLIseniLapis Hoeaptic ®apma LLiBeruapi | BHECEHHS 3MiH 4O peecTpauiiHMX MaTepianis: 3MiHu | Tuny 3a UA/8102/01/03
nniskosot o6onoHkot, 10 dapma Al LWTenH AT, a/ lcnanis - noaaHHs oHoeneHoro CEP Ne R1-CEP 2008-122-Rev 01 peuenmom
mr/160 mr; no 14 TabneTok LLisenuapis; Ans gitoyoi pevosnHn Amlodipine besilate Big
y bnicTepi; no 1 a6o no 2 Hosapric 3aTBepakeHoro BupobHuka LEK PHARMACEUTICALS
6nictepu B kopoOLi dapmacbkloTrka D.D, y 3B’a3ky 3 gogaBaHHsaM Cadila Healthcare Ltd. six
C.A., Icnanis anbTepHaTUBHOro NocTavarnbHKKa BUXIOHOrO MaTepiany
amlodipine FIA, wo B1KopncTOBY€ETLCS ANs BUPOOHMLTBA
niroyoi pevoBmHn Amlodipine besilate. BBeaeHHs 3miH
NpPoOTArom 3-x MicsiLiB nicns 3aTBepAXXeHHs
45, EKCPOPX TabneTkn, BKpUTI HoeapTic LLiseniapis HoeapTic ®apma LLiBeruapi | BHECEHHs 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHu | Tuny 3a UA/8102/01/02
nniBkoBok 060MoHKOW, 5 dapma Al LWTenH Al, a/ lcnanis - noaaHHs oHoeneHoro CEP Ne R1-CEP 2008-122-Rev 01 peuenmom
mr/160 wmr; no 14 TabneTok LLiBeviuapis; ans gitoyoi pevouHn Amlodipine besilate Big
y 6nicTepi; no 1 a6o no 2 Hoeapric 3aTBepakeHoro BmpobHuka LEK PHARMACEUTICALS
6nictepu B kopobLi dapmacbkloTrka D.D, y 3B’a3ky 3 gogaBaHHsiM Cadila Healthcare Ltd. six
C.A., Icnanis anbTepHaTUBHOro NocTavarbHKKa BUXIOQHOTO MaTepiany
amlodipine FIA, wo BukopuctoByeTbCS N5t BUPOOHULITBA
Aitoyoi pevosuHn Amlodipine besilate. BBeaeHHA 3MiH
NpoTArom 3-x MicsiliB nicns 3aTBepAXXeHHs
46. EMOKCUNIH® pO34uH Ans iH ekuin 1% TOB YkpaiHa MpAT “Iekxim — YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHu | Tuny 3a UA/15047/01/01
no 1 mn B amnyni; no 10 "30PABO" Xapkis” - AgmiHicTpaTuBHi 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo peuenmom
amnyn y nayui 3 KapToHy; appecu 3asBHUKA (BNacHWKa peecTpauinHoro
no 1 mn B amnyni; no 5 NOCBIQYEHHS1) - 3MiHa aApecu 3asiBHUKA; 3MiHuW | Tuny -
amnyn B 6nictepi; no 2 AOMiHicTpaTMBHI 3MiHW. 3MiHa HalMeHyBaHHs1 Ta/abo
6nictepun y navui 3 appecu Micus NPoBafKeHHS AisnbHOCTI
KapToHy; no 1 mn B BMPOGHMKa/imnopTepa roToBoro fikapcbkoro 3acoby,
amnyni; no 100 amnyn y BKIOMAOUM AinbHULI BUMNYCKY cepii abo MicLe npoBedeHHs
navuji 3 KapToHy KOHTPOIIO SIKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
BUPOGHWK/IMNOpTEP, BKINOYAUM BUMYCK CEPIlt) - 3MiHa
HaliMeHyBaHHS Ta agpecu BupobHuka 113 MpAT "ekxim-
XapkiB", YkpaiHa; 3MiHn | Tuny - 3MiHn 3 sikocTi. [oToBMi
nikapcbkuii 3aci6. CtabinbHicTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHsl roTOBOro MikapCbKoro
3acoby (36inbLUeHHs TepMiHy NPMAATHOCTI FOTOBOMO
nikapcbkoro 3acoby) - [nst ToproBoi ynakoBku
(nigTBEPOXYETLCA AaHMMU peanbHOro Yacy) - 36inbLweHHs
TepMiHy NpuaaTHOCTi FOTOBOTO fikapCbKoro 3acoby 3 2-x
pokiB 4o 3-x pokiB
47. EHTUBIO® NOpPOLUOK ANs Takepa Papma HaHis Bikxem Benvka BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/15405/01/01
KOHLIEHTpaTy AN po3ynHy A/C JlabopaTtopis BputaHis/ | - 3miHn wopo 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay. peuenmom
ans iHdysin no 300 mry JimiTen, Benuka ITania/ BBeneHHs abo 3miHM [0 y3aranbHEHUX AaHUX Npo
dnakoHi, no 1 dnakoHy y Bputanis AscTpis/ cuctemy dbapmakoHarnsaay (BBeAeHHS y3aranbHeHUX
KapTOHHiIl kopobuyi (KOHTpOnb SKOCTI CLUA/ AaHux npo cuctemMy cpapmakoHarnsagy, 3amiHa
cepii: HimeyuunH yMNOBHOBaXeHOi 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS
"CTepunbHicTb" Ta a (hapmakoHarnsiay; KOHTakTHoi ocobu 3 dhapmakoHarnsgy

"BakTepianbHi
eHO0TOoKCUHN");
Oendapm Hosapa
C.p.n., ITanis

3asBHUKa A1A 34iCHeHHs bapmakoHarnsaay B YkpaiHi,
SIKLLIO BOHa BifMiHHa Bif yNOBHOBaXeHOI ocobu,
BiA4NoBiganbHOI 3a 34iMCHEHHSA hapMakoHarnsay

(BKITKOYAKOYM KOHTaKTHI AaHi) Ta/abo 3MiHM y PO3MILLIEHHI
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JNlikapcbKo20 eidnycky peecmpauyiliHo2o
3acoby noceid4yeHHs1
(BTOPUHHE macTtep-arina cuctemmn apmakoHarnsgy) - 3miHa
nakyBaHHs Ta yrnoBHOBaXeHoi ocobu BignosigansHoi 3a
[A03BiN Ha BANYCK hapmakoHarnsag;
cepii); KosaHc lMponoHoBaHa pepakuia: Sumit Munjal. 3miHa KOHTakTHOI
JlabopaTopis ocobu 3asiBHUKA, BiAMNOBIAANbHOI 3a 3AiNCHEHHSI
JlimiTeq, Benuka dapmakoHarnsagy B YkpaiHi:
Bputanis [MponoHoBaHa pepakuis: CamoHeHko MapuHa
(KOHTpOrb SAKOCTI BonoavmupisHa. 3MiHa KOHTaKTHUX AaHWNX YNOBHOBAXXEHOI
cepii); Takega ocobu, BignosiganbHoi 3a hapmakoHarnag. 3miHa
ABcTpis [M6X, KOHTaKTHMX OaHMX KOHTaKTHOI 0cobu, BignosigansbHoi 3a
ABCTpis (BTOPUHHE apmakoHarnsg
nakyBaHHS Ta
[A03BiN Ha BUMYCK
cepii); Xocnipa,
IHk., CLLA
(BupobHuuyTBO 13
Ta NepBuHHE
nakyBaHHs1);
Yapne3 Pisep
BiodapmachbtoTika
n Cepsicia 'm6X,
Himeuunna
(KOHTpOnb SAKOCTI
cepii:
"BusHaveHHs
3B'A3yBaHHA")
48. ETAM3UNAT- po34nH ans iH'ekuin, 125 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauinHMX maTtepianiB: YTOYHEeHHs 3a UA/5717/01/01
OAPHULUA Mr/mMn no 2 M B aMmnyni; "®apmaueBTny "®apmaueBTUYHa peecTpauiiHOro Homepa B Npoueci BHECEHHSA 3MiH B peuenmom
no 5 amnyn y KOHTYpHin Ha chipma dipma "JapHunua” Hakasi MO3 Ykpainu Ne 464 Big 22.02.2019 (3miHu 3
YapyHKOBIN ynakoBsLi; no 2 "OapHuus" sikocTi. [oToBMIA Nikapcbkuit 3aci6. CTabinbHicTb. 3miHa y
KOHTYPHi YapyHKOBI TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs rotoBoro
yMakoBKM B nauyuli nikapcbkoro 3acoby (36inbLUeHHA TepMiHY NpMAAaTHOCTI
roTOBOrO fikapcbkoro 3acoby) - [Ins ToproBoi ynakoBku
(nigTBEPAXYETLCA AaHMMMN peanbHOro Yacy) - 36inbLweHHs
TepMiHy NpuaaTHOCTI rOTOBOIO flikapcbkoro 3acoby Ha
nigcTasi pesynbTaTiB OOCMIMKEHHS CTabinbHOCTI .
3aTBepaxeHo: 2 poku 3anpornoHoBaHo: 3 pokis (BBeaeHHs
3MiH NPOTArom 6-Tn MicALIB NicNsi 3aTBEPIKEHHS); 3MiHM |
Tuny - 3MiHK 3 sikocTi. [O0TOBWMI Nikapcbkuii 3acib.
CrabinbHicTb. 3miHa y TepMiHax npuaaTHocTi abo ymoBax
36epiraHHs roToBOro Nikapcbkoro 3acoby (3miHa y
3aTBEPAKEHOMY MPOTOKOSi CTabiNbHOCTI) - 3MEHLLEHHS
YacToTU AOCNIAKEHHSA NPOTArOM 3aTBEPAXXEHOI0 TEPMiHY
npugatHocTi 1138 ETAM3UNAT-OAPHNLUA, Ha ocHoBi
aHanisy ctaTucTMyHuX gaHux). Pegakuis B Hakasi:
UA/2191/01/01. BipHa pegakuis: UA/5717/01/01.
49, 3APCIO® pO34MH Ans iH'ekuin abo Canpo3 'm6X ABCTpis BianosiganbHui 3a | HimevuuH BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: 3MiHu | Tuny 3a UA/12447/01/01
iHcpysin, 30 mnH OL/0,5 BUPOGHMLTBO, al ABcTpist - 3MiHV [0 IHCTPYKUii ANsi MEAWYHOrO 3aCTOCYBaHHS 40 peuenmom
mn no 0,5 Mn posunHy B nakyBaHHS, po3ainis "OcobnmBocTi 3acTocyBaHHA", "3aaTHICTb

nonepegHsL0 3arnoBHEHOMY
LUNpuLi, OCHaLLEHOro
NOpLUHEM, iH'EKLiINHOK

KOHTpOrb cepii: A
Li Ti bionorika
'M6X, HimeuunHa;

BMMMBATU Ha LUBUAKICTb PeaKLii Mpy KepyBaHHi
aBTOTpaHcnopToM abo poboTi 3 iHWKUMK MexaHismamu",
"MobiyHi peakuii”
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JNlikapcbKo20 eidnycky peecmpauyiliHo2o
3acoby noceid4yeHHs1
rOrKo0, KOBMAYKOM Ta BTOPUHHE
3aX1CHUM NPUCTPOEM Ansi nakyBaHHs: 1
3anobiraHHs peHuax
NOLLKOXKEHHS FONKOK0 MpopakwHsa MbX,
nicns 3acTocyBaHHs, y HimeuuunHa;
GnicTepHin ynakosuj; no 1 BTOPUHHE
abo 5 bnicTepHux nakyBaHHsI:
YNaKoBOK B KAPTOHHIN CaHpo3s M'mbX -
Kopobui BN WadTeHay,
ABCTpis;
BignoBiganbHWIM 3a
BMNYCK cepii:
CaHpo3s 'm6X -
BN Kynane,
ABCTpis
50. 3APCIO® pO34uH ANg iH’ekuin abo CaHpos 'm6X ABcTpis BignoBsiganbHuii 3@ | HimewyunH | BHeCeHHS 3MiH JO peecTpauinHux MaTepianis: 3MiHu | Tuny 3a UA/12447/01/02
iHcpysin, 48 mnH OL/0,5 BUPOGHMLTBO, a/ ABcTpis - 3MiHV [0 IHCTPYKUiT ANs MEAWYHOrO 3aCTOCYBaHHA A0 peuenmom
M no 0,5 Mn posynHy B nakyBaHHs, po3ginis "OcobnueocTi 3acTocyBaHHs", "3aaTHicTb
nonepeaHLo 3aroBHEHOMY KOHTpOrb cepii: A BMAMBATU Ha LUBUAKICTb PeakLii Mpy KepyBaHHi
LUNpULi, OCHAaLLEHOro Li Ti bionorika aBTOTPaAHCNOPTOM abo poboTi 3 iIHWKUMKN MexaHiamamu",
NOPLUHEM, iH'EKLINHO0 'M6X, HimeuunHa; "Mo6ivHi peakuii”
rOriko0, KOBMAYKOM Ta BTOPUHHE
3aX1CHUM NPUCTPOEM Ansi nakyBaHHs: 1
3anobiraHHs peHuax
NOLLKOOXEHHS FOfKOK0 MpoagakwH3a M6X,
nicrs 3acTocyBaHHS, y HimeuuunHa;
GnicTepHin ynakosui; no 1 BTOPUHHE
abo 5 bnictepHux nakyBaHHs:
yMaKoBOK B KAPTOHHIV CaHpo3s 'm6X -
kopooui BN WadTeHay,
ABCTpiS;
BiAnoBiganbHWI 3a
BUMYCK cepii:
CaHpo3s 'm6X -
BN Kynane,
ABCTpis
51. 3IPKA Oanb3am ans iHranauin no HaHada B'eTHam Oanadba B'eTHam BHECEHHS 3MiH IO peecTpaLinHmMx maTtepianis: 3miHu | Tuny bes3 UA/7031/02/01
1,3 rB oniBui; no 1 onisuto | PapmackioTika dapmacbioTikan - 3miHu wopao 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy. peuenma
B nayui n OxoiHT CTok xoiHT CTok BBeneHHs abo 3miHM A0 y3aranbHEHUX aHUX Npo
Komnawi Komnari cuctemy bapmakoHarnagy (BBefeHHs yaaranbHeHnx

OaHux npo cuctemMy cpapMakoHarnsay, amiHa
yMNOBHOBaXeHOI 0cobu, BianoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsay
3asiBHMKa Ans 34iNcCHeHHs bapmakoHarnagy B YkpaiHi,
SIKLLIO BOHa BifMiHHa Bif yNOBHOBaXeHOI ocobu,
BiZNOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKITHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHM y PO3MiLLIEHHI
mMacTtep-darina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0co0u 3asiBHUKA, BianoBigansHoi 3a
3AiNCHeHHNA hapmakoHarnsgy B Ykpaii. [ponoHoBaHa
pepakuis: lwyk HaTtanka MNeTpiBHa. 3MiHa KOHTaKTHUX
[laHUX KOHTaKTHOT 0cobu 3asBHMKA, BiANOBiAanbHOI 3a
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JNlikapcbKo20 eidnycky peecmpauyiliHo2o
3acoby noceid4yeHHs1
3[iNCHEeHHs hapmakoHarnagy B YkpaiHi
52. IHKECTA® po3uunH Ans iH'ekuin 1 % B MAT "®apmak” YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny 3a UA/8926/01/01
eTunoneari, no 1 mn B - 3MiHa po3Mmipy cepii (BKnoYaroun giana3oH po3mipy cepii) peuenmom
amnyni; no 5 abo no 10 roTOBOrO fiKapCbKoro 3acoby - 36inbLUeHHs po3Mipy cepil,
amnyn y nayui; no 1 mn B 3anponoHoBaHo: 80 n (71 tuc. amn.); 145 n (130 Tuc.
amnyni; no 5 amnyn y amn.); 250 n (224 Tnc. amn.)
6nicTtepi; no 1 abo no 2
Gnictepu B nayui
53. IHKECTA® po3uunH Ans iH'ekuin 2,5 % MAT "dapmak” YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu | Tuny 3a UA/8926/01/02
B eTunoneari, no 1 mn B - 3MiHa po3Mmipy cepii (BKnOYaro4n giana3oH po3mipy cepii) peuenmom
amnyni; no 5 aéo no 10 rOTOBOrO fikapcbKoro 3acoby - 36inbLUeHHst po3Mipy cepii,
amnyn y nayui; no 1 mn B 3anponoHoBaHo: 80 n (71 Tuc. amn.); 145 n (130 Tuc.
amnyni; no 5 amnyn y amn.); 250 n (224 Tnc. amn.)
6nictepi; no 1 abo no 2
Gnictepu B nayui
54. | IHTECTI®PAI® po3uunH no 10 mny Heollpob6ioKe Kanaga TOB «®PAPMEKC Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny 3a UA/15970/01/01
dnakoHax Ne 1, Ne 4 y ap IHk. PYT», Ykpaina - 3MiHM Y npoueci BUpOBHMLTBA rOTOBOIO MikapCbKoro peuenmom
KOMMMEKTI 3 KpULLKaMU- aons 3acoby, BKMYa4M NPOMDKHUIA NPOAYKT, LLO
KpanensHuusMmu abo 6e3 Heollpo6ioKeap 3aCTOCOBYETLCSA MPU BUPOOHMLTBI FOTOBOIO NiKapCbKOro
KpULLIOK-KpanenbHULb B IHk., KaHaga 3acoby
navkax 3 kapToHy; no 20
mn y donakoHax Ne 1, Ne 4
B Maykax 3 kapToHy; no 50
My dpnakoHax Ne 1 B
navui 3 KapTOHY
55. KANbLIW -O3 TabneTku xyBanbHi no 20 Takepna ABCTpis Takepa AC Hopseris BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu | Tuny bes UA/3541/01/01
HIKOMEA 3 abo no 50, abo no 100 ABcTpia TM6X - 3MiHN Wwopo 6e3nekn/eddekTMBHOCTI Ta hapmakoHarnagy. peuenma
ANEJNNIbCUHOB | Tabnetok y cprakoHi; no 1 BeepneHHs abo 3miHM Ao y3aranbHeHnx 4aHnx npo
MM CMAKOM bnakoHy B KapTOHHIW cuctemy dbapmakoHarnsay (BBEAEHHS y3aranbHEHUX
Kopobui [aHWX Npo cuctemy hapMakoHarnsgy, amiHa
YMOBHOBaXeEHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
hapmakoHarnsiay; KOHTakTHoOi ocobu 3 dhapmakoHarnsgy
3asBHUKa A4S 3AilCHeHHs bapmakoHarnsaay B YkpaiHi,
SIKLLO BOHA BigMiHHA Bif yNMOBHOBaXeHOI 0cobu,
BiAnoBiganbHOI 3a 3AiINCHEHHSA dhapMakoHarnsay
(BKITHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y PO3MILLIEHHI
macTtep-darina cuctemmn chapmakoHarnagy) - 3miHa
ynoBHOBaxeHoi ocobu BignosiganebHoi 3a
dapmakoHarnag;
MponoHoBaHa pegakuis: Sumit Munjal. 3MiHa KOHTaKTHOI
ocobu 3aABHUKA, BiANoBiaanbHOI 3a 3AiNCHEHHSA
dapmakoHarnsaay B YKpaiHi:
MponoHoBaHa pepakuisi: CamoHeHko MapuvHa
BonoavnmupisHa. 3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOT
ocobw, BignosiganeHoi 3a hapmakoHarnag. 3MiHa
KOHTaKTHUX JaHUX KOHTaKTHOT ocobu, BianosigansbHoI 3a
hapmakoHarnsg
56. KANbLIW -O3 TabneTtku xyBanbHi no 30 Takena ABCTpis Takepna AC Hopseris BHECEHHS 3MiH IO peecTpaLinHMX maTtepianis: 3mMiHu | Tuny be3 UA/10610/01/01
HIKOMEA 3 abo no 100 Tabnetok y ABcTpis TM6X - 3MiHN Wwopo 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnagy. peuenma
M'ATHAM dnakoHi; no 1 nakoHy B BBeneHHs abo 3miHM [0 y3aranbHEHUX AaHUX Npo
CMAKOM KapTOHHiIl kopobui cuctemy dbapmakoHarnsaay (BBeAeHHS y3aranbHeHUX

[aHuX Npo cucteMy dhapmakoHarnsgy, 3amiHa
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoesu
sionycky

Homep
peecmpauyiliHo2o
noceid4yeHHs1

YMNOBHOBaXeHOi 0cobu, BiANoOBiAanbHOI 3a 3A4iNCHEHHS
hapmakoHarnsay; KOHTaKkTHoOI ocobu 3 hapmakoHarnsay
3asBHUKa AnA 34ilcHeHHst hapMakoHarnsagy B YkpaiHi,
SIKLLIO BOHa BifMiHHa Bif YNOBHOBaXeHOI 0cobu,
Bi4NOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKIHOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y pO3MiLLiEHHI
macTtep-carina cuctemmn apmaxkoHarnagy) - 3miHa
ynoBHOBaXeHOi 0cobu BianoBifansHoi 3a
dapmakoHarnsa;
lMponoHoBaHa pegakuisi: Sumit Munjal. 3miHa kOHTaKTHOI
ocobu 3asiBHUKA, BiAMNOBIAANbHOI 3a 34iNCHEHHSI
dapmakoHarnsagy B YkpaiHi:
[MponoHoBaHa pepakuisi: CamoHeHko MapuvHa
BonoavmupiBHa. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXXEHOT
ocobu, BignosiganbHoi 3a hapmakoHarnag. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu, BignoBiaansHoi 3a
chapmakoHarnsg

57.

KANbLIX -A3
HIKOMEL
®OPTE

TabneTku xyBanbHi, no 30,
abo 60, abo 120 TabneTtok
y chnakoHi; no 1 donakoHy
B KAPTOHHI Kopobui

Takena
AscTpia 'mM6X

ABCTpis

Takepa AC

Hopgeris

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny
- 3miHu wopao 6esnekn/edekTMBHOCTI Ta hapmMakoHarnsay.
BBeneHHs abo 3miHM [0 y3aranbHEHUX aHUX Npo
cuctemy cdhapmakoHarnsay (BBeAeHHS y3aranbHEHUX
AaHux nNpo cuctemy papmakoHarnsgy, 3amiHa
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
hapmakoHarnsiay; KOHTakTHoOi ocobu 3 dhapmakoHarnsgy
3asBHUKA A4S 3AiNCHEHHs bapmakoHarnsagy B YKpaiHi,
SIKLLO BOHA BigMiHHA Bif yNMOBHOBaXeHOI 0cobu,
BiANoBiganbHOI 3a 3AiMCHEHHSA hapMakoHarnsay
(BKITHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y PO3MILLIEHHI
macTtep-darina cuctemmn capmakoHarnagy) - 3miHa
ynoBHOBaxeHoi ocobu BignosiganebHoi 3a
dapmakoHarnag;: NponoHoBaHa peaakuis: Sumit Munjal.
3MiHa KOHTaKTHOI 0cobu 3asiBHKKA, BignoBigansHoI 3a
3AiCHeHHs hapmakoHarnsagy B YKpaiHi:
MponoHoBaHa pepakuisi: CamoHeHko MapuHa
BonoanmupiBHa. 3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXXEHOT
ocobw, BignosiganeHoi 3a hapmakoHarnsg. 3MiHa
KOHTaKTHUX JAHUX KOHTaKTHOI 0cobu, BignoBigansHoi 3a
chapmakoHarnsg

6e3
peuenma

UA/3541/01/02

58.

KANbLIIIO
Xnoeva

po3ynH ans iH'ekuin, 100
mr/mn, no 5 mn abo no 10
Mn B amnyni, no 5 amnyn y
KOHTYPHIi/ YapyHKOBIV
yNaKoBLyi; N0 2 KOHTYPHI
YapyHKOBi YNaKoBKW B
navuj

MNAT
"Tanuudgapm"

YkpaiHa

MAT "Tanuucapm"”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu | Tuny
- 3MiHM Woao H6esnekn/edeKTMBHOCTI Ta dhapmakoHarnsaay
- OHOBJIEHHSI BX€ 3aTBEPPKEHOIO TEKCTY MapKyBaHHS
BTOPUWHHOI Ta NEPBUHHOT YNaKOBKU MikapcbKoro 3acoby
(BHECEHHS NO3HaYeHb OAMHMLb BUMIPIOBaHHS, 3
BUKOPUCTaHHSAM NiTep NaTUHCbKOro andasity Ta
3a3HayYeHHs iHopmalLlii cTocoBHO norotuny). BBeaeHHs
3MiH NpoTArom 6-TM MicsiLiB nicns 3aTBepAXeHHSA

3a
peuernmom

UA/4727/01/01

59.

KAPOIOMAIHI
n

TabneTku, BKPUTI
NniBKOBOI OBGOMOHKOLO, NO
75 mr no 30 abo no 100
TabneTok y donakoHi; no 1
nakoHy y KapTOHHIN
Kopobui

Takena
ABcTpis 'M6X

ABCTpis

BMPOGHMLUTBO 3a
NMOBHUM LIMKMOM:
Takena 'vbX,
micue
BMPOGHMUTBA
OpaHieHbypr,

HimeuvuuH
al OaHis

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHu | Tuny
- 3miHu Wwopao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay.
BBeneHHs abo 3miHM A0 y3aranbHeHNX AaHnx npo
cuctemy chapmakoHarnaay (BBeAeHHs yaaranbHeHuX
AaHux npo cuctemy dapmakoHarnagy, amiHa
YNOBHOBaXEHOT 0cobMU, BignoBiganbHoi 3a 34iMCHEHHS

6e3
peuenma -
Ne 30; 3a
peuyenmom -
Ne 100

UA/10141/01/01




20 [IponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JNlikapcbKo20 eidnycky peecmpauyiliHo2o
3acoby noceid4yeHHs1
HimeuumHa; hapmMakoHarnsay; KOHTaKkTHoOI ocobu 3 hapmakoHarnsay
BMPOGHMLUTBO 3asiBHMKa Ansi 34iNCHeHHs bapmakoHarnagy B YKpaiHi,
Hepo3adhacoBaHoi SIKLLIO BOHa BigMiHHa Bifj yNTOBHOBaXXeHOi ocobw,
npoaykujii: BiAMNOBiAanNbHOI 3a 3aiNCHEeHHs hbapmakoHarnsay
Takepa Papma (BKNOYaOYM KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MiLLEHHI
A/C, OaHia macTtep-carina cuctemun chapmakoHarnagy) - 3miHa
ynoBHOBaXeHOi 0cobu BiAnoBifansHoi 3a
dapmakoHarnsa:
MponoHoBaHa pepakuia: Sumit Munjal. 3miHa koHTakTHOT
ocobu 3asiBHMKa, BiANOBIAANbHOI 3@ 3A4INCHEHHS
dapmakoHarnsay B YKpaiHi:
[MponoHoBaHa pegakuisi: CamoHeHko MapuHa
BonoavmupiBHa. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXXEHOT
ocobw, BignosigansHoi 3a apmakoHarnag. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu, BianoBiaansHoi 3a
chapmakoHarnsg
60. KAPOIOMArHI TabneTkn, BKpUTI Takena ABCTpis BUPOOBHMLTBO 3a HiMe4yunH | BHeceHHsl 3MiH OO peecTpauiiHUX MaTepianis: 3MiHu | Tuny Ne 30 - 6e3 UA/10141/01/02
1 ®OPTE nniBkoBoto 060MnoHKoto, Mo | ABscTpis TM6X NOBHUM LIMKINOM: al daHis - 3miHun wopo 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsay. | peuenma; Ne
150 mr no 30 abo no 100 Takepa M'M6X, BBeneHHs abo 3miHM 00 y3aranbHEHUX AaHUX NPo 100 - 3a
TabneTok y cdonakoHi; no 1 micue cucteMy bapmakoHarnagy (BBeAeHHs yaaranbHeHuX peuenmom
hNakoHy y KapTOHHIN BUpOBGHMUTBA OaHuX Npo cuctemy dhapmakoHarnsgy, amiHa
Kopooui OpaHieHbypr, yMOBHOBaXeHOi 0cobu, BignoBiaanbHOI 3a 3A4iNCHEHHS
HimeyuunHa; dapmakoHarnsay; KOHTakTHoOi ocobu 3 dhapmakoHarnsay
BUPOBHMLUTBO 3asiBHMKa ANs 34iNCHeHHs bapmakoHarnagy B YKpaiHi,
Hepo3dacoBaHOro SIKLLO BOHA BigMIHHA Bi yNMOBHOBaXeHOI 0cobu,
NPOAYKTY: BiAMOBiAanbHOI 3a 3aiNCHeHHs hapmakoHarnsagy
Takepa Papma (BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHM y PO3MILLEHHI
A/C, OaHia mMacTep-cainna cuctemu papmakoHarnsagy) - 3miHa
YMOBHOBaXKeHOi 0cobu BiAMNoBiAansHoI 3a
hapmakoHarnsag:
MponoHoBaHa pepakuisi: Sumit Munjal. 3miHa KOHTaKTHOI
ocobu 3aABHUKA, BiAMOBIAANBLHOI 3a 3AiNCHEHHS
thapmakoHarnsgy B YkpaiHi:
MponoHoBaHa pepakuisi: CamoHeHko MapuHa
BonoanmupiBHa. 3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXXEHOT
ocobw, BignosiganeHoi 3a hapmakoHarnsg. 3MiHa
KOHTaKTHUX AaHMUX KOHTaKTHOI 0cobu, BignoBiaanbHoi 3a
chapmakoHarnsg
61. | KUCNOTA Tabnetku no 50 mr, no 50 MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny bes UA/4362/01/01
HIKOTUHOBA TabneTok y KOHTeWHepi, No "TexHonor" - 3MiHa y meTofax BUNpobyBaHHS rOTOBOTO NiKapCbKOro peuenma
1 KOHTeWHepy B Nayui 3 3acoly (iHwWi 3amiHM y MeToaax BUNpobyBaHb (BKI4Yakoum
KapToHY 3aMiHy abo [OMOBHEHHS)); CYyNnyTHSA 3MiHa: 3MiHa
napameTpiB cneuudikauin Ta/abo JonycTUMmUX MeX
roTOBOro fikapcbkoro 3acoby; a3minHu Il Tuny - BBeAEHHSN
HOBOIO BUPOGHKMKa [ik040i peHYOBUHW KUCMOTU HIKOTUHOBOI
62. KIO®APABIH- KOHLEHTpAT AN PO34YNHY Mictpan AHrnis BUNYCK cepii: Icnanis/ BHECEHHS 3MiH IO peecTpauiiHnX MaTepianis: TEXHIYHa 3a UA/16862/01/01
BICTA Aans iHgysin, 1 mr/mMn no Kenitan CiHToH XicnaHis, HimeyumnH nomunka y Metogax KOHTpons AKoCTi Ta IHCTpyKuUii Ans peuenmom
20 mn (20 mr) y donakoHi; MeHegxmeHT C. 1., IcnaHis; al Mpeuis MeON4YHOro 3acToCyBaHHS
no 1 donakoHy B KapTOHHIN Timiteq BTOPUHHE

kopoobui

nakyBaHHs: Meg-
X-Mpecc MvbX,
HimeyuuHa;




21 [IponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JNlikapcbKo20 eidnycky peecmpauyiliHo2o
3acoby noceid4yeHHs1
BMPOBOHMLTBO,
nepBUHHE,
BTOPVHHE
nakyBaHHs,
KOHTPOIb AKOCTI:
xeHedapm CA,
peuis
63. KOPBA3AH® TabneTkn, BKpUTI NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/1371/01/01
nniskoBoto 06onoHkoto, no | "Kuismegnpen "KuiBmegnpenapa - 3MiHM Wopao H6esnekn/edekTMBHOCTI Ta dhapmakoHarnsgy peuenmom
25 mr no 10 TabneTtok y apat" T - OHOBJIEHHSA BXXe 3aTBEeP/HKEHOro TeKCTY MapKyBaHHS
6nictepi, 3 6rictepn B BTOPWHHOI Ta NepBUHHOI ynakoBku J13 obymoBneHo
nauui BHECEHHSAM MO3Ha4YeHb OAVHWLb BUMIPIOBAHHS, 3
BVMKOPVCTaHHAM fiTep NaTUHCLKOro andasity Ta
BuaaneHHs iHpopmalii ctocoBHo “Kopnopauii ApTepiym®.
BBeaeHHs 3MiH npoTArom 6-T1 MicauiB nicnsa
3aTBEepPAKEHHSA
64. KOPBA3AH® TabneTkn, BKpUTI NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/1371/01/02
nniBkoBoto 06ornoHkoto, no | "Kuismegnpen "KviBmegnpenapa - 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta dhapmakoHarnsgy peuenmom
12,5 mr no 10 Tabnetok y apat" T - OHOBJIEHHSA BXXe 3aTBEeP/HKEHOro TeKCTY MapKyBaHHS
6nictepi, 3 6rictepn B BTOPWHHOI Ta NepBUHHOI ynakoBku J13 obymoBneHo
nauyui BHECEHHSAM MO3Ha4YeHb OAVHWLb BUMIPIOBAHHS, 3
BVMKOPVCTaHHAM fiTep NaTUHCLKOro andasity Ta
BuaaneHHs iHpopmalii ctocoBHo “Kopnopauii ApTepiym®.
BBeaeHHs 3MiH npoTArom 6-T1 MicauiB nicna
3aTBEepPAKEHHSA
65. | KOPBANTAB TabneTku, BKpUTI TOB "dapma YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny bes UA/14729/01/01
EKCTPA nniBkoBoto 060NOHKO0, Mo Crapt" Crapt" - nofaHHs oHoBneHoro CepTudikaTy BignoBigHOCTI peuenma
10 TabneTtok y 6nictepi; €sponelicbkint hapmakonei R1-CEP 2008-275-Rev 02 Big,
no 1 abo 2 Gnictepu B BX€ 3aTBepaxeHoro BupobHuka ans APl reaiceHesnHy;
KapTOHHIN nayui 3MiHu | TUNy - nogaHHs oHoBrneHoro CepTudikaty
BignoBigHocTi €Bponenceki papmakonei R1-CEP 2009-
351-Rev 01 Big Bxe 3aTBepAxeHoro BupobHuka ansa Ad|
reangeHesnHy
66. KOPUH®AP® TabneTkn NPONOHroBaHoi TeBa I3painb [03BiN Ha BUMyCK HimeuumH | BHeceHHs 3MiH OO peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/9902/01/01
YHO 40 aii no 40 mr; no 10 dapmaLeBTika cepii: Mepkne a/ - 3miHu wopo 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy. peuenmom
TabneTtok y 6nictepi; no 2 n lnpacTpis v6X, HivewunHa; | LUseniuapi BeeneHHs abo 3miHn Ao y3aranbHeHNX AaHnx npo
abo no 5, abo no 10 TitA. BMPOGHMLTBO a/ cuctemy cdbapmakoHarnsaay (BBeAeHHS y3aranbHeHUX
GnicTtepiB y kopobui Hepo3adpacoBaHoI ManbTta/ OaHuX Npo cuctemy dapmMakoHarnsgy, amiHa
npoaykuit, DdpaHLuis YNOBHOBaXeEHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
nepBuHHa Ta dapmakoHarnsay; KOHTakTHoOi ocobu 3 dhapmakoHarnsay
BTOPUHHA 3asiBHMKa Ans 34iNCHeHHs pbapmakoHarnagy B YKpaiHi,
yrnakoBka, SIKLLO BOHA BigMiHHA Bif yNMOBHOBaXeHOI ocobu,
KOHTpOrb Cepil: BiNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay
3irdppig ®apma (BKIMHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHM y PO3MILLEHHI
A, Weenuapis; macTtep-carina cuctemun chapmakoHarnagy) - 3miHa
BUPOBHMLTBO YNOBHOBaXXEHOI 0COOW 3asiBHMKA, BignoBigansHol 3a
Hepo3adhacoBaHoi 3aiicHeHHs dapmakoHarnagy: lNponoHoBaHa pegakuis —
npoayKuir, Orit Stern-Maman. 3MiHa KOHTaKTHUX AaHuX
nepBuHHa Ta YNOBHOBaXXEHOI 0COOM 3MiHa Micus 30iNCHEHHSI OCHOBHOT
BTOPUHHA JisnbHOCTI 3 hapmakoHarnsigy. 3MiHa agpecu mactep-
ynakoBka, davina

KOHTPOb Cepii:




[IponoBxeHHs noaaTka 3

6nictepi; no 1 6nictepy B
KapTOHHiI kopobui

AaHux Npo cuctemy dapmakoHarnagy, amiHa
yMNoBHOBaXeHOI 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnsay; KOHTakTHoOi ocobu 3 dhapmakoHarnsay
3asiBHMKa Ans 34iNCHeHHs bapmakoHarnagy B YKpaiHi,
SIKLLIO BOHa BifMiHHa Bif yNOBHOBaXeHOi ocobu,
BiZNOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKIMHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHM y PO3MILLEHHI
mMacTtep-darina cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOBa)KeHOi 0cobu BiAnoBigansHoi 3a
dapmakoHarnag;

MponoHoBaHa pegakuis: Sumit Munjal. 3miHa koHTakTHOT
ocobu 3aABHUKA, BiAMNOBIAANLHOI 3a 34iNCHEHHS
dapmakoHarnsaay B YkpaiHi:
MponoHoBaHa pepakuis: CamoHeHko MapuHa

BonogvmupiBHa. 3miHa KOHTAKTHUX AAaHUX YNIOBHOBaXEHOI

22
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JNlikapcbKo20 eidnycky peecmpauyiliHo2o
3acoby noceid4yeHHs1
3irdpia Manbta
JIta., ManbTa;
KOHTpOrb cepil:
3irdpig 74,
LLiseniuapis;
KOHTpOrb cepii
(Tinbkn
MikpobionoriyHe
TeCTyBaHHs):
Kondpapma dpaHc,
PpaHuia
67. KCE®OKAM TabneTkn, BKpUTI Takena ABCTpis Takepa MM6X, HimeuumH | BHeceHHs 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/10245/01/01
nniBkoBot 060MnoHKoto, Mo | AscTpia TM6X micue a - 3MiHN wopo 6e3nekn/edeKkTMBHOCTI Ta hbapmakoHarnsgy. peuenmom
4 mrno 10 TabneTok y BUpOGHMUTBA BBeneHHs abo 3miHM A0 y3aranbHEHNX AaHUX Npo
6nicTepi; no 1 6nictepy B OpaHieHbypr cuctemy dhapmakoHarnsay (BBeAeHHS y3aranbHEHUX
KapTOHHIN kopobLi OaHuX Npo cuctemy papmMakoHarnsagy, amiHa
yMNoBHOBaXeHOi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
hapmakoHarnsiay; KOHTakTHoOi ocobu 3 dhapmakoHarnsgy
3asBHUKA A4S 3AiNCHEHHs bapmakoHarnsaay B YkpaiHi,
SIKLLIO BOHa BigMiHHa Bifj yNTOBHOBaXeHOI ocobu,
BiANOBIganbHOI 3a 3AiIMCHEHHSA hapMakoHarnsay
(BKITHOYAIOYM KOHTaKTHI AaHi) Ta/abo 3MiHM y PO3MiLLIEHHI
macTtep-arina cuctemmn capmakoHarnagy) - 3miHa
ynoBHOBaxkeHoi ocobu BignosiganbHoi 3a
dapmakoHarnag;
MponoHoBaHa pepakuisi: Sumit Munjal. 3miHa KOHTaKTHOI
ocobu 3asBHUKA, BiANoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsaay B YKpaiHi:
MponoHoBaHa pepakuisi: CamoHeHko MapuHa
BonogunmupisHa. 3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOT
ocobw, BignosigansHoi 3a hapmakoHarnsg. 3miHa
KOHTaKTHUX OAHMX KOHTaKTHOI 0cobu, BignoBiganbHoi 3a
hapmakoHarnsg
68. KCE®OKAM TabneTkn, BKpUTI Takepa ABcTpis Takepa Mm6X, HimeyumH | BHeceHHs 3MiH OO peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/10245/01/02
nniskoBoto obonoHkoto, no | ABcTpis M'M6X Mmicue a - 3miHu wopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. peuenmom
8 mr no 10 TabneTtok y BMPOGHMUTBA BBeneHHs abo 3miHM A0 y3aranbHEHNX AaHUX Npo
OpaHieHbypr cuctemy cdbapmakoHarnsaay (BBeAeHHS y3aranbHEeHUX
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoesu
sionycky

Homep
peecmpauyiliHo2o
noceid4yeHHs1

ocobw, BignosigansHoi 3a dapmakoHarnsag. 3miHa
KOHTaKTHMX JaHMUX KOHTAKTHOI 0cobu, BiAMNOBiganbHoI 3a
(bapmakoHarnag

3a

UA/2593/03/01

69.

KCE®OKAM®
PANIO

TabneTku, BKpUTI
NniBKOBOK 0BOMOHKO, N0
8 wmr, no 6 Tabnetok y
6nictepi, no 1 6nictepy B
KapTOHHiI kopooLi

Takega Papma
A/IC

OaHis

Takena MMGX,
micue
BUpPOBHMLTBA
OpaHieHbypr

Hime4uuH
a

BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny
- 3miHu wopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay.
BBeneHHs abo 3miHM A0 y3aranbHeHNX AaHnx Npo
cuctemy chbapmakoHarnsgy (BBe4eHHs y3aranbHeHNxX
OaHux npo cuctemy cpapmakoHarnsgy, amiHa
yNoBHOBaXeHOoi 0cobu, BignoBiaanbHoi 3a 3A4iNCHEHHS
hapmakoHarnsay; KOHTaKkTHoOI ocobu 3 hapmakoHarnsay
3asBHUKa AnA 34ilcHeHHst hapMakoHarnsagy B YkpaiHi,
SIKLLIO BOHa BigMiHHa Bifj yNTOBHOBaXXeHOi 0cobw,
BiANOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKIHOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y PO3MILLEHHI
mMacTtep-carina cuctemun chapmakoHarnsgy) - 3miHa
ynoBHOBaXeHoI ocobu BignosigansHoi 3a
capmakoHarnag;

MponoHoBaHa pepakuis: Sumit Munjal. 3miHa kOHTakTHOT
ocobu 3as1BHMKA, BigNOBiAanbHOI 3a 30iNCHEHHS
thapmakoHarnsagy B YkpaiHi:

MponoHoBaHa pegakuisi: CamoHeHko MapuHa
BonoavmupiBHa. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXXEHOT
ocobw, BignosigansHoi 3a apmakoHarnag. 3MiHa
KOHTaKTHUX AlaHMX KOHTaKTHOI 0cobu, BianoBiaansHoi 3a
chapmakoHarnsg

peuernmom

6e3

UA/6955/01/01

70.

KCMMENIH
EKCTPA

cnpen HasanbHU no 10
My dakoHi 3 MTOMNOBUM
[03Y4MM MPUCTPOEM, MO
1 donakoHy y KapTOHHIN
kopooui

Takena
ABcTpis 'M6X

ABCTpis

Takepa 'mM6X

HimeuvuuH
a

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu | Tuny
- 3miHu wopo 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX Mpo
cuctemy dbapmakoHarnsiay (BBEAEHHS y3aranbHEHUX
OaHux npo cuctemy cpapmakoHarnsay, amiHa
YNOBHOBaXeEHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
hapmakoHarnsiay; KOHTakTHoOi ocobu 3 dhapmakoHarnsgy
3asiBHMKa Ans 34iNCHeHHs bapmakoHarnagy B YKpaiHi,
SIKLLO BOHA BigMiHHA Bij yNMOBHOBaXeEHOI 0cobu,
BiANoBiganbHOI 3a 3AiMCHEHHSA dhapMakoHarnsay
(BKIHOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHM y PO3MILLEHHI
macTtep-darina cuctemmn capmakoHarnagy) - 3miHa
ynoBHOBaxeHoi ocobu BignosiganebHoi 3a
hapmakoHarnsa;

MponoHoBaHa pegakuisi: Sumit Munjal. 3MiHa KOHTaKTHOI
ocobu 3aABHUKA, BiAnNoBiaanbHOI 3a 3AiNCHEHHSA
capmakoHarnsgy B YkpaiHi:

MponoHoBaHa pepakuisi: CamoHeHko MapuvHa
BonoavnmupisHa. 3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOT
ocobw, BignosiganeHoi 3a hapmakoHarnsg. 3MiHa
KOHTaKTHUX JaHUX KOHTaKTHOT ocobu, BignosigansHoI 3a
chapmakoHarnsg

peuernma

71.

KCirpayo
MPOJIOHI

TabneTku, BKPUTI
NNiBKOBOI 0BOMOHKOM0,
NPOSIOHroBaHoI Aji no
10/1000 mr; no 7 Tabnetok

Actpa3eHeka
AB

y 6nicTepi; no 4 Gnictepu

LBeuis

BMPOGHMLTBO in-
bulk, koHTponb
AKOCTi, NEPBUHHE
Ta BTOPUHHE

NaKyBaHHA, BUMYCK

CLUA

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHu | Tuny
- 3MiHM B npoueci BupobHuutea APl (HeaHayHa 3MiHa y
npoteci Bupo6HmuTea AdI)

3a
peuernmom

UA/15983/01/01
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[IponoBxeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JNlikapcbKo20 eidnycky peecmpauyiliHo2o
3acoby noceid4yeHHs1
Y KapTOHHIl kopoobUi cepii:
AcTtpa3eHeka
dPapmacbioTukanc
TN, CLWA;
BMPOGHMLTBO in-
bulk: Bpicton-
Mariepc Cksib6
MaHyakTypiHr
Komnani, CLUA
72. KCIrgyo TabneTku, BKpUTI Actpa3eHeka LLisewis BMPOOHMLTBO in- CLWA BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/15984/01/01
MPOJNOHI NniBKOBOIO 0BOOHKOM, Ab bulk, koHTponb - 3MiHM B npoueci BupobHuutea APl (HeaHayHa 3MiHa Y peuenmom
NPONOHroBaHoi Aji no SIKOCTi, NEepBUHHE npoueci BupobHmutea AdI)
5/1000 wr; no 7 TabneTok Ta BTOPVHHE
y bnicTepi; no 4 6nictepu nakyBaHHs1, BUMYCK
Y KapTOHHIl kopobui cepii:
AcTtpa3eHeka
dPapmacbioTukanc
TN, CLWA;
BUPOBHMUTBO in-
bulk: Bpicton-
Maitepc CkBib6
MaHyakTypiHr
Komnani, CLLIA
73. KCirgyo TabneTkn, BKpUTI AcTtpa3eHeka LLeeuis BUPOBHMUTBO in- CLWA BHECEHHS! 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/15985/01/01
MPOJNOHI NNiBKOBOIO 0BOMOHKOM0, Ab bulk, koHTponb - 3MiHM B npoueci BupobHuuTBa APl (He3HayHa 3miHa y peuenmom
NPOSIOHroBaHoI Aji No SIKOCTi, NepBUHHE npoteci BupobHmuTea AdI)
10/500 mr; no 7 TabneTtok Ta BTOPUHHE
y brictepi; no 4 6nictepun nakyBaHHs1, BUMYCK
Y KapTOHHilA kopobui cepii:
AcTtpa3eHeka
dapmacbloTUkanc
JN, CLWA;
BMPOGHMLTBO in-
bulk: Bpicton-
Marepc CkBi66
ManydakTypiHr
Komnani, CLLIA
74. | NEKAPHITA pO34uH opanbHui, 1 /10 Meppepi ITanis XENM C.A. Ipeuis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny bes UA/13814/02/01
M no 10 MA y donakoHi; dapmaveyTivi - 3miHu wopo 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy. peuenma
no 10 conakoHiB y cPn BBeneHHs abo 3miHM A0 y3aranbHeHNX AaHnx npo

KapTOHHIN nayui

cuctemMy cdbapmakoHarnagy (BBeAeHHs yaaranbHeHuX
AaHux npo cuctemy dapmakoHarnsagy, amiHa
yMOBHOBaXeHOi 0cobu, BiAnoBiAanbHOI 3a 3AiNCHEHHS
hapmakoHarnsiay; KOHTakTHoi ocobu 3 dhapmakoHarnsay
3asiBHMKa Ans 34iNCHeHHs bapmakoHarnagy B YKpaiHi,
SIKLLO BOHA BigMiHHA BiJ yNMOBHOBaXeHOI ocobu,
BiA4NoBiganbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKIHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-danna cuctemu papmakoHarnsagy) -
MponoHoBaHa pefakuis: ynosHoBaxeHa ocoba 3asBHUKa,
BignosiganeHa 3a 34iicHeHHs dhapMakoHarnsagy -
KoHoBanerko Ceprin BonogumvpoBuy. 3MiHa KOHTaKTHUX
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[IponoBkeHHs noaarka 3

Ymosu

Homep

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

sionycky

peecmpauyiliHo2o
noceid4yeHHs1

[aHnX yrnoBHOBaXeHOI 0cobu 3asiBHKKA, BignoBigansHoi 3a

3[iNCHEHHs hapmakoHarnagy

3a

UA/13814/01/01

75.

JIEKAPHITA

po34mH ans iH'ekuin, 1 r/5
mn no 5 mn B amnyni; no 5
amnyrn y nayui 3 KapToHy

Meppepi
dapmaveyTidi
CPN

ITanis

XENM C.A.

[peuis

- 3MiHuM wopo 6e3nekn/edekTMBHOCTI Ta chapmakoHarnsay.

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny

BBeneHHs abo 3miHM A0 y3aranbHeHNX AaHnx Npo
cuctemy cdbapmakoHarnsaay (BBeAeHHS y3aranbHeHUX
AaHux nNpo cuctemy cpapmakoHarnsgy, amiHa
yMNoBHOBaXeHOoi ocobu, BignoBiaanbHoI 3a 3AiNCHEHHS
hapmakoHarnsay; KOHTakTHoi ocobu 3 dhapmakoHarnsgy
3asBHUKA A4S 3AiNCHEHHs bapmakoHarnsaay B YkpaiHi,
SIKLLIO BOHa BigMiHHa Bifj yNTOBHOBaXXeHOi ocobw,
BigMNOBiAanbHOI 3a 3gilcHeHHs hbapmakoHarnsay
(BKITHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MiLLIEHHI
macTep-danna cuctemu papmakoHarnsay) -
lMponoHoBaHa pepakuis: ynoBHoBaxxeHa ocoba 3asiBHUKA,
BignoBiganbHa 3a 34iicHeHHs dhapMakoHarnagy -
KoHoBaneHko Ceprii BonoammmpoBuy. 3MiHa KOHTaKTHMX
[OaHunx ynoBHOBaXeHOi 0cobu 3asiBHKKA, BignoBigansHoi 3a
3[iNCHEHHs dhapMakoHarnagy

peuenmom

3a

UA/15578/01/01

76.

JNIBPA

po34MH Ans iHdysin, 42
mr/mn no 100 mn y
nnawui; no 1 nnswui y
navuj

MpuBaTHe
aKuioHepHe
TOBapuUCTBO

"IHy3ia"

YkpaiHa

MNpuBaTHe
akuioHepHe
TOBapuCTBO

"lHcpy3ia”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHu | Tuny
- 3MiHu 3 sikocTi. FoToBMIA Nikapcbkuin 3aci6. CTabinbHICTb.
3miHa y TepmiHax npugaTHocTi abo ymoBax 30epiraHHs
roTOBOrO MikapCbKoro 3acoby (36inbLUeHHs TepMiHY
npuaaTHOCTI rOTOBOrO Mikapcbkoro 3acoby) - [ns Toprosoi
ynakoBku (MiATBEPAKYETLCS AaHMMUN peanbHoro vacy) -
36inbLUEHHsI TEPMiIHY NPUAATHOCTI FOTOBOIO MiKapCbKOro
3acoby Ha OCHOBI NO3UTUBHWX pe3ynbTaTiB
[OBroCTPOKOBYMX AOCHiMHKEHb CTabinbHOCTI y peansHoMy
yaci 3aTBepakeHo: TepMiH NpuaaTHOCTI. 2 poKu;
B3anponoHoBaHo: TepMmiH npuagaTHocTi. 3 poku (BBegeHHs
3MiH MPOTAroM 6-TW MicSLIB MiCns 3aTBEPPKEHHS)

peuernmom

3a

UA/4364/01/01

77.

NIQOKAIHY
rigpoxmnorua

po34yuH ans iH'ekuin, 20
Mr/Mn no 2 mn B amnyni,
no 10 amnyn y KOHTYpHil
YapyHKOBIN ynakosLi, no 1
KOHTYPHIW YapyHKOBI
ynakoBLi B nayui; no 2 mn
B amnyni, no 10 amnyn y
kopooui

NAT
"Tanuudgapm”

YkpaiHa

MAT "Tanuucapm"”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu | Tuny
- 3MiHa NnapameTpiB cneyuudikaui Ta/abo AoNyCTUMUX MeX
rOTOBOrO fikapCbKoro 3acoby - BUny4eHHs 3i cneumdikawii
roTOBOrO fiKapCbKoro 3acoby nokasHuka «AHoMarnbHa
TOKCWUYHICTbY; CYMYTHS 3MiHa: 3MiHa y MeToaax
BMNPOBYyBaHHSA roTOBOrO NiKapCbKoro 3acoby (iHLWi 3aMiHn y
MeToax BMNpobyBaHb (BKMoYaoum 3amiHy abo
[OOMOBHEHHS)); 3MiHM | TuNy - 3MiHa napameTpis
cneuudikauin Ta/abo [onycTMMUX MeX AN [OMOMIKHOI
pPEeYOoBUHM - NpUBEAEHHS cneuudikauin Ta meToais
KOHTPOIIO AOMNOMIKHMX peyoBuH Boaa ans iH’exuin,
Hatpito xropuay Ao Bumor moHorpadin EP/OPY; cynyTHs
3MiHa: 3MiHa y MeToAax BUNpoGyBaHHS AOMOMiKHOI
peyoBUHY (iHLWi 3MiHM Y MeToaax BUNpPobyBaHHS
(Bkrtoyaro4m 3amiHy abo gofaBaHHs))

peuernmom

3a

UA/7580/02/01

78.

JIOKCO®

TabneTku, BKPUTI
NniBKOBOK 0BOMOHKO, N0
500 mr, no 5 Tabnetok y
6nicTepi, no 1 6nictepy B
KapTOHHI kopobui

CaH

dapmacboTrK

an lngactpis
Nimiten

IHAis

CaH
dapmacbioTukan
IHgacTpis JlimiTen

IHAis

BHECEHHS 3MiH [0 peecTpauinHuMx maTtepianis: 3miHu |l
TMny - 3MiHK Woao Gesnekn/ecekTUBHOCTI Ta
dapmakoHarnsaay. BHeceHHs abo 3miHa(n) Ao 3060B's13aHb
Ta YMOB BuAaui peectpauiiHoro nocBig4eHHs, BKIo4aoum
MnaH ynpaeniHHA pusukamm (3acTocyBaHHS 3MiH(1), siki(a)

BMMaralTb(€) noganbLIoro 06rpyHTyBaHHst HOBUMU

peuernmom
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JNlikapcbKo20 eidnycky peecmpauyiliHo2o
3acoby noceid4yeHHs1
[04aTKOBMM AaHUMK, L0 MaloTb HagaBaTucs
KOMMETEHTHUM OpraHoOM, OCKiflbK/M BUMaraeTbCs CyTTeBa
OLjiHKa KOMMNETEHTHNUM opraHoMm) - BukoHaHHs1 3060B's13aHb
BignoBigHo 4o nianyHkTy 1.13 nyHkTy 1 gogatky 15 go
Mopsaky NpoBeAeHHs ekcnepTu3mn peecTpauiiHnx
mMaTepianie Ha nikapcbki 3acobu, Lo nogarTbesa Ha
OepxaBHY peecTpadiio (nepepeecTtpadito), a Takox
eKcrnepTnaun martepianis Npo BHECEHHSA 3MiH 40
peecTpaLiiHuX MaTepianiB NpoTsarom Aii peectpawiiHoro
NnocBiaYeHHs, 3aTBepaKeHoro Hakazom MOS Big
26.08.2005 Ne 426 (y pepakuii Hakady MO3 Big 23.07.2015
Ne 460)
79. | IOMEKCUH® Kpem BariHansHun 2 % no Pekopaarti Ipnangis Pekopaari ITanisa BHECEHHS 3MiH [0 peecTpauiiHnx matepianis: 3minu |l 3a UA/6094/03/01
78 r kpemy y Ty6i; no 1 Aineng Nta IHaacTpia Ximika e TUMY - 3MiHW A0 IHCTPYKUiT ANS MeAWYHOro 3acTOCyBaHHS peuenmom
Ty6i y KOMMMeKTi 3 dapmacesTika 0o posginis "B3aemogis 3 iHWKMMKM nikapcbkumm 3acobamm
amnnikaTopom y C.n.A. Ta iHWi B1am B3aemogin”, "OcobnmBoCTi 3acTocyBaHHA",
KOHTENHepi; no 1 "3gaTHiCTb BNMBATU Ha LWUBMAKICTb peakLii Npy KepyBaHHi
KOHTENHepy B KApTOHHIN aBTOTpaHCNoOpToM abo iHWKMMK MexaHiamamn”, "MobiyHi
Kopooui peakuii". BBeaieHHA 3MiH npoTArom 3-x micauis nicna
3aTBepAKEeHHSA
80. | IOMEKCUH® Kancynu BariHanbHi M’sKi Pekopgaarti Ipnangis KataneHT ITani ITanis BHECEHHS 3MiH O peecTpauiiHMx maTtepianis: 3MmiHu |l 3a UA/6094/01/01
no 600 mr no 1 abo no 2 AineHg Nto C.nA UMY - 3MiHWM 8O0 |HCTPYKUii Ana MeAUYHOro 3acTOCYBaHHSA peuenmom
kancynu y énictepi, no 1 po po3ainis "lMpoTunokasaHHa","B3aemogis 3 iHWmMmn
GnicTepy B KapTOHHiW nikapcbkumm 3acobamu Ta iHWi Buam B3aemogin”,
Kopooui "OcobnueocTi 3actocyBaHHA", "MMobiuHi peakuii”.
BBeaeHHs 3MiH npoTaArom 3-x micauiB nicnsa
3aTBepAKEeHHSA
81. | NOMEKCUH® Kancynu BariHanbHi M’sKi Pekopaarti IpnaHgis KaraneHT Itani ITanisa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3minu |l 3a UA/6094/01/02
no 200 mr no 3 abo no 6 Aineng Nta C.n.A. TURY - 3MiHW A0 [HCTPYKUiT ANs MeAUYHOro 3acTOCyBaHHSA peuenmom
kancyn y 6nictepi, no 1 o posginis "MpoTunokasaHHa","Baaemopis 3 iHWKMK
onictepy B KapTOHHIN nikapcbkumm 3acobamu Ta iHWi Buav B3aemogin”,
kopooui "OcobnueocTi 3acTocyBaHHS", "MobiuHi peakuii”.
BBeaeHHs 3MiH npoTaArom 3-x micauiB nicnsa
3aTBEepAXEHHSA
82. | NOMEKCUH® Kancynu BariHanbHi M’siKi Pekoppaarti Ipnangis KataneHT ITani ITanis BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3miHu |l 3a UA/6094/01/03
no 1000 mr no 1 a6o no 2 AineHg Nto C.nA TMNY - 3MiHW 0O |HCTPYKLUii A4ns MeaUYHOro 3acTOCyBaHHSA peuenmom
kancynu y 6nictepi, no 1 [o posginis "MpoTunokasanHsa","Baaemopis 3 iHWyMK
GnicTepy B KapTOHHiV nikapcbkummn 3acobamu Ta iHWi BUaW B3aemogin",
Kopooui "OcobnueocTi 3actocyBaHHA", "MMobiuHi peakuii”.
BBefeHHs 3miH npoTtsirom 3-x micsauiB nicns
3aTBepAKEeHHSA
83. | NOCAPTAH MOPOLLIOK (CyBCTaHUist) y TOB "KYCYM YkpaiHa Inka JTabopeTopic IHAis BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - UA/10325/01/01
KANIKO noAaBiNHNX OAPM" Nimiten - AgMiHiCcTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHs1 Ta/abo
nonieTMNEeHoOBMX NakeTax appecu 3asiBHUKA (BnacHWKa peecTpauinHoro
Ons BMpobHmuTBa NocBiAYeHHs) - 3MiHa HaiMeHyBaHHS Ta agpecu 3asiBHVKa
HECTEPUIbHUX NiKapCbKMX
dopMm
84. MArHIO pO34uH Ang iH'ekuin, 250 MAT YkpaiHa MAT "lanuudpapm” YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/8109/01/01
CYNb®AT mr/mn, no 5 mn abo no 10 "Mannydapm” - 3MiHM Woao H6esnekn/edeKTMBHOCTI Ta dhapmakoHarnsay peuenmom

Mn B amnyni; no 5 amnyn y
KOHTYPHIl YapyHKOBI
YMaKoBLli; MO 2 KOHTYPHI

- 3MiHM BHECEHI B TEKCT MapKyBaHHS yrnakoBKW NikapCbKoro
3acoby LWoA0 3a3HaYEHHS MXKHAPOAHMX NO3HAaYeHb
OoOMHULb BUMIiplOBaHHs. BBeieHHs 3MiH npoTsiroM 6-Tn
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JNlikapcbKo20 eidnycky peecmpauyiliHo2o
3acoby noceid4yeHHs1
YapyHKOBI yNakoBKuN B MicALiB nicnsa 3aTBepAXKeHHSA
nayui; no 5 mn abo no 10
mn B amnyni; no 10 amnyn
y kopobuj; no 5 mn B
amnyni; no 5 amnyn y
KOHTYPHUX YapyHKOBMX
yrakoBKax, 3anasiHux
nanepom
85. MELIATOPH PO34MH ans iH ekuin, 15 NAT YkpaiHa MAT "Tanuucapm"” YkpaiHa BHECEHHS! 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/15375/01/01
Mr/mn no 1 mn B amnyni, "Tannudapm” - 3MiHU LWoao Gesnekn/edPekTUBHOCTI Ta hapmakoHarnsgy peuenmom
no 10 amnyn y KOHTYpHil - OHOBMEHHS BXE 3aTBEPKEHOr0 TEKCTY MapKyBaHHS
YapyHKOBIY ynakosLi, no 1 BTOPUWHHOI Ta NEPBMHHOI YNaKOBKW fikapcbKoro 3acoby, 3
KOHTYPHI YapyHKOBIW BHECEHHSAM MO3Ha4YeHb OAVHWLb BUMIPIOBAHHS, 3
ynakoBLji B nayui BUKOPUCTAHHAM fiTep naTuHCbKoro andasity. BBepeHHs
3MiH npoTsarom 6-Tm MicsiuiB nicnsa 3aTBepAXXeHHSA
86. METOKIIOMPA | NOpOLLOK KpUCTanivyHuia ToBapucTso 3 YkpaiHa INKA JNabopatopis IHAis BHECEHHS 3MiH 4O peecTpauinHuX maTepianis: 3miHu | Tuny - UA/15444/01/01
migy abo kpuctanu obmexeHo Nimiten - 3MiHu 3 sikocTi. ADL. BupobHmuTBO. 3MiHM B Npoueci
FiQPOXINOPUL | (cybeTaHuist) y nogBiiHux BignoBsiaanbHi BMpobHMuTBa AP| (He3HayHa 3MiHa y npoueci
MOHOTIIAPAT nonieTuneHoBMx nakeTax CTHO BMpobHMuTBa ADI) HE3HaYHa 3MiHa y NpoLeci
ansa bapmaueBTUYHOro "®apmaueBTny BUpobHuuTBa ADI, 6e3 3miH y MeTodi CuHTEe3y, a came 4o
3acTOCyBaHHs! Ha KoMMaHis 3anpornoHOBaHOro npouecy BUpobHULTBA NPOMiKHOIO
"3popos's" NPOAYKTY BKIIOYEHO PO3YMHHMK MeTaHon. 3MiHm | Tuny -

3MmiHun 3 skocTi. CepTudikat BignosigHocTi/l'E-cepTudikat
BignoBigHoCTI €Bponewickkin hapmakonei/MmoHorpadii.
MopaHHsa HoBOro abo oHoBMEHOro cepTudikara
BignoBigHocTi abo BUny4eHHs cepTudikaTa BignoBigHOCTI
€sponevicbkinn dapmakonei: ana A®l; ons BuxigHoro
marepiany/peareHTy/NPOMDKHOIO MPOAYKTY, O
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Anst JonomixxHOT
peyoBUHYM (cepTudikaT BignoBigHOCTI €Bponeichkii
dapmakonei) - OHoBneHWn cepTudikaT Bif yxe
3aTBEpOKEHOro BUPOBHUMKa - MOAaHHS OHOBMEHOMO
cepTudcikaTa BignosigHocTi €Bponeiickkint hapmakonei Ne
R1-CEP 2004-075-Rev 04 (3aTBepaxeHo: R1-CEP 2004-
075-Rev 02) gns pitoyoi peyosmHu Metoclopramide
Hydrochloride monohydrate Bif Bxe 3aTBepmkeHoro
Bupo6Huka IPCA Laboratories Limited, IHais, sk Hacnigok
npvBeaeHHsa Ha3su API y BignosigHicTb Ao Bumor EP
(3aTBepokeHo: MeToknonpamigy rigpoxnopug;
3anponoHoBaHo: MeToknonpamigy rigpoxnopug
MOHoriapar); - NpuBeAeHHs cneuudikadii Ta meTopais
KOHTPOIO 3a nokasHukamu «CynpoBigHi AOMILLKWY,
«lpeHTudikadist By, «lgeHtudikauis C», «KinbkicHe
BU3HAYeHHs» Y BIANOBIAHICTb A0 BUMOr MoHorpadii EP; 3a
NMOKa3HUKOM «3aruLLKOBI KiNbKOCTi OpraHiqHmx
PO3YMHHWMKIBY - Y BigNoOBIgHICTb A0 BUMor CEP; Buny4eHHs
3i cneundikauii nokasHuka «Baxki metanu». CynyTHs
3MiHa - 3MiHu 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikat BiaNOBIAHOCTI EBpONENCHKIN
dapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3 HeobXiAHICTIO
npuBeaeHHs y BiANoBigHICTb 4o MoHorpadii AdPY abo
€Bponencbkoi hapmakonei, abo iHWOoi HauioHanbHOI
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JNlikapcbKo20 eidnycky peecmpauyiliHo2o
3acoby noceid4yeHHs1
dapmakonei gepxasu €C (3miHa y cneuudikauisx,
nos's3aHa 3i 3amiHamu B IOV, abo €sponencbkin
capmakonei, abo iHLWi HauioHanbHiIk hapmakonei
aepxasu €C)
87. MINT Kpanni Ha3anbHi no 10 mn MAT "®dapmak” YkpaiHa MNAT "dapmak” YkpaiHa BHECEHHS! 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny be3 UA/14055/01/01
HA3AJbHI y donakoHi; no 1 donakoHy - 3MiHa 3a nokasHukom «MBY» y cneundikauii Ta meTogax peuenma
KPAMNI® y navui aHanisy rotoBoro nikapcbkoro 3acoby; aminu Il Tuny -
[ofaBaHHs BUPOOHMKA TEXHIYHOI CUPOBUHKW NS
BMPOGHMLUTBA cybcTaHuii AemeTuHaeHy maneaty MAT
«Papmak»
88. MIOPUKC® Kancynu nporioHroBaHoi Takega MmM6X HimeyunHa nepBrHHA Ta Monbwa/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/14641/01/01
4ii TBepai no 15 mr no 14 BTOPWUHHA CLLA - 3miHu wopo 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsay. peuenmom
kancyn y 6nictepi; no 1 ynakoBka, [03Bin BeepneHHs abo 3miHn Ao y3aranbHeHVX AaHnx npo
GnicTepy y kKapTOHHI Ha BUMYCK cepii: cuctemy cdhapmakoHarnsay (BBeAeHHS y3aranbHEHUX
Kopobui Takena Papma OaHuX Npo cuctemy dhapmakoHarnsgy, amiHa
Cn. 30.0, YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
MonbLa; hapmakoHarnsiay; KOHTakTHoOi ocobu 3 dhapmakoHarnsgy
BUPOBHMLUTBO 3asiBHMKa ANs 34iNCHeHHs bapmakoHarnagy B YKpaiHi,
Hepo3dacoBaHoi SKLLIO BOHa BiAMiHHA Bifj yNTOBHOBaXXeHOiI ocobw,
nNpoAayKuii: BiANOBIganbHOI 3a 3AiIMCHEHHA hapMakoHarnsay
Apape (BKIHOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHM y PO3MILLEHHI
dapmachboTikans, macTtep-carina cuctemmn capmakoHarnagy) - 3miHa
IHk., CLLA ynoBHOBaxeHoi ocobu BignosiganeHoi 3a
hapmakoHarnsa;
[MponoHoBaHa pepakuisi: Sumit Munjal. 3miHa KOHTaKTHOI
ocobu 3asBHUKa, BiAnoBiaanbHOI 3a 3AiNCHEHHS
thapmakoHarnsgy B YkpaiHi:
[MponoHoBaHa pepakuisi: CamoHeHko MapuHa
BonognmupisHa. 3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOI
ocobw, BignosiganeHoi 3a hapmakoHarnsg. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu, BignoBiaansbHoi 3a
hapmakoHarnsg
89. | MIOPUKC® Kancynu nporioHroBaHoi Takega MM6X HimeuunHa nepBuHHA Ta Monbwa/ | BHECEHHS 3MiH 4O peecTpauiiHMX MaTepianis: 3MiHu | Tuny 3a UA/14641/01/02
BTOPUHHA CLWA - 3MiHN Wwopo 6e3nekn/eddekTMBHOCTI Ta hapmakoHarnagy. peuenmom

4ii TBepai no 30 mr no 14
kancyn y 6nictepi; no 1
GnicTepy y KapTOHHI
Kopobui

ynakoBka, [03Bin
Ha BUMYCK cepii:
Takena Papma
Cn.30.0,
MonbLua;
BUPOBHMLTBO
Hepo3dhacoBaHoI
npoaykuii: Agape
dapmachioTikans,
IHk., CLLA

BBepneHHsa abo 3mMiHM 40 y3aranbHeHWX A4aHnX npo
cucteMy cdbapmakoHarnagy (BBefAeHHs yaaranbHeHuX
AaHux npo cuctemy cpapmakoHarnsgy, 3amiHa
yMNoBHOBaXeHOi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
hapmakoHarnsiay; KOHTakTHoi ocobu 3 dhapmakoHarnsgy
3asBHUKa An1A 34ilCHeHHs bapmakoHarnsaay B YkpaiHi,
SIKLLIO BOHa BifMiHHa Bif yNOBHOBaXeHOI ocobu,
BiA4noBiganbHoi 3a 34iNCHEHHSA hapMakoHarnsay
(BKNOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHU Y PO3MILLEHHI
mMacTtep-darina cuctemu chapmakoHarnsgy) - 3miHa
ynoBHOBaxeHoi ocobu BignosiganebHoi 3a
dapmakoHarnag;

MponoHoBaHa pegakuis: Sumit Munjal. 3miHa koHTakTHOT
o0cobu 3aABHUKA, BiANoBiAanbHOI 3a 3AiNCHEHHSA
dapmakoHarnsaay B YkpaiHi:
MponoHoBaHa pepakuis: CamoHeHko MapuHa
BonoavnmupisHa. 3MiHa KOHTaKTHUX AaHWUX YNIOBHOBaXEHOT
ocobw, BignosiganbHoi 3a dapmakoHarnsg. 3MiHa
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KOHTaKTHMX OaHMX KOHTaKTHOI 0cobu, BignosigansbHoi 3a
chapmakoHarnsg
90. MOTUNIYM® TabneTkn, BKpUTI MakHin Benwka AHccen-Cinar PdpaHuis BHECEHHS 3MiH [0 peecTpaLiiHux maTtepianis: 3MiHu || be3 UA/10190/01/01
nniBkoBot 060SOHKO, MO Mpoaaktc BpuTaHis TUNY - 3MiHW 4O IHCTPYKUii ANst MEANYHOro 3aCTOCyBaHHS peuenma
10 mr no 10 TabneTok y Nimiten 0o posginis "®apmakornoriyHi BnactueocTi”,
6nictepi; no 1 abo 3 "MpoTunokasaHHs", "3gaTHICTb BNAMBATK Ha LWBUAKICTb
6nicTepu B KapTOHHIN peakuii Npn kepyBaHHi aBToTpaHcnopTom abo poborTi 3
ynakoBui; no 30 TabneTok iHWK1MK mexaHismamun®, "Cnocib 3acTocyBaHHSA Ta Ao3n".
y bricTepi; no 1 6nictepy BBefaeHHs 3miH npoTsirom 6-Tn MicAuiB nicns
B KAPTOHHI ynakoBLli 3aTBepAXEHHS
91. HANBYK po34MH ans iH'ekuin, 10 MAT "®apmak” YkpaiHa MNAT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/14321/01/01
mr/mn no 1 mn abo 2 mn B - BBEEHHS JOAAaTKOBMX PO3MipiB cepii roToBoro peuenmom
amnyni; no 5 amnyn y nikapcbkoro 3acoby fo3ysaHHam 1 mn B amnyny abo 1 mn
nayyj; no 1 mn abo 2 mn B B wnpuu: 150 n (136 Tuc. amnyn abo wnpwuis), 250 n (227
amnyni; no 5 amnyn y TuC. amnyn abo wnpuuis). 3anponoHosaHo: no 1 mMn B
6nictepi; no 1 6nictepy B amnyny abo no 1 mn B wnpuy;: 30 n (27 Tuc. amn. abo
nayyji; no 1 mn y wnpuui; wnpuuis), 50 n (45,5 Tuc. amn. abo wnpwuis), 100 n (91
no 1 wnpuuy 3 ronkow y TuC. amn. abo wnpwuis); JoaaTkoso: 150 n (136 Tuc. amn.
6nictepi; no 1 abo 2 abo wnpwuuis), 250 n (227 Tnc. amn. abo wnpwuuis)
6nictepu y navuj; no 1 mn
y wnpuui; no 1 wnpuuy B
oaHomy briictepi Ta no 1
ronui B iHWoMy 6nictepi y
komnnekTi; no 1 abo no 2
KOMMNMEKTW y navui; no 1
M Y Wwnpuui; no 1 wnpuuy
3 ronkoo y Tybyci; no 1
abo 10 TybyciB y nayui
92. HITPO®YHIH PO34MH ANS 30BHILLIHBOIO TOB "TeBa YkpaiHa Tesa Yex Yecbka BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu | Tuny bes UA/10177/01/01
3acTocyBaHHs, 10 mr/mnm; YkpaiHa" IHaacTpi3 c.p.o. Pecnybnik | - 3miHa napameTpiB cneuudikauin Ta/abo JonycTumMmnx mex peuenma
no 25 mn y donakoHi; no 1 a NEePBUHHOI YNaKOBKM rOTOBOTO fikapCcbKoro 3acoby —
hnakoHy B kKopobLi OOMOBHEHHS crneundikaLii Ans NepBUHHOT YNakoBKN HOBUM
nokasHukoMm "ligponiTuyHa CTifkicTb - BUNpobyBaHHsI
NoBepPXHi"; AONOBHEHHSA cneumdikauii 4N NepBUHHOT
yMNakoBKW HOBUM Noka3HukoMm "CBiTrnonponyckaHHs"; 3MiHW
| TMNYy - 3amMiHa nocTavanbHUKa nNakyBanbHUX MaTepianis
ab0 KOMMMEKTYUMX (KO 3a3Ha4YeHO B JOCHE) -
BUMYYEHHS iHdopMaLii PO NocTayanbHUKIB NaKyBanbHMUX
MaTepianis; 3MiHu | Tuny - cuctema
KOHTelHep/3aKynopioBarnbHUiA 3acib - OHOBINEHHS
KpecrneHb Ans roToBOro nikapcbkoro 3acoby y
BiANOBIAHOCTi A0 KpecneHb BUPODOHKKa NEPBUHHOIO
nakyBaHHs. Po3aMipu Ta MaTepianu nepBUHHOIO NakyBaHHSI
He 3miHunucb. JoaaTkoBoro 6yno Buny4yeHo 3 p. 3.2.P.7.
CucTemMa KoHTelHep/3akynoptoBanbHUiA 3acib iHdopmalito
cTtocoBHo GMP
93. OMENPA30N kancynu no 20 mr no 10 MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHu | Tuny 3a UA/0966/01/01
kancyn y 6nictepi; no 1 "KuiBmegnpen "KuiBmegnpenapa - 3MiHU Woao Ge3nekn/edekTUBHOCTI Ta dpapmMakoHarnsay peuenmom
abo 3 6nicTtepm B nayui apat” T - OHOBJIEHHS BXeE 3aTBEPIKEHOro TEKCTY MapKyBaHHS

BTOPWHHOI Ta NepBUHHOT YNaKoBKM MikapCbKoro 3acoby 3
BHECEHHAM J0AaTKoBOI iHpopMalLlii (BHECEHHSI NO3HaYEHb
OAMHULIb BUMIPIOBAHHS, 3 BUKOPUCTaHHAM JliTep
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naTuHCbKOro andasiTy Ta Towo). BBeaeHHs 3MiH
npoTArom 6-T1 MicsliB nicnsa 3aTBepAXeHHSA
94, OCEHI® TabneTkn, BKpUTI Takena CWA BUPOBHMLUTBO AnoHis/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/15343/01/01
nniskoBoto 060MoHkot, Mo | dapmackloTika Hepo3dacoBaHOro Ipnangis/ | - 3miHn wWopno 6e3neku/edekTMBHOCTI Ta hapMakoHarnsay. peuenmom
25 mr/45 mr no 7 Tabnetok nc CLUA, IHk. npoaykTy, CLLA BBeneHHs abo 3miHM A0 y3aranbHeHNX AaHnx Npo
y bricTepi; no 4 6nictepun KOHTPOIb SIKOCTi: cuctemy cdbapmakoHarnsaay (BBeAeHHS y3aranbHeHUX
B KapTOHHI kopobui Takega OaHuX Npo cuctemy dapmMakoHarnsgy, amiHa
dapmackioTikan yNoBHOBaXeHOoi 0cobu, BignoBiaanbHOI 3a 3A4iNCHEHHS
Komnati Jlimitea, hapmakoHarnsay; KOHTakTHoi ocobu 3 dhapmakoHarnsgy
Ocaka lNnaHT, 3asBHUKA A4S 3AiNCHEHHs bapmakoHarnsaay B YkpaiHi,
AnoHiqa; no3sin Ha SIKLLIO BOHa BigMiHHa Bifj yNTOBHOBaXXeHOi ocobw,
BMNYCK cepii: BigMNOBiAanbHOI 3a 3gilcHeHHs hbapmakoHarnsay
Takepa Ipnangis (BKITHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MiLLIEHHI
Ita, lpnaxgis; mMacTtep-carina cuctemu chapmakoHarnsgy) - 3miHa
nepBuHHE, ynoBHOBaxeHoi ocobu BignosiganeHoi 3a
BTOPUHHE apmakoHarnsa;
nakyBaHHs: MponoHoBaHa pepakuis: Sumit Munjal. 3miHa kOHTaKkTHOT
MekeopxiHr ocobu 3asBHUKA, BiANoBiaanbHOI 3a 3AiNCHEHHS
KoopawnHaTopc, apmakoHarnsaay B YKpaiHi:
JINC, CWA MponoHoBaHa pegakuisi: CamoHeHko MapuHa
BonognmupiBHa. 3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOT
ocobw, BignosiganeHoi 3a apmakoHarnag. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu, BignoBiaansbHoi 3a
hapmakoHarnag
95. OCEHI® TabneTkn, BKpUTI Takepa CLUA BMPOGHMLTBO Anonis/ BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny 3a UA/15342/01/01
nniskoBoto 06onoHkot, No | dPapmacbloTika Hepo3adacoBaHOro IpnaHgis/ | - 3miHn wWopo 6e3nekun/edekTMBHOCTI Ta hapMakoHarnagy. peuenmom
25 mr/30 mr no 7 Tabnetok | nc CLUA, IHk. npoaykTy, CLA BBeneHHs abo 3miHM A0 y3aranbHEHNX AaHUX Npo
y brictepi; no 4 6nictepun KOHTPOIb SKOCTI: cuctemy cdapmakoHarnsagy (BBeAeHHS y3aranbHeHUX
B KapTOHHII kopobui Takepa OaHuX nNpo cuctemy dapmMakoHarnagy, amiHa
dapmacbioTikan yMNoBHOBaXeHOI 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
Komnani Ilimiten, dapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsay
Ocaka lNnaHT, 3asiBHMKa Ans 34iNcCHeHHs bapmakoHarnagy B YKpaiHi,
AnoHia; no3Bin Ha SIKLLIO BOHa BiMiHHa Bifj yNOBHOBaXeHOi ocobu,
BUNYCK cepii: BiAMOBiAanbHOI 3a 3aiNCHeHHs hapmakoHarnsagy
Takepa lpnaHgis (BKIHOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHM y PO3MiLLEHHI
Ita, Ipnangis; mMacTtep-darina cuctemu chapmakoHarnagy) - 3miHa
nepBuHHe, YMOBHOBaXKeHOi 0cobu BiAMNoBiAansHoI 3a
BTOPUHHE hapmakoHarnsa;
nakyBaHHs: MponoHoBaHa pepakuis: Sumit Munjal. 3miHa kOHTakTHOT
MekemxiHr ocobu 3asBHUKA, BiANoBiaanbHOI 3a 3AiNCHEHHS
KoopauHaTopc, capmakoHarnsgy B YkpaiHi:
Jinc, CWA MponoHoBaHa pepakuis: CamoHeHko MapuHa
BonognmupiBHa. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXXEHOT
ocobw, BignosiganeHoi 3a hapmakoHarnsg. 3MiHa
KOHTaKTHUX AiaHUX KOHTaKTHOI 0cobu, BianoBiaansHoi 3a
chapmakoHarnsg
96. NAKNITAKCEN- | koHUeHTpaT Ansi po34nHy MicTtpan AHmMia AkTasic ITanis ITanis BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3miHu | Tuny 3a UA/13988/01/01
BICTA Ans iHgys3ii, 6 mr/mn no 5 Kenitan C.n.A. - AgMmiHicTpaTuBHi 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo peuenmom
mn (30 mr) abo no 16,7 mn MeHemKMeHT appecu 3asBHUKA (BNacHuWKa peecTpauinHoro
(100 mr), abo no 25 mn Tlimiteq NOCBiAYEHHS) - 3MiHa agpecu 3asiBHUKA

(150 wr), abo no 43,33 mn
(260 mr), abo no 50 mn
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(300 wmr) y cnakoHi; no 1
hnakoHy B KAPTOHHIN
Kopobui
97. NMAPALIETAMO | tabnetku no 200 mr no 10 MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny bes UA/8334/01/01
n TabneTok y 6nictepax; no "anuycapm” "lanuudapm”, - 3MiHM Wopao H6esnekn/edekTMBHOCTI Ta dhapmakoHarnsgy peuenma
10 TabneTok y 6nictepi, Ykpaina; MNAT - 3MiHN BHECEHI B TEKCT MapKyBaHHS YNaKoBKM NikapCbKOro
no 2 bnictepu B nayui "KviBmegnpenapa 3acoby Lo 3a3HaYeHHs1 MiXKHapOAHMX NO3HaYeHb
T", YKpaiHa OAMHWLb BUMiptOBaHHS. BBeAeHHs 3MiH npoTsirom 6-tn
MicsiLiB nicns 3aTBepAXKEHHA
98. NEPTYCUH cupon, no 100 mny MAT YkpaiHa MAT "Tanuudpapm” Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny bes UA/0749/01/01
bnakoHax abo 6aHkax; no "anuycapm” - 3MiHM Wopao H6esnekn/edekTMBHOCTI Ta dhapmakoHarnsay peuenma
100 mn y donakoHi abo - 3MiHN BHECEHI B TEKCT MapKyBaHHS NepBUHHOI Ta
6aHui, no 1 dnakoHy abo BTOPWHHOI YNakoBKW Mikapcbkoro 3acoby, woao
6aHLi y nayui 3a3Ha4YeHHs1 MiKHapOAHWUX NO3HaYeHb OAVHULb
BUMiptoBaHHS. BBeaeHHA 3MiH npoTsarom 6-tm micauiB
nicnsA 3aTBepAXXeHHs1
99. NMEPTYCWUH cupon no 100 mny MNAT YkpaiHa MAT "lrannydcapm” YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny 6e3 UA/0749/01/01
nakoHax abo 6aHkax; no "Tannudgapm"” - BHECEHHSA 3MiH Ao posainy 3.2.P.3. MNMpouec BupobHmuTBa peuenma
100 mn y cprnakoHi abo nikapcbKoro 3acoby, 3o0Kkpema: BUKIaJeHHS TEKCTY
6aHuj, no 1 cpnakoHy abo KOPOTKOrO OMMCY TEXHONOrMYHOro npouecy Ta
OaHui y navui TEXHOMOrIYHOI CXeMU BMPOOHULITBA FOTOBOIO NiKapCbKoro
3acoby B HOBIi pegakuii
100. NMEPTYCWUH cupon in bulk: no 100 mny MNAT YkpaiHa MAT "lrannydcapm” YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny - UA/9554/01/01
dnakoHi abo 6aHuj, no 48 "Tannudgapm” - BHECEHHSA 3MiH Ao posainy 3.2.P.3. MNMpouec BnupobHmuTBa
dnakoHiB abo 6aHOK y nikapcbKoro 3acoby, 3oKkpema: BUKITageHHS TEKCTY
kopobi kKapTOHHOMY KOPOTKOrO ONMCY TEXHOMOFYHOro npouecy Ta
TEXHOSOrYHOI CXeMU BUPOOHMLTBA rOTOBOTO NiKapCbKOro
3acoby B HOBIl pegakuii
101. MINOKAPMIHY kpanni o4Hi, 10 mr/Mn no 5 | ToBapucTtso 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu | Tuny 3a UA/5337/01/01
rigrPoxXnorPun | mn ato 10 mn y dnakoHi, obmexeHo BUPOOHMLTBA, - 3MiHK, NOB'sA3aHi 3 HEOOXIQHICTIO MPUBEAEHHS Y peuenmom
no 1 dnakoHy y KOMMMeKTi BignoBiganbHi KOHTPOIb SKOCTI, BiANoBIAHICTL A0 MoHorpadii JPY abo €sponericbKol
3 KPULLKOKO-KpanenbHULEeo CTIo BUMYCK cepii: apmakonei, abo iHLWoi HaLioHanbHOI hapmakonei
y nayui 3 KapTOHY "NocnigHun ToBapwucTBo 3 Aepxasu €C; cynyTHs 3MiHa: 3mMiHa y meToAax
3aBof obmexeHo BunpobyBaHHA APl abo BuxigHOro matepiany/npomikHOro
"rHunc" BignoBiganbHiCcTIO npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLECI

"[locnigHuin 3aBog
"THUIC",
YkpaiHa; Bci ctagii
BMPOBHMLTBA,
KOHTPOSb SIKOCTI,
BUMYCK cepii:
ToBapucTBO 3
obmexeHo
BiANoBiganbHiCTIO
"®APMEKC
FPYM", Ykpaina

BMpo6HMUTBa ADI (iHWi 3MiHM y MeToaax BUNpoOyBaHHS
(Bkrtoyaroum 3amiHy abo gonosHeHHs) ADI abo
BUXiAHOrO/MPOMDKHOIO NPOAYKTY); 3MiHM | TMny - 3MiHa
napameTpiB cneuudikauin Ta/abo gonycTUMmnX Mex
NepBUHHOI YMaKoBKM rOTOBOTO NiKapCbKOro 3acoby;
CynyTHs 3MiHa: 3MiHa y MeTofax BUNpobyBaHHsS NEPBUHHOT
yNaKoBKM rOTOBOTO NiKapcbKoro 3acoby (iHLi 3MiHW Y
mMeToAax BMNpobyBaHb (BKMOYao4m 3amiHy abo
nopasaHHs1)); 3MmiHu | Tuny - 3MiHa napameTpis
cneuudikauin Ta/abo [onycTMMUX MeX AN JOMOMIKHOI
PEYOBUHM - 3MiHM A0 cneumdikaLii Ta METOAIB KOHTPOSHO
OOMOMDKHOT pevoBuHY Boaa oumwieHa "in bulk”, y 38’sa3ky 3
NpVBEAEHHSIM 4O BUMOT JOKYMEHTaLii BUpoOHUKa: -
BBEAEHHS NnokasHuka «MnuToMa eneKkTponpoBIgHICTbY; -
nokasHuk «BMicT 3aranbHoro opraHiyHoro ByrmeLo»
[OMOBHEHO A0AAaTKOBMMM MexxamMu «PiBeHb
nonepempKeHHs»; 3MiHu | Tuny - 3MiHKW, NOB'A3aHi 3
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HeobXiaHICTIO NpMBEAEHHs Y BiANOBIAHICTE 40 MOHorpadil
O®Y abo Esponericbkoi hapmakonei, abo iHLwoi

HauioHanbHoi dhapmakonei gepxasu €C; cynyTHS 3MmiHa:

3MmiHa y meToAax BUNpobyBaHHS AOMOMIKHOI peYOBUHU
(He3HayHi 3MiHM y 3aTBEPMXEHNX MeToAax BUNPODOyBaHb);

3MiHN | TUNY - 3MiHW, NOB'A3aHi 3 HeObXiaHICTIO
npuBeaeHHs y BiANoOBIAHICTb A0 MoHorpadii APY abo
€Bponeiicbkoi hapmakonei, abo iHWOT HalioHanbHOoI
dapmakonei aepxasu €C; cynyTHS 3MiHa: 3MiHa Y

mMeToaax BUNpobyBaHHS AOMNOMIKHOI pEYOBUHU (HE3HAYHI

3MiHW y 3aTBEepKEHNX MeTofax BunpobyBaHb); 3MiHu |

TMNy - 3MiHa NnapameTpiB cneumdikauin Ta/abo
[0NyCTUMMX MEX rOTOBOTO flikapCbKoro 3acoby; CynyTHS
3MiHa: 3MiHa y MeTofax BUNpobyBaHHS rOTOBOrO
nikapcbkoro 3acoby (OHOBNEHHS npoLeaypu
BMNPOOYyBaHHA AN NPpUBEAEHHS Y BiAMOBIAHICTb 3i
3MiHeHoto 3aranbHoto ctatTeto Y abo €BponencbKoi
dapmakonei)

102. | MIOBAIr® po3uunH no 10 mny Heollpob6ioKe Kanaga TOB «®PAPMEKC Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/15974/01/01
CKISIHOMY dprakoHi; no 1 ap IHk. PYT», Ykpaina - 3MiHM Y npoueci BUpOBHULTBA rOTOBOIO MiKapCbKoro peuenmom
dNakoHy y KOMMMeKTi 3 ans 3acoly, BKMYa4M NPOMIKHUIA NPOAYKT, LU0
KPULLKOKO-KpanenbHULUero Heollpo6ioKeap 3aCTOCOBYETLCSA NMPU BUPOOHULTBI FOTOBOIO NiKapCbKOro
abo 6e3 KpuLLKK- IHk., Kanaga 3acoby - He3HaYHi 3MiHW Y TEXHOSOTIYHI CXeMi MiAroToBKM
KpanenbHuui, B mMaTepianis NepBUHHOrO NakyBaHHA Ha [OinbHuui Ne2 uexy
iHOMBiQyansHOMY IN3 (iH’ekuinHuX nikapcbknx 3acobiB) - 3amiHa MUIHOI
nakyBaHHi B nayi 3 MaLLWHM Ta 3amiHa CTepuri3alinHOro TyHent Ha
KapToHy; no 10 mny NOBITPSHWUIA CTepuni3aTop npoxigHoro Tuny. 3miHa knacy
CKNsiHOMy cbnakoHi; no 4 YMCTOTU BUPOOHNYOro NPUMILLEHHS ANS MUTTS MaTepiarnis
hNaKkoHW B KOHTYPHIN nepBUHHOro nakyBaHHs 3 knacy D Ha knac C
YapyHKOBIN ynakosLi; no 1
KOHTYPHI YapyHKOBI
yMaKkoBLji y KOMMNMEKTi 3
KpyLLKaMK-

KpanenbHuusmu abo 6e3
KPULLIOK-KpanenbHuLb, B
iHauBigyanbHOMY
nakyBaHHi B nayui 3
KapToHy; no 20 mn y
CKISIHOMY dprakoHi; no 1
hnakoHy B navui 3
KapToHy; no 20 mn y
CKISIHOMY dprnakoHi; no 4
bnakoHW B KOHTYPHIN
YapyHKOBI ynakosLi; no 1
KOHTYPHIi/ YapyHKOBIV
ynakoBLi B nayui 3
KapToHy; no 50 mny
CKISIHOMY dbrakoHi; no 1
nakoHy B nayi 3
KapToHy

103. NMPAOAKCA® kancynu Teepgi no 150 wr, BepiHrep HimeuunHa BepiHrep HiMeuumH | BHeceHHs 3MiH OO peecTpauiiHuX maTtepianis: 3miHu | Tuny 3a UA/10626/01/03
no 10 kancyn y bnicTepi; IHrenbxanmv IHrenbxanm a - 3MiHa y napameTpax cneuudikadivi Ta/abo gonycTuMmx peuyenmom
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Ne
n/n

Hasea
JliKapCcbKO20
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®Popma sunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoesu
sionycky

Homep
peecmpauyiliHo2o
noceid4yeHHs1

no 3 abo no 6 Gnictepis y
KapTOHHiI kopobui

IHTEepHeLwHN
M6X

dapma 'mbX i Ko.
Kr

MeX, BU3Ha4YeHuX y cneumdikadisix Ha Adl, abo
BVXiAHWIN/NPOMDKHWIA NpoAYyKT/peareHT, Lo
BMKOPWCTOBYIOTBCS Y npoueci BupobHuutea AdI
(3BY>XEHHSA AONYCTUMUX MEX, BU3HAYEHNX Y cneumdikaLlii)
- 3BYXKEHHS1 JOMYCTUMMX MEX, NS BMICTY BOAU B
cneuudikauii nponaH octopHOT KUCNOTU aHriapuay;
3MiHM | Tuny - 3miHa y cneuudikauii BUXigHOT pe4oBMHN
Bopaa ouuuieHa, 3o0kpema npvBeaeHo KpuTepii
NpUAHATHOCTI 3a n. 3aranbHuii Byrneup (TOC) y
BignoBigHicTb 4o USP Ta 3miHa Ha3Bwu BianoBigHoO oo
BMMor moHorpadii «Purified water» EP (3anponoHosaHo:
Bopga ouuwieHa)

104.

NMPAOAKCA®

kancynu TBepai no 110 wr,
no 10 kancyn y 6nicTepi;
no 1 abo 3, abo 6
6nictepiB y kopobui

BepiHrep
IHrenbxanm
IHTEepHeLwHn

mbX

Himevuunna

Bepinrep
IHrenbxanm
dapma 'mM6X i Ko.
KIr

HimeyuuH
a

BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny
- 3MiHa y napameTpax crneuudikaui Ta/abo gonycTuMmx
MeX, BU3Ha4eHux y crneumdikauisx Ha A®l, abo
BVXiAHWIN/NPOMDKHUIA NpOAYyKT/peareHT, Lo
BMKOPUCTOBYIOTBCS Y npoueci BupobHuutea Al
(3BY)XKEHHS ONYCTUMUX MEX, BU3HAYEHNX Y crneumdikaLlii)
- 3BYXKEHHS [ONYCTMMUX MEX, Ans BMICTY BOAM B
crneundikauii nponaH ocdOpHOI KUCNOTU aHrigpuay;
3MiHu | TMny - 3MiHa y cneumdikauii BUXigHOT pe4oBUHM
Bopa ouviieHa, 3okpema npMBeaeHo KpuTepii
NPUIHATHOCTI 3a n. 3aranbHun Byrneub (TOC) y
BianosianicTe Ao USP Ta 3miHa Ha3Bwu BianoBigHo Ao
BMMor moHorpadii «Purified water» EP (3anponoHosaHo:
Bopa ouuwieHa)

3a
peuernmom

UA/10626/01/02

105.

NPAOAKCA®

Kancynu Teepai no 75 wr,
no 10 kancyn y 6nicTepi;
no 1 abo 3, abo 6
GnicTtepiB y kopobui

BepiHrep
IHrenbxanm
IHTepHeLHn

B6X

HimevuunHa

BepiHrep
IHrenbxanm
dapma 'mbX i Ko.
K

HimeuvuuH
a

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu | Tuny
- 3MiHa y napameTpax crneundikai Ta/abo gonycTuMmx
MeX, BU3Ha4eHux y crneumdikauisx Ha A®l, abo
BVXiOHW/NPOMIXXHUIA NpoAYyKT/peareHT, Lo
BMKOPVCTOBYIOTBCS Y npoLeci BupobHuutea AdI
(3BY)XEHHS1 ONYCTUMUX MEX, BU3HAYEHUX Y crieundikaLii)
- 3BYXKEHHS JOMYyCTUMMNX MEX, ANS BMICTY BOAU B
cneuudikauii nponaH octhopHOT KUCNOTU aHriapuay;
3MiHu | TRy - 3MiHa y cneumdikauii BUXigHOT pe4oBUHM
Bopa ouuieHa, 3okpema npuBeaeHo Kputepii
NPUIAHATHOCTI 3a N. 3aranbHun Byrneub (TOC) y
BianosiaHicTe Ao USP Ta 3miHa Ha3Bwu BianoBigHo Ao
BMMor MmoHorpadii «Purified water» EP (3anponoHoBaHo:
Boga oumuieHa)

3a
peuenmom

UA/10626/01/01

106.

ANPEAHITON

kpem, 0,25 % no 10 r, abo
30T, abo 50 ry Ty6i; no 1
Ty6i B KapTOHHiIN nayui

Oepmadapm
Al

HimevuunHa

Mibe M'mbX
ApuHanmiTTens

HimeuvuunH
a

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny
- BBEJ€HHS nepiofy NOBTOPHOrO BUNPOGYBaHHA Ha TEPMiH
5 poki ana A®I MpepgHikap6at; amiHu | Tuny - BBeAEHHSA
HoBoro Bupo6Huka AdI MNpeagHikapbaT 3 NogaHHAM HOBOro
Ceptudpikata R1-CEP 2015-364-Rev 00

3a
peuernmom

UA/10283/03/01

107.

NMPUOPA

kpem, 100 mr/1rno2r
abo no 5 ry Ty6i; no 1 Ty6i
B KapTOHHII kopobui

Oenbta
Megaiken
[MpomoyLH3
Al

LLiBenuapis

®niT Jlabopatopis
Timiten

Benuka
BpuTaHis

BHECEHHS 3MiH IO peecTpauiiHnX maTtepianis: TEXHIYHa
nomurnka (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460),
BunpasneHo TexHiYHY NOMWAKY B IHCTPYKLUIi Ans
MELNYHOro 3aCTOCYBaHHS Ta TEKCTi MapKyBaHHS YNaKoBKu
nikapcbkoro 3acoby B afgpeci 3asiBHMKa, Y 3B's13Ky 3i 3MiHOO
opdorpadivHOro HanMcaHHs cnoBa iHLOMOBHOIO
NoxoXeHHs. 3a3HayeHe BUMpaBneHHs Bignosigae

be3
peuenma

UA/9636/01/01
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mMartepianam peecTpauinHoro JockLe

108.

NPONPOTEH-
100

Tabnetkn, no 20 Tabnetok
y bnicTtepi; no 1 abo 2
GnicTepu y KapTOHHIN
Kopobui

TOB "Martepia
Mepguka-
Ykpaina"

YkpaiHa

3AT CaHToHika

Jlutea

BHECEHHS 3MiH [0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny
- 3MiHM 3 sikocTi. FoTOBMIA Nikapcbkuii 3acic. Onuc Ta
cknag. 3viHa abo aogaBaHHA WTaMniB, NOTOBLLEHb ab0
iHLIMX MapKyBaHb, YKIovao4n 3amiHy abo AoaaBaHHs
dapb Ana MapKyBaHHs nikapcbkoro 3acoby (3miHa
LITamnis, NOTOBLLEHb abo iHLWMX MapKyBaHb) BuAANeHHs!
Hanucy "MATERIA MEDICA" 3 mapkyBaHHsi TabneTku, sik
Hacnigok 3miHa onvcy TabneTku. 3MiHn | Tuny - 3miHu 3
AKkocTi. [oToBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOBHULTBI.
3miHa iMnopTepa/3miHu, WO CTOCYHTLCS BUMYCKY cepii Ta
KOHTPOMIO SAKOCTi FOTOBOrO NikapCbKoro 3acoby (3amiHa
abo fopaBaHHS BUPOOHUMKA, LLIO BiANOBIAAE 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bknroyaroun
KOHTpOnb/BUNpobyBaHHs cepii - 3amiHa BUpobHuka
roToBOro nikapcbkoro 3acoby: 3MiHu | Tuny - 3miHu 3
sikocTi. [0TOBWI Nikapcbkui 3aci6. 3MiHN y BUPOOHMLTBI.
3amiHa abo BBeAEHHS 4OAAaTKOBOI AiNbHULI BUpOGHMUTBA
Ons YacTMHKM abo BCbOro BUPOBGHMYOro NpoLecy roToBoro
nikapcbkoro 3acoby (ginbHWLSA, Ha siKii NpoBoAATLCS Oyab-
SIKi BUpPOOHMYI CTagii, 338 BUHATKOM BUMYCKY CEpIn,
KOHTPOIO AIKOCTi, NEPBUHHOIO Ta BTOPUHHOTO NaKyBaHHS,
ONst HeCTEPUIbHNX Nikapcbknx 3acobis) CynyTHS 3MiHa -
3MiHu 3 gKkocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHK y
BUPOOHMLTBI. 3amiHa abo BBeAEHHA AOAATKOBOI OiNbHULL
BMPOBHMLTBA AN YaCTUHM abo BCbOro BUPOOHNYOro
npovecy rotoBoro nikapcbkoro 3acoby (AinbHUUA Ans
NepBUHHOIO NakyBaHHs) - 3MiHK 3 sKkocTi. [oToBMI
nikapcbkui 3aci6. 3MiHn y BUpo6HMUTBI. 3amiHa abo
BBEJEHHS 0AaTKOBOI AiNbHULi BUPOBHULITBA Ast YaCTUHU
abo BCbOro BUPOGHNYOro NpoLecy roToBOro NikapcbKoro
3aco0y (AinbHULA ANA BTOPUHHOIO NakyBaHHS) 3aMiHa
AiNbHWLI BUpOBHULITBA roTOBOrO Nikapcbkoro 3acoby:
3Minun |l Tuny - 3minn 3 axocTi. A®I. BupobHuuteo. 3miHa
BMPOBHVKa BUXiQHOMO/MPOMIXXHOIO NPOAYKTY/peareHTy, Lo
BUKOPUCTOBYIOTbCS Y BUpOOHUYOMY npoueci ADI, abo
3MiHa BMPOGHMKa (BKMoYakoum, e HeobxigHo, micue
npoBeAeHHs KOHTpornto sikocTi) ADI (3a BiaCyTHOCTI
cepTudcikaTa BignosigHocTi €Bponeiickkini hapmakonei y
3aTBEPKEHOMY JOCHE)(iHLUi 3MiHK) 3MiHa BUPOBHWKa
nito4oi pedoBuHU "AHTUTINA 4O Mo3kocneuudivHoro binka
S-100 adhiHHO ounLeHi C1000" 3 TOB "HB® "MATEPIA
MEONKA XONOWHI™, Pocinceka ®enepadist Ha 3AT
CaHToHiKa, JlnTBa.

be3
peuenma

UA/3646/01/01

109.

ncuno-
BANIb3AM®

renb 1 %, no 20 r y Ty6i;
no 1 Ty6i y KapTOHHiIN
Kopobui

CTALA
ApuHanmitten
b Al

HimevuunHa

CTAIA

ApuHanmittens Al

HimeuvuunH
a

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHu | Tuny
- NofaHHsA OHOBIEHOro cepTudikaTy BignNOBIAHOCTI
€sponevicbkoi papmakonei Ne RO-CEP 2015-098-Rev 01
Bif BXe 3aTBEpaXeHOro BUpobHuka ADI amdeHrigpaminy
rigpoxnopuay

6e3
peuyenma

UA/6474/01/01

110.

NCOPIKAN

kpem, 2 mr/r; no 30 r y Ty6i
antoMiHiesin; no 1 Ty6i y
nayui

NAT
"KuiBmegnpen
apat”

YkpaiHa

NAT

"KuiBmegnpenapa

T

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHu | Tuny
- 3MiHU Woao Ge3nekn/edekTUBHOCTI Ta dhapmakoHarnsay
- 3MiHM BHECEHI B TEKCT MapKyBaHHS YNaKOBKW NiKapCbKOro

6e3
peuenma

UA/6396/01/01
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3acoby Lo 3a3HaYeHHs1 MiXXHapOAHMX NO3HaYeHb
OAVHWLb BUMIpIOBaHHS. BBeaeHHsA 3MiH npoTsArom 6-tn
MicsiLiB nicns 3aTBepPAXKEHHHSA

111.

nynbMOBPI3®

MOPOLLIOK AN15 OparnbHOi
cycneHsii, No 2 r NopoLUKy
B cawe; no 10 a6o 20
calle y KapTOHHIn
ynakoBLi

Mosi Xenc
m6X

LLsevinapisa

CaBa Xenckea
JTa, IHais;
Megiton
dapmachbioTikan
JTa., YropwmHa

IHgis/
YropwuHa

BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny
- 3MiHa y MeTogax BunpobysaHHst AP| abo BMXigHOrO
marepiany/npoMixXHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCS y Npoueci BUpobHuuTea ADI —
BBEJEHHS JOAAaTKOBOrO MeToAy ONMTUKO-eMICIAHOI
CNEeKTPOMETPIi 3 iIHOYKTUBHO-3B's13aHOI0 NNa3moto Ans
BM3HAYEHHS LUMHKY Y AiloYii pe4OBUHI aLeTunumucTeiny Ao
3aTBEPKEHOr0 MeToAy aToOMHO-abcopOuinHOT
crnekTpodoToMeTpii.

BBeneHHs 3miH npoTtsirom 6-Tn MicAuiB nicns
3aTBepAXEHHSA

be3
peuenma

UA/10212/02/01

112.

nynbMoOJIOP®

NOPOLLOK ANt OpanbHoi
cycneHxsii, 1 nnswka 3
MOPOLLIKOM Ans
npurotyBaHHs 60 mn abo
100 mn cycneHsii pa3om 3
MipHUM 3acobom Ha
KpuLLeyli 3 nonieTunexy B
KapTOHHIN ynakoBLji

Mosi Xenc
m6X

LLisenuapis

CaBa Xenckea
Nta, Hais;
Megiton
dapmachkioTikan
JIta., YropwwuHa

Inpis/
YropwuHa

BHECEHHS 3MiH [0 peecTpauinHuX maTtepianis: YTOYHEeHHs
peecTpauinHOro npoueaypu, a came: 3a3Ha4yeHHs
TepMiHy BBeAieHHs1 3MiH (BBeAeHHs 3MiH NpoTArom 3-x
micsAUiB nicns 3aTBepAXeHHA) B npoLieci BHECEHHSA
3MiH B Hakasi Ne 629 Big 21.03.2019. Pegakuis B
3aTBEPKEHOMY Hakasi — 6e3 3a3HavyeHHsI TEPMiHY
BBeAeHHs 3MiH. BipHa pegakuis — 3miHu | Tvny - 3miHn 3
AKocTi. [0ToBMI Nikapcbkui 3aci6. 3MiHN y BUPOOHMLITBI.
3amiHa abo BBeAEHHS 4OOAaTKOBOI AiNbHULI BUpOGHMUTBA
Onsi YacTMHM abo BCbOro BUPOBHNYOro nNpoLecy roToBoro
nikapcbkoro 3acoby (QinbHWLA, Ha SKii NpoBOAATLCS Oyab-
AIKi BUpOGHWYI cTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOIO SIKOCTi, NEPBMHHOIO Ta BTOPMHHOIO MaKyBaHHS,
ANs HECTEePUINbHKX NiKapcbkux 3acobis). CynyTHA 3MiHa -
3MiHu 3 sKkocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHW y
BMPOGHMUTBI. 3aMiHa abo BBegEHHSA 404aTKOBOI AiNbHULI
BMPOGHMLTBA AN YacTMHM abo BCbOro BUPOOHNYOro
npoLiecy roToBOro nikapcbkoro 3acoby (AinbHuusa ans
BTOPWHHOIO NaKyBaHHS) - 3MiHW 3 sKocTi. FoToBUIA
nikapcbkui 3aci6. 3MiHn y BUpo6HMUTBI. 3amiHa abo
BBEAEHHS 0AaTKOBOI AiNbHULi BUPOBHULITBA ANst YaCTUHU
abo BCbOro BUpOGHMYOro NpoLEecy roTOBOro NikapCbKoro
3acoby (AiNbHMLA ANS NEPBUHHOIO NaKkyBaHHS) -
BBeneHHs goaaTkoBoi AinbHUL BUpobHMuTBa: Meaiton
dapmacbtoTikan J1ta., YropwuHa. BBeaeHHs 3MiH
NPOTArom 3-x MicsiLiB nicns 3aTBepAXeHHA. 3MiHu |
TMny - 3MiHK 3 siKoCTi. [0TOBMIA NikapcbkuiA 3aci6. 3MiHU y
BMPOGHMUTBI. 3MiHa iMnopTepa/3miHK, Lo CTOCYHTLCS
BUWMYCKY Cepii Ta KOHTPOJSIKO SKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amMiHa abo AogaBaHHs BUPOOHWKa, Lo
BiAnoBigae 3a BBe3eHHsi Ta/abo BuUNyck cepii) -
Bkrntoyatoun KoHTponb/BUNpobyBaHHSA cepii -0oAaBaHHs
BUpoGHMKa - Megiton ®apmacstoTikan J114., YroplmHa.
BBefaeHHs 3miH npoTtarom 3-x micsauiB nicna
3aTBEpPAKEHHS.

6e3
peuenma

UA/10378/01/01

113.

PEBMOKCHUKA
M®

pO34unH Ans iH'ekuin 1 %
no 1,5 mn B amnyni; no 3
abo 5 amnyn y 6nictepi;

MAT "®apmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHu | Tuny
- 3MiHa po3Mmipy cepii (BknoYarun AianasoH po3mipy cepii)
roTOBOro JiKapcbKkoro 3acoby (36inbweHHs go 10 pasis

3a
peuernmom

UA/0759/02/01




36 [IponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JNlikapcbKo20 eidnycky peecmpauyiliHo2o
3acoby noceid4yeHHs1
no 1 6nictepy y nauj abo NOPIBHSAHO i3 3aTBEPAXEHNM PO3MIPOM) - BBEAEHHS
no 1,5 mn B amnyni; no 5 nopaarkoBux po3mipiB cepii: 750 n (463000 amnyn) Ta 950
amnyn y nayui n (586000 amnyn) Ao BXe 3aTBEPKEHUX PO3MIpIB cepir
160 11 (99000 amnyn), 570 n (352000 amnyn)
114. PUBOKCWUH po34MH ans iH'ekuin, 20 NAT YkpaiHa MAT "Tanuucapm"” YkpaiHa BHECEHHS! 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/4137/02/01
mr/mn no 5 mn abo no 10 "Tannugapm"” - 3MiHM Wopao H6esnekn/edekTMBHOCTI Ta dhapmakoHarnsgy peuenmom
MM B amnyni; no 5 amnyn y - OHOBJIEHHS BXe 3aTBEPAKEHOro TeKCTY MapKyBaHHS
KOHTYPHIl YapyHKOBI BTOPWHHOI Ta NEPBMHHOT YNaKOBKM MikapCbKoro 3acoby
yMaKkoBLji; N0 2 KOHTYPHI (BHECEHHS NO3HaYeHb OAMHMWL BUMIpIOBaHHS, 3
YapyHKOBI yNakoBKuN B BMKOPVCTaHHAM MiTep NaTUHCLKOro andasity Ta
nayui; no 5 mn aéo no 10 3a3HayeHHs iHopmaLii cTocoBHO norotuny). BBeaeHHs
mn B amnyni; no 10 amnyn 3MiH NpoTAroM 6-Tn MicsiLiB nicnsa 3aTBepAXeHHA
y kopobui
115. PUALMHOBA onisa no 50 mn y dnakoHi; MNAT YkpaiHa MAT "lrannydcapm” YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny 6e3 UA/9248/01/01
onia no 1 pnakoHy B nayui "Tanuycgapm” - 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta dhapmakoHarnsgy peuyenma
- 3MiHN BHECEHI B TEKCT MapKyBaHHS NMEePBUHHOI Ta
BTOPWHHOI YNakoBKM NikapCbKoro 3acofy Lwoao
3a3Ha4YeHHs1 MiKHapOAHWUX NO3HaYeHb OAVHULb
BUMiplOBaHHs. BBeAeHHA 3MiH npoTArom 6-tm micsauis
nicns saTBepAXXeHHSA
116. PIONAH cycneHsis opanbHa, 1600 Takepga 'M6X Himeuunna Takepa M'm6X HimeuumH | BHECeHHs 3MiH OO peecTpauiiHnx maTtepianis: 3miHu | Tuny bes UA/11741/02/02
mr/10 mn, no 10 mn B a - 3MiHN wopo 6esnekn/eddekTMBHOCTI Ta hapmakoHarnsgy. peuenma
cawe; no 10, abo no 20, BBeneHHs abo 3miHM A0 y3aranbHEHNX AaHUX Npo
abo no 50 cawwe B cuctemy dhapmakoHarnsay (BBeAeHHS y3aranbHEHUX
KapTOHHIN kopobLi OaHWX Npo cuctemy hapMakoHarnsgy, amiHa
yMNoBHOBaXeHOi 0cobu, BignoBiaanbHOI 3a 3A4iNCHEHHS
hapmakoHarnsiay; KOHTakTHoOi ocobu 3 dhapmakoHarnsgy
3asBHUKa A4S 3AilCHeHHs bapmakoHarnsagy B YkpaiHi,
SIKLLIO BOHa BiMiHHa Bif yNTOBHOBaXeHOI ocobu,
BiANoBiganbHOI 3a 3AiMCHEHHSA dhapMakoHarnsay
(BKITHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y PO3MiLLIEHHI
mMacTtep-darina cuctemu chapmakoHarnagy) - 3miHa
ynoBHOBaxeHoi ocobu BignosiganebHoi 3a
dapmakoHarnag;
MponoHoBaHa pepakuis: Sumit Munjal. 3miHa kKOHTakTHOT
ocobu 3asBHUKa, BiAnNoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsaay B YKpaiHi:
MponoHoBaHa pepakuis: CamoHeHko MapuHa
BonogvnmupisHa. 3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOT
ocobw, BignosiganeHoi 3a dhapmakoHarnsg. 3miHa
KOHTaKTHUX AlaHUX KOHTaKTHOI 0cobu, BianoBiaansHoi 3a
chapmakoHarnsg
117. PIONAH TabneTku xyBarsbHi, Mo Takepa M'M6X Himeyuunna Takena M'm6X, HimeyuuH BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny bes UA/11741/01/01
800 mr no 10 TabneTok y Mmicue a - 3miHu Wwopao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay. peuenma
6nictepi; no 1 abo 2 BUpOBHMLTBA BBeneHHs abo 3miHM [0 y3aranbHEHUX AaHUX Npo
GnicTtepu B KapTOHHIN OpaHieHbypr cuctemy dbapmakoHarnsaay (BBeAeHHS y3aranbHeHUxX

kopooui

[OaHux npo cuctemMy papmakoHarnsay, 3amiHa
yMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnsay; KOHTakTHoOi ocobu 3 dhapmakoHarnsay
3asiBHMKa Ans 34iNCHeHHs bapmakoHarnagy B YKpaiHi,
SIKLLIO BOHa BifMiHHa Bif yNOBHOBaXeHOI ocobu,
BiZNOBIgaNbHOI 3a 34iMCHEHHS dhapMakoHarnsay
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(BKNOYaOYM KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTtep-arina cuctemmn apmakoHarnagy) - 3miHa
ynoBHOBaxeHoi ocobu BignosiganeHoi 3a
dapmakoHarnag;

[MponoHoBaHa pegakuisi: Sumit Munjal. 3miHa kKOHTaKTHOI
ocobu 3asBHUKA, BiAnNoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsay B YKpaiHi:
[MponoHoBaHa pepakuisi: CamoHeHko MapuvHa
BonogvnmupiBHa. 3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOT
ocobw, BignosigansHoi 3a dapmakoHarnsag. 3miHa
KOHTaKTHMX OaHMX KOHTaKTHOI 0cobW, BignosigansHoi 3a
(papmakoHarnag

118.

PIOMNAH

cycnexsis opanbHa, 800
mr/10 mn, no 10 mn B
cawe; no 10, abo no 20,
abo no 50 cawe B
KapTOHHiIN kopooLi

Takepa M'mM6X

Himevuunna

Takega 'm6X

HimeyuuH
a

BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny
- 3miHu wopo 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM A0 y3aranbHEHNX AaHUX Npo
cuctemy cdbapmakoHarnsaay (BBEAEHHS y3aranbHeHUX
OaHux npo cuctemMy cpapmakoHarnsgy, amiHa
yMNOBHOBaXeHOi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnsay; KOHTakTHoOi ocobu 3 dhapmakoHarnsay
3asiBHMKa ANs 34iNCHEeHHs bapmakoHarnagy B YKpaiHi,
SIKLLIO BOHa BigMiHHa Bifj yNTOBHOBaXeHOI 0cobw,
BiNOBIganbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKITHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MiLLIEHHI
mMacTtep-darina cuctemun chapmakoHarnsgy) - 3miHa
ynoBHOBaXeHOoI ocobu BignosigansHoi 3a
dapmakoHarnag;

MponoHoBaHa pepakuis: Sumit Munjal. 3miHa kKOHTakTHOT
ocobu 3asBHYMKA, BiaNoOBiAanbHOI 3a 30iNCHEHHS
dapmakoHarnsaay B YKpaiHi:

MponoHoBaHa pepakuis: CamoHeHko MapuHa
BonoanmupiBHa. 3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXXEHOT
ocobw, BignosiganbHoi 3a dhapmakoHarnsg. 3miHa
KOHTaKTHUX AlaHUX KOHTaKTHOI 0cobu, BianoBiaansHoi 3a
chapmakoHarnsg

bes3
peuenma

UA/11741/02/01

119.

PATIBHUK®

kpem no 15 rabono 30 rB
Ty6i; no 1 Ty6i B nayui

MAT
"KuiBmegnpen
apat”

YkpaiHa

NAT

"KuiBmegnpenapa

T

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny
- 3MiHU Woao 6e3nekn/edekTUBHOCTI Ta dhapmakoHarnsgy
- BHECEHHS MO3Ha4YeHb OANHULIb BUMIPIOBaHHS Ha
NepBUHHY Ta BTOPVHHY YNaKOBKY 3 BUKOPUCTaHHAM fiTep
naTuHcbKoro andgasiTy. BBeaeHHs 3MiH npoTsarom 6-tn
MicsUiB nicnsA 3aTBepAXXeHHs1

6e3
peuenma

UA/5062/01/01

120.

CEOABIT®

po34rH oparnbHuin no 100
My cknsiHomy abo
nonimepHoMy ¢hriakoHi; no
1 donakoHy y nauyui; no 100
M1y CKNsHiN 6aHuj; no 1
6aHui B nayui; no 200 mny
CKISIHOMY dbrakoHi; no 1
donakoHy y nauui

NAT
"Tanuudapm”

YkpaiHa

MAT "Tanuudapm"”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny
- BUNyYeHHs1 ABOX BUpobHuUkiB A®I nipuaokcuHy
rigpoxnopug (BiTamiH B6)

6e3
peuenma

UA/8992/01/01

121.

CEOABIT®

pO34MH oparnbHui in bulk:
no 100 mMn y cknstHomy
abo nonimepHomy
dnakoHi; no 48 drakoHiB

NAT
"Tanuudapm”

YkpaiHa

MAT "Tanuudpapm”

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny
- BUNy4eHHs1 ABOX BUpobHUkiB ADI nipuaokcuHy
rigpoxnopug (BiTamiH B6)

UA/9515/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JNlikapcbKo20 eidnycky peecmpauyiliHo2o
3acoby noceid4yeHHs1
y Kopobi KapTOHHOMY; in
bulk: no 100 mn y cknsHin
6aHLj; no 48 6aHoK y
kopo6i KapTOHHOMY
122. CUBA3OH Tabnetku no 5 mr; no 10 ToBapwucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/3052/01/01
TabneTtok y 6nictepi; no 2 oBMexXeHo 0oB6MeXeHo - AgMmiHicTpaTuBHi 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo peuenmom
Gnictepu y kopobui 3 BignosiganbHi BignoBiganbHicTIO agpecu Micus NPOBaMKEHHS AiNbHOCTI
KapToHY CcTio «XapkiBCbke BMPOOHMKa/imnopTepa rotToBoro nikapcbkoro 3acoby,
«XapkiBcbke thapmaLeBTUYHE BKIOMAOUM AinbHULI BUNYCKy cepii abo MicLe npoBedeHHs
dapmaneBTny nignpruemMcTBo KOHTPOIMIO SKOCTI. (QisnbHICTb, 3a AKy Bignosigae
He «3popoB’s BUPOGHWMK/IMNOpTEp, BKINOYAKUM BUMYCK CEPIlt) - 3MiHa
nianpueMcTBO Hapogay» Ha3Bwu Ta agpecu BUpobHuKa (BBegeHHs 3aMiH npoTtsArom 3-
«300poB’s X MicALiB nicnsi 3aTBepAXeHHS); 3MiHu | Tuny -
Hapogy» AamiHicTpaTuBHI 3MiHW. 3MiHa HalimeHyBaHHS Ta/abo
agpecu 3asBHWKa (BNacHUKa peecTpaLifiHoro
NoCBiAYEHHS) - 3MiHA agpecu Ta HaMEHYBaHHSA 3asiBHVKa
123. COOEPM pO34uH HawwkipHui 0,1 % Hepmadapm HimeyunHa Mibe MmM6X HiMe4yunH | BHeCceHHsl 3MiH 4O peecTpauiiHUX MaTepianis: 3MiHu | Tuny 3a UA/10254/01/01
no 15 mn, 30 mn, 50 mn, Al ApuHanmiTTeND a - 3MiHa y MeToAax BUNpobyBaHHsSi FOTOBOTO NikapCbKOro peuenmom
100 mn y cprnakoHax 3 3acoby - LONOBHEHHS METOZAIB KOHTPOIIO NiKapCbKoro
KpanenbHuueto; no 1 3acoby posginom "Maca HanoBHeHHS" - NPUBEAEHHS Y
hnakoHy B KApPTOHHI BiAMOBIAHICTb 1O OpPUriHANbHUX AOKYMEHTIB BUPOOHUMKa
nayui
124. COHHAT® TabneTkn, BKpUTI NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/4339/01/01
nniBkoBoto o6onoHkoto, no | "Kuismegnpen "KviBmegnpenapa - NnpuBegeHHs agpecu BupobHuka API 3oniknoH oo peuenmom
7,5 mr, no 10 TabneTok y apat" T OHOBMEHWX MaTepianiB peecTpauiiHoro 4ocke BUpobHUKa
6nictepi, 1 abo 3 Gnictepu (BHeceHHs1 iHdopMaLii Npo 4oAaTKoBy AiNbHULLD, Ae
B NauyLli 3 KApPTOHY NPOBOANTLCS KOHTPOIb Ta AOCNIAKYETLCA CTabiNbHICTb
(PLOT 76/1))
125. | CMOPAKCOnN kancynu no 100 mr no 5 3AT JlutoBcbka TlabopaTopioc IcnaHis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/13899/01/01
Kancyn y ctpuni; no 2 «OAPMIITA» Pecnybnika likoHca, C.A. - NoJaHHsA OHOBIEHOro cepTudikaTta BiANOBIAHOCTI peuenmom
CTpvna B KapTOHHIN nayi; €sponevicbkin dapmakonei Ne R1-CEP 1999-139-Rev 03
no 6 kancyn y ctpuni; no 5 Ans gitodoi peyosuHU ltraconazole Bif Bxe 3aTBepAXEHOro
CTPVNIB Y KAPTOHHIM navuj; BMPOGHMKa
no 6 kancyn y ctpuni; no 1
CTpUMy B KAPTOHHIM nayui
126. CTONMTYCUH- Kpanni opanbHi, PO34nH Mo TEBA I3painb TeBa Yex Yecbka BHECEHHS 3MiH 0 peecTpauiiHnx martepianis: 3miHu | Tuny bes UA/2447/01/01
TEBA 10 mn abo no 25 mny dPapmaLeBTika IHgacTpis c.p.o. Pecny6bnik - NoJaHHsA OHOBIEHOro cepTudikaTy BiANOBIAHOCTI peuenma
hNakoHi 3 KPULLIKOKO- n IHpacTpi3 a €sponevicbkoi hapmakonei Ne R1-CEP 2002-194-Rev 02
KpanenbHuLeto; no 1 TitA. Bifl BXe 3aTBepaeHoro BupobHuka A®| BavideHe3nHy
dnakoHy B KopoOui
127. CTONMTYCUH- Kpanni oparnbHi, pO341H No TEBA I3painb TeBa Yex Yecbka BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHu | Tuny bes UA/2447/01/01
TEBA 10 mn abo no 25 mny PapmaueBTika IHpacTpis c.p.o. Pecny6bnik - 3miHu 3 gkocTi. A®I. KoHTponb A®I (iHwWi 3MiHM) - y peuenma
NaKkoHi 3 KPULLIKOKO- n IHpacTpi3 a 3B’A3Ky 3 BuaaneHHsm apmakonenHoi ctaTTi Ans
KpanensHuueto; no 1 o, 6yTamipaty uuTtpaTty 3 Yecbkoi bamakonei y 2017 poui,
hnakoHy B KOpoOLyi 3asBHUK Daxae 3aMiHUTK cneumdikauito ADI srigHo
Yecbkoi Papmakonei Ha BHYTpILWHIO cneuundikadiio
BUpOGHMKa AD| 6e3 3MiHM NOKa3HWKIB SIKOCTi Ta
aHaniTMYHUX MeToauK
128. CTONTYCUH- cupon no 100 mny TeBa I3painb TeBa Yex Yecbka BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHu | Tuny bes UA/10779/01/01
TEBA dnakoHi; no 1 pnakoHy dapmaueBTika IHaacTpi3 c.p.o. Pecny6bnik - 3MmiHu 3 skocTi. A®I. KoHTponb A®I (iHWwi 3MiHK) - y peuenma
pa3oM 3 MipHOHO NiNeTKo n IlnpacTpis a 3B’A3KY 3 BUAAneHHAM papMakonevHoi cTaTTi Ang
y kopobui JTa. 6yTamipaty untpaTty 3 Yecbkoi pamakonei y 2017 poui,
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3asBHUK Gaxxae 3amiHuTL cneuudikauito APl srigHo
Yecbkoi Papmakonei Ha BHYTPILLHIO cneundikaLito
BUpobGHMKa APl 6e3 3MiHM NoKasHMKIB SIKOCTi Ta
aHaniTMYyHUx MeToamK

129.

CYMAMEO®

kancynu no 250 mr no 6
kancyn y 6nictepi; no 1
GnicTepy B KapTOHHil
Kopobui

TeBa
dapmaveBTika
n IHpacTpis
1o,

I3painb

MJIBA XpBatcka
A.0.0.

Xopsaris

BHECEHHS 3MiH [0 peecTpauinHmMx maTtepianis: 3MiHu | Tuny
- 3miHu wopo 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsay.
BBeneHHs abo 3miHM [0 y3aranbHEHNX AaHUX Npo
cuctemy cdbapmakoHarnsaay (BBeAeHHS y3aranbHeHUxX
OaHux npo cuctemy cpapmakoHarnsgy, amiHa
YMNOBHOBaXeHOI 0cobu, BignoBiaansHoi 3a 34iNCHEHHS
hapmakoHarnsay; KOHTakTHoi ocobu 3 dhapmakoHarnsgy
3asiBHUKa AnA 34ilcHeHHs1 hapmakoHarnsagy B YkpaiHi,
SIKLLO BOHA BiAMiHHA Bi yNMOBHOBaXeHOI 0cobu,
BiANOBIganbHOI 3a 3AiIMCHEHHSA hapMakoHarnsay
(BKIHOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHM y PO3MILLEHHI
macTtep-carina cuctemmn capmakoHarnagy) - 3miHa
yNnoBHOBaXeHoI 0cobu 3asiBHMKa, BigNoBigansHoi 3a
3aiicHeHHs dhapmakoHarnagy: lNponoHoBaHa pegakuis —
Orit Stern-Maman. 3MiHa KOHTaKTHUX AaHUX
yNoBHOBaXeHoi ocobu. 3miHa micus 3A4iNCHEHHS OCHOBHOI
AisnbHoCTi 3 dpapmakoHarnsgy. 3MiHa MicLe3HaxooKeHHs
mMacTep-cavina

3a
peuernmom

UA/2396/03/01

130.

TEKTA
KOHTPOJI®

TabneTku
ractTpopesmcTeHTHi no 20
mr no 7 abo no 14
TabneTok y 6nictepi, no 1
GnicTepy B KapTOHHiV
Kopobui

Takena M'M6X

HimevuunHa

ApBaHc dPapma
'M6X, HimewunHa
(HaHeceHHs1
NoKpUTTS Ha siapa
Tabnetok); Takepa
'M6X, micue
BMPOGHMUTBA
OpaHieHbypr,
Himeyuunna
(BMPOBHMLTBO 3a
NMOBHUM LIKIIOM)

HimeuvuuH
a

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny
- 3miHu wopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM 00 y3aranbHEHUX AaHWUX NPo
cuctemy cdhapmakoHarnsay (BBEAEHHS y3aranbHEHUX
OaHux npo cuctemMy cpapmMmakoHarnsay, amiHa
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
hapmakoHarnsiay; KOHTakTHoOi ocobu 3 dhapmakoHarnsgy
3asiBHMKa Ans 34iNCHeHHs bapmakoHarnagy B YKpaiHi,
SIKLLO BOHA BigMiHHA Bi yNMOBHOBaXeHOI 0cobu,
BiAnNoBiganbHOI 3a 3AiNCHEHHSA dhapMakoHarnsay
(BKNHOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHM y PO3MILLEHHI
macTtep-darina cuctemmn chapmakoHarnagy) - 3miHa
ynoBHOBaXeHoi ocobu BignosiganebHoi 3a
hapmakoHarnsa;

MponoHoBaHa pepakuisi: Sumit Munjal. 3miHa KOHTaKTHOI
ocobu 3asBHUKa, BiAnNoBiaanbHOI 3a 3AiNCHEHHS
chapmakoHarnsgy B YkpaiHi:

MponoHoBaHa pepakuisi: CamoHeHko MapuvHa
BonoavnmupisHa. 3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOT
ocobw, BignosigansHoi 3a hapmakoHarnsg. 3MiHa
KOHTaKTHUX JaHUX KOHTaKTHOT ocobu, BianosigansHoI 3a
chapmakoHarnsg

6e3
peuenma

UA/11085/01/01

131.

TEPBIHA®IHY
rigPoXnorPun

MOPOLLIOK (CyBcTaHUist) y
noaBiNHNX
nonieTUNeHoBMX nNakeTax
Ans papmaueBTUYHOro
3acTOCyBaHHS

leTepo J1a63
TimiTen

IHAis

[eTepo 1a63
JlimiTen

IHAis

BHECEHHS 3MiH 10 peecTpaLiiHux MaTepianis: 3miHu ||
TMny - 3MiHn 3 gkocTi. A®Pl. BupobHMLTBO (iHLWi 3MiHW) Ha
cy6CTaHLUito, NPUBEAEHHSI 3aCTOCYBaHHS cybCTaHLUii 4o
BUMOT hbapmakonew, 3mMiH1 TepMiHy NpuAaTHOCTI, yMOB
30epiraHHsi, ynakoBk/, MapKyBaHHS BiAMOBiAHO A0
NMOTOYHUX PEryNATOPHUX BUMOT.

UA/13668/01/01

132.

TOMOCKAH®

po3unH ans iH'ekuin, 300
mr rogy/mn no 50 mn, 100

MAT "®apmak”

YkpaiHa

MAT "®apmak”,
YkpaiHa

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHu | Tuny
- MOSAHHS OHOBIEHOMO cepTudikaTa BignoBIgHOCTI

3a
peuernmom

UA/13681/01/01
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mn, 200 mn, 500 mny (BMPOBHMLTBO 3 €sponeiicbkin papmakonei Ne R1-CEP 1999-090-Rev 02
nakoHi; no 1 dnaxkoHy B nakyBaHHs in bulk ONs Ailo40T peYoBUHY Bif BXe 3aTBEPOKEHOrO BUPOBHMKa
nayui 3 KapTOHy ipMu-BrpobHMKa i3 3mMiHOKO Ha3BM BUPOOHMKA | 3MiHa agpecu BnacHuka CEP
Solupharm Ta BUPOBHWYOI AiNsiHKW
Pharmazeutische
Erzeugnisse
GmbH,
HimeyymHa)
133. TOMOCKAH® po34mH ans iH'ekuin, 370 MAT "®dapmak” YkpaiHa MAT "®apmak”, YkpaiHa BHECEHHS! 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/13681/01/02
mr viogy/mn no 50 mn, 100 YkpaiHa - MOJAHHS OHOBIEHOrO cepTudikaTa BigNOBIAHOCTI peuenmom
mn, 200 mn 'y driakoHi; no (BMpPOOHMLTBO 3 €poneickkin papmakonei Ne R1-CEP 1999-090-Rev 02
1 donakoHy B nayui 3 nakyBaHHs in bulk Ons Ailo4oi pevoBUHM Bif BXXE 3aTBEPAXEHOro BUPOGHMKa
KapToHy dipMun-BnpobHMKa i3 3MiHOIO Ha3BM BNPOOHKKa i 3miHa agpecu BnacHuka CEP
Solupharm Ta BUPOBHUYOT OiNsHKM
Pharmazeutische
Erzeugnisse
GmbH,
HimeyumHa)
134. TPACTYMAB niodpinizat ans TOB YkpaiHa TOB "NIOM’ EP YkpaiHa BHECEHHS 3MiH 0O peecTpauiiHux matepianis: 3MiHu | Tuny 3a UA/15716/01/01
KOHLEHTpaTy Ans po34uHy "MIOM’ EP OAPMA", - AgmiHicTpaTuBHi 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo peuenmom
Ans iHdysin no 150 mr, 1 DPAPMA" YkpaiHa appecu 3asiBHUKA (BnacHuWKa peecTpauinHoro
dnakoH 3 nioginizatom y (BMpOGHMLTBO i3 noceiAg4YeHHs) 3aMiHa agpecu . BBegeHHs 3amiH npoTtsarom 6-
KapTOHHiI kopooLi npoaykuii in bulk TV MiCALIB NiCNsa 3aTBEPOXKEHHS.
BUpOGHMKa: 3MiHu | TUNY - AgmiHicTpaTuBHI 3MiHW. 3MiHa
®.XobdpmaHH-Is HanMeHyBaHHS Ta/abo agpecu Micusa NpoBagKeHHS
Pow Jlta, AisnbHOCTi BUpOGHUWKa/imnopTepa roToBoro nikapcbKoro
LLsenuapis; Pow 3acoly, BKMYa4m AinbHuL BUnycky cepii abo Micue
HiarHocTuke MmBX, NpOBEeAEHHS KOHTPOJSIO SKOCTI. (AIANbHICTb, 3a AKY
HimeuumHa) BignoBigae BUpOGHMK/iMNopTep, BKIOYaKUM BUMYCK CEPIlt)
3MmiHa agpecu BupobHuka 113 TOB "MIOM'EP ®APMA",
YkpaiHa, 6e3 3aMiHn MicLa BUpobHUUTBa. BBEAeHHSA 3MiH
NpoTSArom 6-Tv MicsiLiB Nicnsi 3aTBEPOXEHHS.
135. | YPONECAH® kancynu no 10 kancyn'y MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3amiHu | Tuny bes UA/10393/01/01
6nicTepi; no 4 6nictepu B "KvniBmegnpen "KviBmegnpenapa - AgmiHicTpaTuBHi 3MiHW. 3miHa Ha3sun A®I abo peuenma
navuj apat" T [OOMOMIXKHOI pe4oBUHU - 3MiHa Ha3B AD| Onist M'aTn
nepueBoi, Onis anuuj, YponecaH ekCcTpakT ryctumn
(BBepeHHs 3miH npoTArom 6-Tv MicauiB micns
3aTBEPAKEHHS)
136. | YPONECAH® kpanni opanbHi in bulk: no MAT YkpaiHa MAT "Tanuudpapm” Ykpaina BHECEHHS 3MiH 0 peecTpauiiHnx martepianis: 3miHu | Tuny - UA/9517/01/01
25 mn y conakoHi- "Mannydapm” - 3MiHu 3 gKocTi. MeaunyHi NpucTpoi - BBEAEHHS
KpanenbHuuj; no 88 [04aTKOBOro efieMeHTa NepBUHHOI YNakoBKU - MPOGKU-
hnakoHiB-KkpanenbHULpb y kpanenbHuui mapku STF-01.31, BupobHuuTea "Heinlein
kopobi kapTOHHOMY; Mo 25 Plastik Technik", HimewunHa
My donakoHi-
KpanenbHUL, 3aKpuToMy
KPULLIKOIO 3 KOHTPOMEM
nepLUoro po3kpuTTS, no 88
dnakoHiB-kpanenbHULb y
KOpobi KapTOHHOMY
137. | YPOJIECAH® Kpanni opanbHi no 25 mny MAT YkpaiHa MAT "Tanuudpapm” Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny bes UA/2727/02/01
nakoHi-kpanenbHuLi, no "Mannydapm” - 3MiHu 3 gKocTi. MeaunyHi NpyUcTpoi - BBEAEHHS peuenma

1 donakoHy-KpanenbHuLi B

[O[ATKOBOroO efnieMeHTa NepBUHHOI YNaKoBKU - MPOGKU-
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nadui; no 25 mny kpanenbHuui mapku STF-01.31, BupobHuuTea "Heinlein
hnakoHi-kpanenbHuLi, Plastik Technik", Himewunna
3aKPUTOMY KPULLIKOIO 3
KOHTPOMeM nepLuoro
pO3KpUTTS, Mo 1 conakoHy-
KpanesnbHuui B naydi
138. | YPO®OCLMH® | rpaHynu gns opanbHOro MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny 3a UA/15454/01/01
po3unHy, no 3,0rno8re. "Kuismegnpen "KniBmegnpenapa - 3MiHM Wopao H6esnekn/edekTMBHOCTI Ta dhapmakoHarnsgy peuenmom
nakerti-calue; no 1 nakety- apat” T - 3MiHV BHECEHi B TEKCT MapKyBaHHS YNaKoBKW fikapCbKoro
calue B nayui i3 KapToHy 3acoby LWoA0 3a3HaYeHHsI MiXXHapOAHMX NO3HaYeHb
OAMHWLb BUMIptOBaHHS. BBeAeHHs 3MiH npoTsirom 6-tn
MicsiliB nicnsa 3aTBepAXXEHHSA
139. YPCOOEKC TabneTtkn, BKpUTI CaH IHais CaH IHais BHECEHHS 3MiH O peecTpauinHMx maTtepianis: 3miHu || 3a UA/11855/01/01
NMiBKOBOI OBOMOHKO, N0 | PapmachioTUK ®apmacbioTukan Tuny - 3MiHn Wwopao 6eanekn/edekTMBHOCTI Ta peuenmom
150 mr no 10 TabneTok y an IlHpactpis IngacTpis Jlimitea apmakoHarnsigy. BHeceHHs abo 3miHa(u) Ao 3060B's13aHb
6nictepi, no 1 abo no 5 Tlimiteq Ta yMOB B/Aayi peecTpauiiHoro nocBiAYeHHs, BKIIOYa4n
GnicTepiB y KapTOHHil MnaH ynpaBniHHA pusukamm (3acTocyBaHHS 3MiH(1), siki(a)
ynakoBLi BMMaratoTb(€) NoAanbLIOro obrpyHTyBaHHA HOBUMMU
[0AATKOBMM AaHWMM, L0 MaloTb HagaBaTucs
KOMMETEHTHVMM OpPraHoM, OCKiflbk BUMaraeTbCs CyTTeBa
OLliHKa KOMMETEHTHUM OpraHom) - BukoHaHHs 3060B'A3aHb
BiANoBiAHO Ao nianyHkTy 1.13 nyHKTy 1, nignyHkTy 2.3
NyHKTY 2 goaatky 15 go MNMopsaky npoBeAeHHst ekcrnepTusm
peecTpaLiiHnX MaTepianiB Ha fnikapcbki 3acobwu, Lo
noJaarTbCsa Ha AepXkaBHY peecTpalito (mepepeecTpaliio), a
TaKoX ekcnepTu3n matepianis NPoO BHECEHHS 3MiH 40
peecTpauiiHux MaTepianis NpoTAroM Aii peecTpauiiHoro
NOCBiAYEHHS, 3aTBepaKeHoro Hakazom MOS Big
26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Big 23.07.2015
Ne 460)
140. YPCOOEKC TabneTtkn, BKpUTI CaH IHais CaH IHais BHECEHHS 3MiH O peecTpauinHMx maTtepianis: 3miHu || 3a UA/11855/01/02
NMiBKOBOI OBOMOHKOM, N0 | PapmachbioTUK dapmacbtoTukan Tuny - 3MiHn Wwopao 6e3nekn/edekTMBHOCTI Ta peuenmom
300 mr no 10 TabneTok y an lngactpia IHaacTpis IlimiTeq hapmakoHarnsigy. BHeceHHs1 abo 3miHa(u) Ao 3060B's13aHb
6nictepi, no 1 abo no 5 Timiteq Ta yMOB B/Aauvi peecTpauiiHoro nocBiAYeHHs, BKIoYaym
GnicTepiB y KapTOHHil MnaH ynpaeniHHA pusukamm (3acTocyBaHHS 3MiH(1), siki(a)
ynakoBLi BMMaratoTb(€) NoAanbLIoro obrpyHTyBaHHS HOBUMMU
[0AAaTKOBMM AaHMMM, L0 MaloTb HagaBaTucs
KOMMETEHTHMM OpraHoM, OCKiflbKU BUMaraeTbCs CyTTeBa
OLliHKa KOMMETEHTHUM opraHom) - BukoHaHHs 3060B'A3aHb
BignoBigHo Ao nianyHkTy 1.13 nyHkTy 1, nignyHkTy 2.3
NyHKTY 2 gopatky 15 go MNMopsiaky npoBeAeHHst ekcrnepTusm
peecTpauinHmx MaTepianis Ha nikapcbki 3acobu, Lo
NoAalTbCA Ha AepXXaBHY peecTpallilo (nepepeecTpadito), a
TaKoX ekcnepTu3n matepianis NPo BHECEHHS 3MiH A0
peecTpaLiiH1X MaTepianis NpoTAroM Aii peecTpauiiHoro
NOCBiAYEHHS, 3aTBepaKeHoro Hakazom MOS Big,
26.08.2005 Ne 426 (y pepakuii Hakazy MOS3 Big 23.07.2015
Ne 460)
141. PAMOTUONH Tabnetku no 20 mr; no 10 MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: 3MiHu | Tuny 3a UA/8118/01/01
TabneTok y 6nictepi; no 2 "KuiBmegnpen "KuiBmegnpenapa - 3MiHU Woao Ge3nekn/edekTUBHOCTI Ta dhapmakoHarnsgy peuenmom
Gnictepu y navui apat" T - 3MiHV BHECEHi B TEKCT MapKyBaHHS YNakoBKW MikapCbKoro

3a006y OO0 3a3Ha4YeHHA Mi)KHapO,CI,HVIX Nno3Ha4yeHb




42

[IponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoesu
sionycky

Homep
peecmpauyiliHo2o
noceid4yeHHs1

OAMHWLb BUMIpIOBaHHS. BBeaeHHsA 3MiH npoTArom 6-tn
MicsauUiB nicnsA 3aTBepAXXeHHHA

142.

DAPMALON®

Tabnetkun no 10 TabneTok
y 6riictepax; no 10
TabneTok y 6nictepi; no 1
abo 3, abo 5 6nictepiB y
navui 3 KapToHy

MAT "®apmak”

YkpaiHa

MNAT "dapmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny
- 3MiHa po3Mmipy cepii (BKnoYaro4n Aiana3oH po3mipy cepii)
roTOBOIO fiKapCbKOro 3acoby - BHECEHHSA A0AATKOBOrO
po3mipy cepii roToBoro nikapcbkoro 3acoby. [ponoHoBaHa
pepakuis: poamip cepii 180,00 kr (300 Tuc. TabneTok),
300,00 kr (500 Tuc. TabneTok); 4OAATKOBMI PO3Mip cepii:
400,00 «r (666,67 Tuc. Tabnetok), 540,00 kr (900 TumC.
TabneTok); 3amiHu Il TMNy - 3MiHK y Npoueci BUpobHMLUTBa
roTOBOrO fiKapCbKOro 3acoby, BKNOYa4un NPOMKHUIA
NPOAYKT, L0 3aCTOCOBYETLCS MPU BUPOOHULTBI FOTOBOrO
nikapcbkoro 3acoby - 3mMiHa B TeXHOMOrii BUPOOHMLUTBA
nikapcbkoro 3acoby, a came 3amiHa MeToAy BOSOroi
rpaHynsAuii Ha TEXHOMOTI0 CyXOi rpaHynsvii
(koMnakTyBaHHs)

be3
peuenma

UA/8183/01/01

143.

D®APMAKCOH

pPO34mMH Ans iH'ekuin, 250
mr/mn no 2 mn abo 4 mn B
amnyni, no 5 amnyn B
nadui 3 KApTOHY

TOB
"®APMACEN"

YkpaiHa

KoHTponb, Bunyck
cepil:

TOB
"®APMACEN",
YkpaiHa;
BropuHHa
ynakoBka,
KOHTpO~b!
XOJTOMAK
DeprnakyHrcTexHik
MM6X, HimeuuunHa;
Bupo6bHuuTBO
Hepo3adpacoBaHoI
npoayKuir,
nepBUHHA Ta
BTOPWHHA
ynakoBka,
KOHTPO~b:
XONOMAK
DeprnakyHrcTexHik
'M6X, HimeyunHa

Ykpaina/
HimeuvuuH
a

BHECEHHS 3MiH [0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny
- 3MiHM 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO fikapcbKoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHS roTOBOro Nikapcbkoro 3acoby (He3HavHa
3MiHa y 3aTBepMKEHNX MeTodax BUNPODYBaHHS) - 3MiHM y
meTogax BunpobysaHHs M13: T. |aeHTUdikauis — BHeCEHHs
HOPMYBaHHS LLIOAO MEXU A0NYCTUMOI po3bixkHOCTI Yacy
YTPUMAHHS OCHOBHOTO MiKy Ta He3HaYHi opdorpadiyHi
BuMNpasneHHs. T. CynyTHi AOMILLKM - OHOBNIEHO METOAMKY
BUNPOByBaHb LL0AO0 CTabiNbHOCTI PO34YMHIB Ta BHECEHE
MOSICHEHHS1 MPUroTyBaHHS cepeAHboi Npobu npenapaTy
AN NPUroTyBaHHSA BUNPOOYBaHOro po34vmnHy; BHeCEeHa
iHdopMaUisa Wwoao Yacy xpomaTtorpadyBaHHs; BUCYHYTI
6inb >XOpPCTKi YMOBY NpuAaTHOCTI XpomaTorpadivHoi
cuCTeMU; 3MIHEHO cKrag pyxoMoi ¢asn; BHECEHHSA
iHdbopMaLisa Wwoao nikis , ki BpaxoByOTbCHA Npu
nigpaxyHKy CyMu JOMILLOK 3aBAsKN iX 3amarnol nnoLi. T.
KinbkicHe BM3Ha4YeHHs1 - OHOBMNEHO iHOpMaLlito LLoao
cTabinbHOCTi pO34MHIB. yMOB XpomaTtorpadyBaHHs,
YTOYHEHHS Ans po3paxyHKoBOoi oopmynu. 3miHu | Tuny -
3MiHu 3 gKkocTi. FoToBMIA nikapcbkui 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3aci6. 3miHa opmu abo
PO3Mipy KOHTEHepa Yum 3aKynopoBanbHOro 3acoby
(NepBMHHOI ynakoBKM) (CTepuIbHI Nikapcbki 3acobu) -
3MiHa (hopmMy NepBUHHOT yNakoBKU Ans cTepunbHoro J13
amnyn 3aTBepPKEHOI SIKOCTi 3 NonieTuneHy o6’ emMom 2 mMn
a6o 4 mn gnsa BupobHnka HOLOPACK
Verpackungstechnik GmbH. satBepgxeHo: DEMO SA
PHARMACEUTICAL INDUSTRY po3awmip amnyn 2 mn: 18,6
+ 0,5 x17,6+ 0,3x52,5+ 1 4 mn: 19 x18 x63,
3anponoHoBaHo: HOLOPACK Verpackungstechnik GmbH ,
po3mip amnyn 2 mn: 17 x 21 x 65,5 4 mn: 17 x 21 x 65,5.
3miHu | TMny - 3miHKM 3 AkocTi. FoToBUIA Nnikapcbkuii 3acio.
3MiHu y BUpoBHMUTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOSO SKOCTi FOTOBOrO
nikapcbKkoro 3acoby (3amiHa abo gogaBaHHsA BUPOOHMKA,

3a
peuernmom

UA/13932/01/01
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Lo BignoBigae 3a BBe3eHHs1 Ta/abo Bunyck cepii) -
Bkntoyatoun KoHTponb/BUNPobyBaHHs cepii - 3amiHa
BUpoGHMYOI ainbHuui TOB "HIKO", YkpaiHa sika Bignosigae
3a KOHTPOIb, BUNYCkK cepii Ha BUupobHuka TOB "®APMCEN
", YkpaiHa (KoHTporb, BUMNYCK cepii). 3miHun | Tuny - 3miHn 3
skocTi. [0TOBWI Nikapcbkuin 3aci6. 3MiHN y BUPOOHMLTBI.
3amiHa abo BBeAEHHS 40AATKOBOI AiNbHUL BUPOOHMLTBA
Onsi YacTMHM abo BCbOro BUPOBHUYOro NpoLEecy roToBOro
nikapcbkoro 3acoby (ginbHWLSA, Ha SiKii NPpoBoAATLCS Oyab-
sIki BUPOBGHMYI CTagii, 3a BUHATKOM BUNYCKY cepil,
KOHTPOMIO SIKOCTi Ta BTOPUHHOTO NakyBaHHS Anst
CTepunbHUX Nikapcbknx 3acobiB (BkNovaoyun BUpobneHi
acenTVYHUM METOAOM), KpiM NikapCbKunx 3acobis
6ionori4yHoro/iMyHONOriYHOro NOXoakeHHs) - CynyTHs
3MiHa - 3MiHM 3 sikocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHN y
BUPOOHMLTBI. 3amiHa abo BBeAEHHA AOAATKOBOI OiNbHULL
BMPOBHMLTBA ANSA YaCTMHM abo BCbOro BUPOOHNYOro
npovecy rotoBoro nikapcbkoro 3acoby (AinbHUUA Ans
BTOPWHHOIO MaKyBaHHS) - 3amiHa 3aTBEpAXEHOI
BUpo6bHMYOi ainbHuyi DEMO SA PHARMACEUTICAL
INDUSTRY , 'peuist Hepo3dhacoBaHWin NPOayKT, NEPBUHHA
ynakoBKa, BTOPVMHHA YNakoBKa, KOHTPOIb) Ha AiNbHULIO
HOLOPACK Verpackungstechnik GmbH, 3a agpecoto
Bahnhofstrasse, 73453 Abtsgmund-Untergroningen,
Germany (Hepo3dacoBaHuii NPOAYKT, MePBUHHA yMakoBka,
BTOPWHHA yNakoBka, KOHTporb). 3MiHu | Tuny - 3MiHn 3
sikocTi. [oTOBMI Nikapcbkui 3aci6. 3MiHN y BUPOOHMLTBI.
3miHa po3Mipy cepii (BKMoYa4mn giana3oH po3mMipy cepii)
roToOBOro nikapcbkoro 3acoby (36inbweHHs no 10 pasis
NOPIBHSIHO i3 3aTBEPAXXEHVM pOo3MipoM) - 3miHa po3mipy
cepii 113 ans nosyBaHHs 2 mn B amnyni Ne5,
3atBepgkeHo: DEMO SA PHARMACEUTICAL INDUSTRY
po3mip amnyn 2 mn: 06°em cepii 300 i1, 3anponoHoBaHo:
HOLOPACK Verpackungstechnik GmbH poawmip amnyn 2
mn: 06°em cepii 570 n (265 116 amnyn), 06" em cepii 2 mn:
06’em cepii 1200 n (520 930 amnyn). 3miHu | TUNY - 3MiHK
3 gKocTi. FoToBUI Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI.
3miHa po3Mipy cepii (BKMoYa4m giana3oH po3mipy cepii)
roToBOro nikapcbkoro 3acoby (3meHLweHHs go 10 pasis) -
3MiHa posmipy cepii [T13 gna gosyBaHHA 4 Mn B amnyni
Ne5, satBepaxeHo: DEMO SA PHARMACEUTICAL
INDUSTRY, Ipeuisi po3mip amnyn 4 mn: 06 em cepii 1200
n, 3anponoHoBaHo: HOLOPACK Verpackungstechnik
GmbH po3awmip amnyn 4 mn: 06’ em cepii 570 n (134117

amnyn), 1120 n(263529 amnyn).
3aTBEepAKeHOi BUpobHMYoT ainbHuui DEMO SA
PHARMACEUTICAL INDUSTRY, Npeuist 4nsi BTOPUHHOIO
nakyBaHHs1 Ha AinbHuu HOLOPACK Verpackungstechnik
GmbH, 3a agpecoto Bahnhofstrasse, 74429 Sulzbach-
Laufen , Germany; 3a agpecoto Bahnhofstrasse, 73453
Abtsgmund-Untergroningen, Germany, 3aTBepa»eHo:
Hepo3dacoBaHuUii MPOAYKT, MEPBUHHA YNaKoBKa, BTOPUHHA
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ynakoBka, koHTponb: DEMO SA PHARMACEUTICAL
INDUSTRY, Npeuis KoHtpons , Bunyck cepii: TOB «HIKO»
Ykpaina,61068, m. Xapkis, Byn. ®eceHkiBcbka, 4A,
3anpornoHOBaHO: Hepo3dacoBaHU NPOAYKT, NEPBUHHA
ynakoBka, BTOPMHHa ynakoska, koHTpons: HOLOPACK
Verpackungstechnik GmbH, 3a 3a agpecoto
Bahnhofstrasse, 73453 Abtsgmund-Untergroningen,
Germany BTopuHHa ynakoska, koHTponb: HOLOPACK
Verpackungstechnik GmbH, 3a 3a agpecoto
Bahnhofstrasse, 74429 Sulzbach-Laufen , Germany
KoHTponb , Bunyck cepii: TOB « @PAPMACEJT»
YkpaiHa, 61068, m. Xapkis, Byn. ®eceHkiBcbka, 4A (k.1).
3minu | Tvny - 3miHm 3 AkocTi. FoToBUI Nikapcbkuii 3acio.
3MiHu y BUpoBHMUTBI. 3MiHa iMnopTepa/3miHu, Lwo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOSO SAKOCTi FOTOBOrO
nikapcbkoro 3acoby (3amiHa abo AogaBaHHs AinbHULI, Ha
AKiN 3AINCHIOETBCA KOHTPOMbL/BUNPOOYBaHHS cepii) -
3amiHa 3aTBepaKeHoi BUpobHMYOi ainbHuuyi DEMO SA
PHARMACEUTICAL INDUSTRY, 'peuisi Ha AinbHULIO
HOLOPACK Verpackungstechnik GmbH, ginbHuus 1 3a
agpecoto Bahnhofstrasse, 73453 Abtsgmund-
Untergroningen, Germany a6o Ha AinbHuUS 2 3a agpecoto,
Bahnhofstrasse, 74429 Sulzbach-Laufen, Germany, Ha
AKiIN 3AINCHIOETBCS KOHTPOMNb/BUNPOBYBaHHS cepil,
3aTBEPPKEHO: HepO3dhacoBaHUIA NPOAYKT, NEPBUHHA
yrnakoBKa, BTOPMHHA ynakoBka, KoHTpornb: DEMO SA
PHARMACEUTICAL INDUSTRY, Npeuist KoHTponsb ,
Bunyck cepii: TOB «HIKO» Ykpaina,61068, m. Xapkis,Byn.
PeceHkiBCbka, 4A, 3aNpoNoOHOBaHO: Hepo3dacoBaHNM
NPOAYKT, NepBMHHA yrnakoBKa, BTOPUHHA YNakoBKa,
koHTpornb: HOLOPACK Verpackungstechnik GmbH, 3a
appecoto Bahnhofstrasse, 73453 Abtsgmund-
Untergroningen, Germany BTOpUHHa ynakoBKa, KOHTPOrb:
HOLOPACK Verpackungstechnik GmbH, 3a agpecoto
Bahnhofstrasse, 74429 Sulzbach-Laufen, Germany
KoHTponb , Bunyck cepii: TOB « ®PAPMACEJT»
YkpaiHa,61068, m. Xapkis, Byn. ®eceHkiBcbka, 4A (k.1)

144.

®EHE®PUH
10%

Kpanni o4Hi, po3unH 10 %
no 5 mn abo no 10 mny
nakoHi-kpanenbHuL; no
1 donakoHy-kpanenbHULi B
KapTOHHI kopobui

TOB "YHIME[
DAPMA"

Cnosaubka
Pecnybnika

TOB "YHIME[
OAPMA"

CnoBaubk
a
Pecny6bnik
a

BHECEHHS 3MiH 0 peecTpauiiHnx martepianis: 3miHu | Tuny
- MoAaHHSA HOBOTO cepTudikaTy BiANOBIAHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 2009-286-Rev 00
Ans Ailoyoi pevyoBUHN dheHinedpuHy rigpoxnopuva Bia
HOBOro BMPOBHWKa

3a
peuernmom

UA/7546/01/01

145.

®IHMPOC

TabneTkn, BKpUTI
NniBKOBOK 0BOMOHKO, N0
5 mr no 10 Tabnetok y
6nictepi; no 3 abo 9
GnicTepiB B KAPTOHHIN
kopobui; no 14 TabneTtok y
6nictepi; no 2 6nictepu B
KapTOHHiIl kopobuyi

KPKA, o.4.,
HoBo mecto

CrnioBeHis

BMPOGHMLUTBO "in
bulk", nepsuHHe
Ta BTOPUHHE
nakyBaHHsi:
IHTac
dapmacbtoTrkana
Nimiten, IHois;
nepBrHHE Ta
BTOPUHHE
nakyBaHHs,

IHgis/
CnoseHis

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny
- 3MmiHu 3 sikocTi. FoToBMIA nikapcbkuii 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa napameTpis
cneungikauin Ta/abo 4ONYCTUMUX MEX FOTOBOro
nikapcbKkoro 3acoby (BUIyYeHHst HE3HAYHOTO MOKa3HKKa
(Hanpuknag 3acTapinoro nokasHvka, Takoro sik aanax Ta
cmak, abo igeHTudikauis 6apBHUKIB Y CMaKOBUX
[06aBoK)) - BUNy4YEeHHSA HE3HAYHMX MOKa3HUKIB
«NpeHTudpukaums TutaHa guokeuaa» Ta
«MgeHTndmkaumsa nHanrokapmmnHay is cneumdikadii npy

3a
peuernmom

UA/7060/01/01
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KOHTpOMb cepii Ta BMWMYCKY rOTOBOTO Nikapcbkoro 3acoby; 3miHu | Tuny -
BMNYCK cepii: 3MiHu 3 siKocTi. FoTOBMIA nikapcbkuid 3acib. 3miHn y
KPKA, a.a., Hoso BUPOGHMLTBI. 3amMiHa abo BBeAEHHS A0AATKOBOI OiNbHULL
mecTto, CrioBeHis; BMPOOHMLTBA NS YaCcTUHM abo BCbOro BUPOBHMYOIO
BTOPUHHE npoLecy roToBoro nikapcbkoro 3acoby (iHLi 3MiHu) -
nakyBaHHs: BHECEHHS iHbopMaLlii LWoAo BiANOBIAANbHOCTI
KPKA, a.a., Hoso 3aTBEPIKEHMX BUPOBHUKIB Ta 3a3Ha4YEHHS BUPOOHMKA
mecTto, CnoseHisi BigNoBigansHoro 3a BMpobHuLTBo "in bulk", nepBuHHe Ta
BTOPVHHE NaKyBaHHSA B PEECTPALiiHAX AOKYMEHTaXx; 3MiHU
| Tny - 3miHK 3 sikocTi. FoToBMIA Nikapcbkuid 3aci6. 3miHn y
BUPOGHMLTBI. 3aMiHa abo BBeAEHHS 404ATKOBOI AiNbHULLI
BMPOOHMLTBA AN YaCTUHM abo BCbOro BUPOBHMYOro
npoLecy rotToBoro fikapcbkoro 3acoby (ginbHuUsa ans
BTOPWHHOIO NaKkyBaHHS) - BBEAEHHSA 4OOATKOBOI
BUpoGHMYoi ainbHuui (KPKA, a.4., HoBo mecTo,
BenokpaHcbka Lecta 26, 8501 Hoso mecTo, CrioBeHist)
BiANOBIAANbHOI 3@ BTOPUHHE NaKyBaHHS; 3MiHW | Tuny -
3MiHuM 3 sikocTi. [oToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO fikapcbKkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo JONyCTUMNX MEX rOTOBOIO
nikapcbkoro 3acoby (BHeCEeHHS 3MiH 4O AOCkE Micns
OHOBJIEHHS 3aranbHOI CTaTTi Ha rOTOBY MikapcbKy opMy y
OdY/Esponericbkii hhapmakonei) - He3Ha4vHi 3MiHN B
crneundikauii 3a n. "CepegHs maca" 1a "Po3nagaHHs", siki
He BNNMBatOTb HA KOHTPOrb sIKOCTi J13 y 3B'A3Ky 3
OHOBIeHNMK BUMoramu EP
146. | ®NAMIOE3® TabneTku, BKpUTI OpraHocuH IHAgis EBepTomxeH IHAgis BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/7061/01/01
NniBKOBOK 0BOMOHKO, MO Nand Jland CaeHcums - 3MiHa y MeTofax BMNpobyBaHHS FOTOBOTO JiKapCbKOro peuenmom
10 TabneTok y 6nicTepi; CaeHcms lMerT. JlimiTen 3acoby - pefakuiviHi yTOYHEHHS MO TEKCTY Ta B
no 1, abo no 3 a6o no 10 Inra. po3paxyHKoBi hopMyni y MeToauui BUSHaYEeHHs
OnicTepiB y KAPTOHHI nokasHuka «KinbkicHe BusHaveHHs. Cepparionentugasa.»
nayui
147. | ®NAMIOE3® TabneTku, BKpUTI OpraHocuH IHAgis EBepTomxeH IHAgis BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - UA/7062/01/01
NniBKOBOI 0BOMOHKOM, in Nand Jland CaeHcums - 3MiHa y MeTofax BMNpobyBaHHSI FOTOBOTO JiKapCbKOro
bulk: 2500 TabneTok y CaeHcua lNBT. NimiTen 3acoby - pegakuiiHi yTOYHEHHS MO TEKCTY Ta B
naketax i3 ponbrn Inra. po3paxyHKoBi hopMyni y MeToauui BUSHaYEHHs
antoMiHieBoi nokasHuka «KinbkicHe Bu3HayeHHs. Cepparionentugasa.»
148. | ®NIOKCIYM® pO34uH Ans iHdysin, 5 MAT YkpaiHa MAT "lanuudpapm" YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/11163/01/01
mr/mn no 100 mn y "KuiBmegnpen - 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta dhapmakoHarnsgy peuenmom
nnAawui, no 1 nNnswui B apat” - 3MiHN BHECEHI B TEKCT MapKyBaHHS YNaKOBKW NiKapCbKOro
nauyui 3acoby Lo 3a3HayYeHHs1 MiXXHapOAHMX NO3HaYeHb
OAMHWLb BUMiptOBaHHS. BBeaeHHsA 3MiH npoTarom 6-tu
MicsLiB nicnsA 3aTBepAXXeHHs!
149. DITYOAPABIH- NOpPOLLOK AN MicTtpan Benwka CivgaH ®apma PymyHis BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny 3a UA/14389/01/01
BICTA NPUroTYBaHHSA PO3YNHY Kenitan Bputanis C.P.JL. - NofJaHHsA OHOBIEHOro cepTudikaTa BiANoBIAHOCTI peuernmom
Ons iH'ekuin abo iHdy3in MeHemKMeHT €ponevicekin Papmakonei gna AP| Fludarabine
no 50 mr, 1 cdonakoH 3 Timiteq phosphate Big 3aTBEpAXKEHOrO BUPOGHMKA,
NMOPOLLKOM Y KapTOHHIN 3anponoHoBaHo: R1-CEP 2005-257-Rev 01
Kopobui
150. ®ITYKCEH® kancynu rno 20 mr no 10 MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny 3a UA/1084/01/01
kancyn y 6nictepi; no 1 "KuiBmegnpen "KniBmegnpenapa - OHOBJIEHHS BXe 3aTBEpPAKEHOro TEKCTY MapKyBaHHS peuenmom
abo 3 Gnictepu B nayui apat” T BTOPUHHOI Ta NEPBUHHOI YNAKOBKU NiKapCbKoro 3acoby 3
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JNlikapcbKo20 eidnycky peecmpauyiliHo2o
3acoby noceid4yeHHs1
BHECEHHAM J0AaTKOBOI iHpopmalLlii (BHECEHHSI MO3HaYeHb
OAVHWLb BUMIPIOBAHHS, 3 BUKOPUCTaHHAM niTep
naTuHcbKoro andaeiTy Ta Towo). BBeaeHHs 3miH
NpPoOTArom 6-TM MicsiLiB nicns 3aTBepAXeHHSA
151. PJTHO3AK PO34uH ANs iHdy3in 2 €Bpo Benwka IHdpoPJland CA LLiBeruapi | BHECEHHS 3MiH 4O peecTpauiiHMX MaTepianis: 3MiHu | Tuny 3a UA/14591/01/01
mr/mn, no 100 mn'y Nandkep N1 BpuTaHis A - nogaHHs HoBoro CepTudikaty RO-CEP 2015-233-Rev 00 peuenmom
KOHTelHepax; no 5 abo 10 ana A®| dnykoHason Bif BXe 3aTBepAXeHoro BUpobHuka
KOHTENHepIB B Kopobui
152. POCPOLMH rpaHynu Ans opansHoro dapmaneBTny Ipeuis JlabGiana IcnaHis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/15015/01/01
po3uunHy no 3 r, 2 cawe 3 Ha KOMMaHis dapmachbtoTikanc, - NOJaHHS OHOBNEHOro cepTudikaTa Bif yxe peuenmom
rpaHynamu y kopobui 3 "BokaTte C.A." CJLY. 3aTBepakeHoro BMpobHuka RO-CEP 2012-265-Rev 01 Big,
KapToHY 20 nuctonaga 2017 poky Ta RO-CEP 2012-265-Rev 02 Big
16 6epe3Hst 2018 poky. Ta sk Hacnigok 4oAaBaHHs
BUPOBHMYOT AinbHuMui. Mpouec BupobHULTBa Ta
cneumaikauia gitod4oi peMoBUHM HE 3MiHMIMCSA
153. ®YPArH Tabnetku no 50 wmr, no 10 MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: 3MiHu | Tuny 3a UA/5198/01/01
TabneTtok y 6nictepi; no 3 "Tanuycgapm” "Tanuucapm”, - OHOBJIEHHS BXe 3aTBEPAKEHOro TeKCTy MapKyBaHHS peuenmom
6nicTpu B nayui Ykpaina; MAT BTOPWHHOI Ta NEPBUHHOI YMaKOBKM NiKapCbKOro 3acoby.
"KviBmegnpenapa BBepaeHHsA 3MiH npoTsArom 6-tm micauiB nicnA
T", YKpaiHa 3aTBepAXEHHsA
154. | XENIAEPM niHa HawwkipHa no 58,5 ToBapucTso 3 YkpaiHa ToBapwucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: yTO4YHEeHHS bes UA/11691/01/02
DOPTE abo 117,0 r y 6anoHax; no obmexeHo obmexeHoto peecTpauiHoi npoueaypu B Hakasi MO3 Ykpainun Ne peuenma
AEPO30J1b 1 6anoHy B KapTOHHIN BignoBsiganbHi BianoBiganbHicTO 2249 Big 30.11.2018 - 3minHu | TMNy - 3MiHKM 3 AKOCTI.
Kopobui CTHO "®apmaueBTNYHa Ceptudpikat BignosigHocTi/E-cepTudikaT BignoBigHOCTI
"®apmaueBTuy KOMMaHis €Bponelicbkinn hbapmakonei/moHorpadii. NMogaHHA HoBoro
Ha KoMnaHia "3popos's” abo oHoBneHoro ceptudikara BignosigHocTi abo
"3popos's" BUIMyYeHHA cepTudikaTa BignoBiaHOCTI EBPONENCHKIN

dapmakonei: gna ADI; onsa BUxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, WO
BVKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AoNoMiKHOT
peyoBuHM (cepTudikat BigNoBIiAHOCTI €BpONEChKin
apmakonei) - HoBuii ceptudikat Bif HOBOro BUpoGHMKa
(3amiHa abo gonoBHeHHs). CynyTHSA 3MiHa - 3MiHM 3 KOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikauin
Ta/abo fonycTUMUX MeX, BU3HAYEHNX y cneumdikauisx Ha
ADI, abo BMXiAHWMI/NPOMDKHWI NpoAyKT/peareHT, Lo
BMKOPWCTOBYIOTBCS Y npoLeci BupobHuutea AdI
(BonoBHeHHs crneumdikaLii HOBUM NOKa3HMKOM SIKOCTi Ta
BigMNOBIOHMM MeToAOM BMNPobyBaHHs) - MNogaHHA HOBOro
cepTudikaTy BignoBigHOCTI €Bponencekoi dapmakonei Bif
HoBoro Bupo6Huka API [lekcnaHteHony Ne R1 - CEP
2006-233-Rev 01 BASF SE, Germany. Ak Hacnigok,
[OnNoBHeHHS cneuumdikauii nokasHukom «CynpoBigHi
nomiwkny». 3ateBepmkeHo: DSM NUTRITIONAL
PRODUCTS (UK) LTD, United Kingdom. 3anponoHoBaHo:
DSM NUTRITIONAL PRODUCTS (UK) LTD, United
Kingdom; BASF SE, Germany. 3miHu | Tuny - 3miHu 3
sikocTi. CepTudikaT BignosigHocTi/lE-cepTudikat
BiANoBigHOCTI €Bponencekini hapmakonei/moHorpadii.
3MiHu, NoB'sA3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BignoBigHicTb o MoHorpadii JdPY abo €sponericbkol
dapmakonei, abo iHLWoi HaLlioHanbHOI dapmakonei
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JNlikapcbKo20 eidnycky peecmpauyiliHo2o
3acoby noceid4yeHHs1
Aepxasu €C (3miHa y cneumdikauisx, nos'a3aHa 3i
3miHamu B [1DY, abo €sponeiicbkili papmakonei, abo
iHLWIN HauioHanbHIn dapmakonei aepxasun €C) -
BUNyYeHHS 3i cneumndpikauii AP| [lekcnaHTeHony nokasHuka
«Baxki meTanuy, y 38’3Ky 3 NpMBEAEHHSAM Y BiANOBIAHICTb
po EP. 3minun | Tuny - 3minn 3 sikocTi. A®L. KoHTponb ADL.
3MiHa y napameTpax cneuudgikadi Ta/abo gonyctummx
MeX, BU3Ha4YeHux y cneumdikadisix Ha AdPl, abo
BVXiAHW/NPOMIKHUIA NpoayKT/peareHT, Lo
BMKOPUCTOBYIOTBLCS Y MpoLieci BUpobHuuTea APl
(BonoBHeHHs crneumdikaLii HOBUM NOKa3HMKOM SIKOCTI Ta
BiAMNOBIgHMM MeToAOM BUNPOOYBaHHS) - 4OMNOBHEHHSA
cneumdikauii BXigHOro KoHTporno A®| HOBYM NOKa3HUKOM
«CynpoBigHi gomiwku» ans BupobHvka DSM
NUTRITIONAL PRODUCTS (UK) LTD 3 BianosigHum
METOAOM KOHTPOIIH.
155. XnorPooninT po34mnH cnupTosui, 10 MNAT YkpaiHa MAT "lrannydcapm” YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu | Tuny 3a UA/4551/02/01
mr/mn, no 100 mn'y "Tanuycgapm” - BHECEHHSI 3MiH Ao po3giny 3.2.P.3. Npouec BMpobHMLTBA peuenmom
dnakoHi (cknsiHomy abo nikapcbKoro 3acoby, 3o0Kkpema: BUKIaJeHHS TEKCTY
nonimepHomy), no 1 KOPOTKOrO ONMCY TEXHOMOrYHOro npouecy Ta
dnakoHy B nayui; no 100 TEXHOMOriYHOI CXeMM BUPOBHULITBA FOTOBOIO NiKapCbKoro
mn y 6aHui, no 1 6aHLui B 3acoby B HOBIl pegakuji
nayui
156. XnorpooninT po34mnH cnupTosui, 10 MNAT YkpaiHa MAT "lrannydcapm” YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny - UA/9519/01/01
mr/mn, in bulk: no 100 mn "Tannudgapm"” - BHECEHHSA 3MiH Ao posainy 3.2.P.3. MNMpouec BnupobHmuTBa
y dhnakoHi cknsiHomy abo nikapcbkoro 3acoby, 3okpema: BUKNaAeHHs! TEKCTY
nonimepHomy, abo 6aHuj, KOPOTKOrO ONMCY TEXHOMOFYHOro npoLecy Ta
no 48 6aHok abo pnakoHiB TEXHOMOTIYHOI CXeMU BMPOOHULITBA FOTOBOIO NiKapCbKoro
y kopobi 3acoby B HOBIli peaakuii
157. | XNOPO®ININT | po3yuH oniHmi, 20 mr/mn MAT YkpaiHa MAT "lanuudpapm" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny bes UA/4551/01/01
® no 25 mn, 30 mny "Tannydapm” - 3MiHM Woao H6esnekn/edekTMBHOCTI Ta dhapmakoHarnsay peuenma
hbnakoHax Ne 1 - OHOBMEHHS BXE 3aTBEPKEHOrO TEKCTY MapKyBaHHSI
BTOPUWHHOI Ta NEPBUHHOT YNaKOBKM MikapcbKoro 3acoby
(BHECEHHS NO3HaYeHb OAMHMLb BUMIPIOBaHHS, 3
BUKOPWCTAHHSIM iTep naTuHCbKoro andasity). BBeaeHHs
3MiH npoTarom 6-Tm MicsuiB nicna 3aTBepAXXeHHA
158. | XNOPMPOMA3 | po3uuH Ans iH’ekuin, 25 ToBapwucTtBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny 3a UA/10294/01/01
UHY Mr/mn, no 2 Mn B amnyini; obmexeHo BUPOOHMLTBA, - 3MiHa y MeTofax BMNpobyBaHHSI FOTOBOTO JlikapCbKOro peuenmom
riaPoOXnorPua | nmo 10 amnyn B kopo6ui; no BiAnoBiganbHi KOHTPOSb SIKOCTI, 3aco0y; cynyTHS 3MiHa: 3MiHa napamMeTpiB cneuudikaLli
2 mn B amnyni; no 5 amnyn CTIo BUMYCK cepii: Ta/abo AoNYCTUMMX MEX rOTOBOrO MikapCbKoro 3acoby -
y bricTepi; no 2 6nictepun "XapkiBcbke ToBapucTBO 3 3amiHa meToAy afcopbuinHoi cnekTpodoToMeTpii B YP-
y kopobuj; no 2 mn B dapmaneBTuy obmexeHo obnacTi Ha MeTog pigUHHOT XpomaTtorpadii 3a po3ainom
amnyni; no 10 amnyn y He BignoBiganbHiCcTO «KinbkicHe BU3Ha4YeHHs XroprnpoMasuHy rigpoxnopuay». -
6nictepi; no 1 6nictepy y nianpueMcTBo "XapkiBcbke BHeceHHs 3MiH o po3ainy «MexaHivHi BKIMYeHHs»
Kopooui "3p0opoB'a dapmaueBTU4HE HeobXiaHO AN rapMOoHi3aLii BUMOr HOpMaTUBHOI
Hapoay" nignprueMcTBo OokymeHTauii 3 Bumoramu ®Y. - 3miHn oo po3giny
"3nopos.'s «lpeHTudikauis» - 6inbw goknagHe BUKNAAEHHst MeToay
Hapogay", YkpaiHa; KOHTponto. KpuTepii NpUNHATHOCTI 3a BCiMa NokasHUkamm
BCi cTaail He 3MiHunucs
BUPOGHMLTBA,

KOHTPOI1b SIKOCTi:
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JNlikapcbKo20 eidnycky peecmpauyiliHo2o
3acoby noceid4yeHHs1
TOB
"®apmaueBTnYHa
KOMnaHis
"3poopos'sa”,
Ykpaina
159. | XYMYIIH M3 cycneHsis ans iH'ekuin, Tinni ®paHc PpaHuis Tinni ®paHc PpaHuis BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny 3a UA/8567/01/01
100 MO/mn, no 3 Mny - 3MiHM Wopao H6esnekn/edekTMBHOCTI Ta dhapmakoHarnsgy peuenmom
CKIAAHOMY KapTpuai; no 5 - 3MiHM BHeceHo Ao po3giny "OcobnuneocTi 3acTocyBaHHA"
KapTpWAKiB Y KAPTOHHIN AofasaHHs iHdopmalii LWoao BiACYTHOCTI HATpIto Y cknagi
nayji; No 3 Mn y cknsiHomy nikapcbkoro 3acoby; 3miH1 BHeceHo Ao po3giny "Cnocib
KapTpumki; no 1 3acTocyBaHHS Ta Jo3n" goaaBaHHs iHdopmMalii Wwoao
KapTPUKY y LUNPUL-PYyYL HeobXiAHOCTI BUKOPUCTaHHS 6araTopa3oBux nex-
KBinleH; no 5 wnpuu- iH’ekTOpiB/NONEpPeaHbO-3aMNOBHEHY LLNPULL-PYYKY NWLLE AN
PYYOK Y KApTOHHIN nayui nigLWKipHOT iH ekuii; 3miHu Il TUNy - 3mMiHKM BHECeHO A0
po3ainy "Cnocib 3acTocyBaHHs Ta 403W" JOAaBaHHSA
iHcpopMaLii Loao 3acTocyBaHHs Nikapcbkoro 3acoby
XymyniH M3 y kapTpuakax 3 6araTtopa3oBvMU NeH-
iH’ekTopamun BUPOGHMLUTBA rpyny komnawivi Eni Jlinni eHpg
KomnaHi, siki He cnig BUKOPUCTOBYBATU 3 iHLUMMU
6araTopa3oBUMM NeH-iH eKTOpaMm, OCKIfNIbKN TOYHICTb
[03yBaHHSA Ans HUX He Byna BcTaHoBMeHa
160. | XYMYIIH HMNX cycneHsist ans iH'ekuin, Ninni ®paHc PdpaHuis Jlinni ®paHc dpaHuis BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/8569/01/01
100 MO/mn, no 3 mny - 3MiHM Woao 6esnekn/edekTMBHOCTI Ta dhapmakoHarmnsay peuenmom
CKISIHOMY KapTpuai; no 5 - 3MiHM BHECeHo Ao po3giny "Cnocib 3acTocyBaHHs Ta
KapTpUOKiB Yy KApTOHHIN nos3un" gogaBaHHs iHpopmalii LWoao BiACYTHOCTI HaTpito y
nayj; No 3 MN y CKNsiHOMY cknapi nikapcbkoro 3acoby; 3MiH1 BHECEHO [0 po3ainy
KapTpuaxi; no 1 "Cnoci6 3acTocyBaHHS Ta 031" fofaBaHHs iHopmaLii
KapTpUIKy Y LUNPUL-pYYLi LLOA0 HeobXiAHOCTI BUKOPUCTaHHS BaraTopasoBux NeH-
KgiklNeH; no 5 wnpuu- iH’ekTOpiB/NONEpeaHbO-3aMoOBHEHY LUMPULL-PYYKY N1LLE A51S
PYYOK Y KapTOHHIN nayui NiLWKIPHOT iH’eKuiT; 3MiHu || TRy - 3MiHKM BHECeHo Ao
po3giny "Cnocib 3acTocyBaHHs Ta 403K" foAaBaHHS
iHcbopMaUii Woao 3acTocyBaHHSA MikapCbKoro 3acoby
Xymynin HMX y kapTpumkax 3 6aratopa3oBnMmM NeH-
iH’ekTOpamu BUpOGHMUTBaA rpynu komnawiv Eni Jlinni eHg
KomnaHi, siki He cnig BUKOPMCTOBYBATU 3 iHLUMMM
6GaraTopa3oBMMU NEH-iH' EKTOPaMU, OCKINbKM TOYHICTb
[03yBaHHS Ans HUX He Byna BCTaHOBReHa
161. | XYMYNIH po34nH ans iH’ekuin, 100 Tinni ®paHc DdpaHuis Tinni ®paHc DdpaHuis BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny 3a UA/8571/01/01
PEIYNnAP MO/mn, no 3 mny - 3MiHU Woao Ge3nekn/edekTUBHOCTI Ta dpapmMakoHarnsay peuenmom

CKINSTHOMY KapTpuaxi; no 5
KapTpUOKiB y KApTOHHIN
nayui; no 3 Mn y CKNstHomy
KapTpuaxi; no 1
KapTpUIKy Y LUNPUL-pYYLi
KgikleH; no 5 wnpuu-
PYYOK y KapTOHHI nayui

- 3MiHM BHeceHo Ao po3giny "Cnocib 3actocyBaHHSA Ta
[os3un" gogaBaHHs iHpopmalii LWoao BiACYTHOCTI HATpito y
cknapj nikapcbkoro 3acoby; AoaaBaHHs iHopMaLii Wwoao

HeOoOXiAHOCTI BUKOPUCTaHHsI GaraTopa3oBmX NeH-
iH’ekTOpiB/NONEPEeAHbO-3aMNOBHEHY LLNPULL-PYYKY NWLLE AN
NigLWKIPHOT iH’ekuiT; 3MiHu || TNy - 3MiHKM BHECEHO Ao
po3ainy "Cnocib 3acTocyBaHHs Ta f03W" JOAaBaHHS
iHcpopMalii Loao 3acTocyBaHHS Nikapcbkoro 3acoby
XymyniH Perynsip y kapTpuaxax 3 6aratopa3oBumm neH-
iH'ekTOpamun BUpOBHMLUTBA rpynv komnawiv Eni Jlinni eHg
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JNlikapcbKo20 eidnycky peecmpauyiliHo2o
3acoby noceid4yeHHs1
Komnani, siki He cnig BUKOPMUCTOBYBATU 3 iHLLMMM
6araTopa3oBUMM NeH-iH eKTOpaMm, OCKINbKU TOYHICTb
[03yBaHHSA ANs HWUX He Byna BCTaHOBREHa
162. LENEBPEKC® kancynu no 200 mr, no 10 Mdparizep IHk. CWA BUPOBHMLUTBO CLIA/ BHECEHHS! 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/4463/01/02
kancyn y 6nictepi; no 1, npenaparty in bulk: HimeyvuuH - nogaHHs HoBoro E- CepTudikaTy BignoBigHoCTI peuenmom
abo no 2, abo no 3 Heondapma IHk., a €sponeiicbkiii papmakonei Ne R1-CEP 2010-043-Rev 00
GnicTepu y KapTOHHIN CLA; Mdparizep ONs AONOMIKHOT PeYOBMHM XXenaTuH Big HOBOro
Kopobui dapmactoTikana BUPOGHWKA; 3MiHN | TUNY - BUNy4eHHs CepTtudikaTy
JINC, CWA; BignosigHocTi €sponencebkoi Papmakonei R1-CEP 2001-
BUNYCK cepii, 332-Rev 02 gns 4ONOMDKHOT pe4YOBUHU XKenaTuH; 3MiHu |
nakyBaHHs, Tuny - BunyveHHs CepTtudikaTty BianoBigHOCTI
MapKyBaHHs, €sponericbkoi Papmakonei R1-CEP 2002-110-Rev 00 gnis
KOHTPOrb SAKOCTi OOMOMDKHOI PEYOBUHM XenaTuH; 3MiHu | TUNy - BUNyYeHHS
npv Bunycky: P- CeptudpikaTy BignosigHocTi €EBponericbkoi ®apmakonei
dapm [xepmaHi R1-CEP 2003-172-Rev 01 ons 4ONOMiXXHOT pe4OBUHM
'm6X, HimeuunHa )enaTtuH; 3aMmiHu | Tuny - BunyveHHs CeptudikaTy
BignosigHocTi €Bponevicbkoi ®apmakonei R1-CEP 2000-
027-Rev 02 ans AONOMDKHOT pEYOBUHM >XenaTuH
163. LUEDPTYM® MOPOLLOK AS1S PO3YNHY MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny 3a UA/0967/01/01
ans iH'ekuin no 1,0 r, no "KuiBmegnpen "KniBmegnpenapa - OHOBJIEHHS BXe 3aTBEpPAXEHOro TEKCTY MapKyBaHHS peuenmom
10 cbnakoHiB 3 NOPOLLKOM apat" ™ BTOPWHHOI Ta NEePBUHHOI YMaKoBKM MikapCbKoro 3acoby.
Y KOHTYPHIN YapyHKOBIN BBefaeHHs 3miH npoTarom 6-tn micsauis nicns
ynakoBLi; MO 1 KOHTYPHI 3aTBepAXeHHSs
YapyHKOBIN ynakoBLi B
navuj
164. LEE®IMEK MOPOLLOK AJ1A PO34YNHY TOB YkpaiHa TOB "ABAHT" Ykpaina BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/13397/01/01
ans iH'ekuin no 1000 wmr, 1 "Ctenekc" (nakyBaHHsi i3 - AgMmiHicTpaTuBHi 3MiHWU. 3MiHa HaiMeHyBaHHs Ta/abo peuenmom
NakoH 3 NOPOLLKOM Y dopmu in bulk agpecu Micust NPOBaMKEHHS AiSNbHOCTI
KapTOHHiIn kopobuj; 25 abo dipMun-BnpobHMKa BMPOGHMKa/imnopTepa rotoBoro nikapcbKoro 3acoby,
50 briakoHiB 3 NOPOLLKOM "CeHc BKIOMAOUM AinbHULI BUNYCKY cepii abo MicLe npoBedeHHs
y navui TNa6opaTopic MB.T. KOHTPOIMIO SIKOCTI. (AisiNbHICTb, 3a SKy Bignosinae
Iira.", Ingis) BMPOBHMK/IMNOPTEp, BKINIOYAO4M BUMYCK Cepil) 3MiHa
appecu BupobHuka N3 TOB "ABAHT", YkpaiHa, 6e3
3MiHU MicLs BUPOGHMUTBA
165. UUTPA®NIT NOPOLLOK AN opanbHOro KaceH Icnanis BUPOGHMK Icnanis BHECEHHS 3MiH [0 peecTpauinHMX MaTepianis: TexHIiYHa 3a UA/13820/01/01
po3unHy no 15,08 r Pekopaari, Hepo3dhacoBaHoi nomwurka B iHCTPYKUii ANst MeONYHOro 3aCTOCYBaHHS LoA0 peuenmom
MOPOLLIKY B MaKeTi-calle; C.. NpoAyKUii: [ofaHHs p. "[ata ocTaHHboro nepernsagy”. 3asHaveHe
no 2 naketn abo 50 JlabopaTopioc BUNpPaBIieHHs Bi4nNoBigae matepianam peecTpaLifiHoro
nakeTiB (ynakoska Ans Canbsart, CA, [ocbe
nikyBanbHWX 3aknagis) y IcnaHis; nepBuHHa
KapTOHHIl kopobui Ta BTOPUHHA
ynakoBka, A03Bin
Ha BUNycK cepii
KaceH Pekopgaari,
C.J1., IcnaHia
166. YEBPELIO €KCTPaKT piakui MAT YkpaiHa MAT "Tanuudpapm” YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny - UA/9745/01/01
EKCTPAKT (cybeTaHuis) y 6o4kax "Mannydpapm” - 3MiHK B npoeci BUpobHMLUTBa ADI - BHECEHHS
PIOKUA noniMepHux ans HEe3HaYyHUX 3MiH Y NpoLeci BUPOOHMLITBA rOTOBOIO

BMpOBGHMLTBA

nikapcbkoro 3acoby, a came BUKIIaAeHHs! TEKCTY KOPOTKOro
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JliKapCcbKO20
3acoby

®Popma sunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa Ymoeu Homep
sionycky peecmpauyiliHo2o
noceio4yeHHs1

HecTepUnbHUX NikapCbKnx
¢opm

OMMCy TEXHOMOTYHOro NPOLECy Ta TEXHOMONYHOI CXeMu
BMPOOHMLTBA rOTOBOTO MikapCbKoro 3acoby B HOBIN
peaakuii. TexHonoriyHui npouec, crtagii Ta onepadii

BMPOBHMLTBA 3anULWMINCE HE3MIHHUMU

HavyanbHuK Bigainy 3 nutaHb papmaueBTUYHOI

AianbHocTi [lenapTtameHTy BnpoBamXeHHsA pedopm

T.M. JlIackoBCbKkun




