NEPENIK

DopaTtok 3

Ao Haka3sy MiHictepcTBa 0XOpoHM
300poB’A YKpaiHu
27.02.2020 Ne 577

NIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIOJNIOINYHUX NMPENAPATIB), LLIOAO AKUX BYJIN BHECEHI 3MIHU 10
PEECTPALINMHUX MATEPIANIB, AKI BHOCATBLCA 0O AEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hazea ®Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky | peecmpayiliHo2o
n 3acoby noceifd4yeHHs1
1. A3UTPO TabneTku, BKpUTI Canpos CnoseHis nepBuHHa Ta HimeyuunHa/ BHECEHHS 3MiH 4O peecTpauiiHux MmaTtepianiB: yTOYHEeHHs 3a UA/11332/01/02
CAHOO3® NniBKOBOKO dapmacbioTika BTOPWHHA ynakoBka, | Type4vumHa/ HanuUcaHHs peecTpauinHnX HoMmepiB B Haka3i MO3 YkpaiHu peuenmom
o6onoHkKot, Nno n3 a.a. KOHTPOIb cepii, PymyHis Ne 332 Big 17.02.2020 B npoLeci BHECEHHS 3MiH (3MiHu | TUny -
250 mr no 6 [003BiN Ha BUNYCK AnMiHicTpaTMBHI 3MiHU. 3MiHa HallMeHyBaHHs Ta/abo agpecu
Tabnetok y cepii: MiCList NPOBaMKEHHS AisiNbHOCTI BUPOOHMKa/imnopTepa roToBOro
6nicTtepi, no 1 Cantotac dapma nikapcbKkoro 3acoby, BKM4a4u AinbHULUI BUNycky cepii abo micue
6nictepy B M6X, Himeuunna; NpOBeAEHHS1 KOHTPOIIO SAKOCTI. (AIANbHICTb, 3a AKy Bignosigae
KopobLi BUPOOHMLUTBO BMPOGHMWK/iIMNOpPTEp, He BKIOYakouM BUMYCK Cepilt) - 3MiHa agpecu
Hepo3dacoBaHOl MicLsl NPOBaXXEHHS OisNbHOCTI BUPOOHMKA rOTOBOrO NiKapCbKoro
npoaykuii: 3acoby CaHpo3s Inak CaHai Be TikapeT A.C., TypeudnHa
CaHpo3 Inak CaHan (BUpOBHULTBO Hepo3dacoBaHoi NpoaykLii) 6e3 3mMiHM Micus
Be TikapeT A.C., BMPOGHMUTBA). B Hakasi MO3 Ykpainu ans ABox 4o3yBaHb
TypeyunHa; nepennyTaHi peecTpauinHi Homepu. Pegakuia B Hakasi: ans
BMPOBHMUTBO 3a po3yBaHHa no 250 mr - UA/11332/01/01, ansa go3yeaHHs no 500 mr
MNOBHUM LINKIOM: - UA/11332/01/02. 3anponoHoBaHa peAakuif: Ans 4o3yBaHHA
C.K. CaHpo3 C.P.J1., no 250 mr - UA/11332/01/02, pnsa ao3yBaHHA no 500 mr -
PymyHis UA/11332/01/01.
2. A3UTPO TabneTku, BKpUTI Canpos CnoseHis nepBuvHHa Ta HimeyuunHa/ BHECEHHS 3MiH 4O peecTpauiiHux MmaTtepianiB: yTOYHEeHHs 3a UA/11332/01/01
CAHOO3® NniBKOBOO dapmacbioTika BTOPWHHA ynakoeka, | TypeyvdmHa/ HanucaHHsA peecTpauinHx HomepiB B Haka3i MO3 YkpaiHu peuenmom
o6onoHKot, Nno ns3 a.a. KOHTpOnb cepii, PymyHis Ne 332 Big 17.02.2020 B npoueci BHECEHHS 3MiH (3MiHu | TUny -
500 mr no 3 abo 6 [003BiN Ha BUNYCK AnMiHicTpaTMBHI 3MiHU. 3MiHa HallMeHyBaHHsi Ta/abo agpecu
Tabnetok y cepii: MicLs NpOBaXXEHHS OisNbHOCTI BUPOOHUKa/iMnopTepa rotoBoro
6nictepi, no 1 Cantotac ®apma nikapcbKkoro 3acoby, BKIOYa4u AinbHULI BUNYCKy cepii abo micue
6nictepy B m6X, HimeuuunHa; NPOBEAEHHS1 KOHTPOIIO SAKOCTI. (AIANbHICTb, 3a AKy Bignosigae
KopooLi BUPOGHULITBO BMPOGHMWK/iIMNOpPTEp, HE BKIOYakUM BUMYCK Cepiii) - 3MiHa aapecu
Hepo3dacoBaHoi MiCList MPOBaKEHHS AisiNbHOCTi BUPOGHMKA rOTOBOIO NiKapCbKoro
npoayKuii: 3acoby CaHpo3s Inak CaHan Be TikapeT A.C., TypeyudnHa
CaHpos Inak CaHan (BUpOBHULITBO HEpO3hacoBaHOI NpoaykLii) 6e3 3MiHK Micus
Be TikapeT A.C., BMpOo6HMUTBA). B Hakasi MO3 Ykpainu ans ABox [o3yBaHb
TypeyunHa; nepennyTaHi peecTpauinHi Homepu. Pegakuia B Hakasi: aons
BMPOGHMLITBO 32 nosyBaHHA no 250 mr - UA/11332/01/01, ansa posysaHHs no 500 mr
NOBHUM L{MKIOM: - UA/11332/01/02. 3anponoHoBaHa pepakuifa: Ansi 4O3yBaHHA
C.K. CaHpo3 C.P.J1., no 250 mr - UA/11332/01/02, pnsa no3yBaHHA no 500 mr -
PymyHisi UA/11332/01/01.
3. AKHECTON kpeM, 200 mr/r no MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3miHa be3 UA/7011/01/01
30ry Ty6i, no 1 "KuiBmegnpen "KuiBmegnpenapat” HalMeHyBaHHs1 3asiBHUKa, 6e3 3miH y MKA J13; 3anponoHosaHo: peuenma
Ty6i B nayui apat” MoBHa Ha3Ba AkLioHepHe ToBapucTBo "KniBmeanpenapat”
CkopoyeHa Ha3Ba NAT "KuiBmegnpenapat”; amiHu | Tuny - 3miHa
HalMeHyBaHHs1 BUPOOHUKa, 6e3 3MiH B iHCTPYKLIT ANst Meau4YHOro
3acTocyBaHHsl, ¥ TeKCTi MapkyBaHHs 113 Ta 6e3 3amiH y MKA N13;
3anponoHoBaHo: [oBHa Ha3Ba AKLLiOHEPHE TOBapUCTBO




amnyn y KOHTYPHin
YapyHKOBIN
ynakosui; no 1
KOHTYpHi#
YapyHKOBIN
ynakoBLi B
KopobLi 3 KapTOHY;
no1,1mns
amnyni; no 5
amnyn y KOHTYPHin
YapyHKOBIl

(BBEOEHHS y3aranbHeHVX AaHnX Npo cuctemy chapmakoHarnsgy,
3MiHa YNoBHOBa)keHOi 0cobw, BignoBiaanbHoI 3a 34ilCHEHHS!
hapmakoHarnsiay; KOHTakTHoOi ocobu 3 hapmakoHarnsay 3asiBHUKa
Ans 34iMCHeHHs dhapmakoHarnsgy B YKpaiHi, SiKLO BOHa BigMiHHa
Bi yNOBHOBa)keHOi 0cobw, BignoBiaanbHOI 3a 34iCHEHHS!
papmakoHarnsiay (BKMYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-daina cuctemu papmakoHarnsaay) - 3aMmiHa
KOHTaKTHOI 0cobM 3asiBHUKA, BiANOBIAANbHOI 3a 3AiICHEHHS
apmakoHarnagy B YkpaiHi: [ponoHoBaHa pegakuis —
LLlanoBanoBa IHHa AHaToniiBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cobu 3asiBHUKA, BiANOBIAANbHOI 3a 3AiICHEHHS

2 [TponoBkeHHs noaaTka 3
Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
"KniBmegnpenapat" CkopoyeHa HasBa AT "KuiBmegnpenapat"
4. AnonyTon po34nH Ans KO PymyHis BignosiganbHWn 3a PymyHis BHECEHHS 3MiH 4O peecTpauiiHuX maTtepianiB: TeXHiYHa NoMunka 3a UA/6889/01/01
iH'ekuin no 1 mn B "BioTexHoc" BUWMYCK Cepil: (3rigHo Hakady MOS Big 23.07.2015 Ne 460) peuenmom
CKISAHWX amnynax; A.T. KO "biotexHoc" TexHivyHa nomunka (3rigHo Hakasy MOS Big 23.07.2015 Ne 460)
no 10 amnyny A.T., PymyHis; npuv nepeknagi Ta nepeHeceHHi iHopmaLii 3 peecTpauiiHoro
KapTOHHIl kopoOui BignoBigansHuMi 3a pocbe (p.3.2.P.1) y po3gini «Cknag», a came 3a3HayeHo «...
BUPOGHULITBO MiOIHOTM30/...» 3aMiCTb «... MiOIHO3UTON...».
Hepo3dacoBaHOl BunpaBneHo TexHIYHY MOMUIKY B iHCTPYKLUii ANst MEONYHOrO
npoaykKLuii, NnepBuHHe 3acTOCyBaHHSA Ta Y TEKCTi MapKyBaHHS YMakoBKU MiKapCbKoro
Ta BTOPWHHE 3acoby y p. "Cknag" (gitoya pevoBuHa).
nakyBaHHs:
KO «3eHTtiBa» A.T.,
PymMyHis
5. AMNOOUNIH- | TabneTtku, no 5 mr; TOB «TeBa YkpaiHa AT YropwuHa BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3miHu | Tuny - 3a UA/16717/01/01
TEBA no 10 Tabnetoky YkpaiHa» dapmaueBTUYHUIA AnMiHicTpaTmBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom
6nictepi; no 3 3aBog TEBA 3asiBHMKa (BNacHUKa peecTpauiiHoro nocBigvYeHHs1) - 3MiHa agpecu
Gnictepu y 3asiBHUKA
KapTOHHI Kopobui
6. AMNOAOUNIH- | TabneTku, no 10 TOB «TeBa YkpaiHa AT YropwuHa BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3miHu | Tuny - 3a UA/16717/01/02
TEBA mr; no 10 YkpaiHa» dapmaLeBTUYHUIA AnMiHicTpaTuBHI 3MiHU. 3MiHa HalMeHyBaHHs Ta/abo agpecu peuenmom
Tabnetok y 3aBog TEBA 3asiBHUKA (BnacHWKa peecTpaLinHoro Noceig4eHHs) - 3aMiHa agpecu
6nictepi; no 3 3aABHUKA
Gnictepu y
KapPTOHHI Kopobui
7. AMMICYINbBI | nopowok ans MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHmMx maTtepianis 3mMiHu | Tuny - 3miHa 3a UA/3858/01/01
H® PO34MHY Ans "Kuismegnpen "KnisBmegnpenapat” HalMeHyBaHHs 3asiBHUKa, 6e3 3amiH y MKA J13; 3anponoHoBaHo: | peuenmom
iH'ekuinno 1,5ry apat” MoBHa Ha3Ba AkLioHepHe ToBapucTBo "KniBmeanpenapat”
dnakoHi; no 1,5r CkopodeHa HasBa AT "KviBmeanpenapat”; 3miHu | Tuny - 3miHa
y donakoHi, no 10 HanMeHyBaHHs BUpobHUKa, 6e3 3MiH B iHCTPYKLUIi ANs MeauyHoro
dnakoHiB 3 3acTocyBaHHS, Y TeKCTi mapkyBaHHs 13 Ta 6e3 3miH y MKA N3;
NOPOLLIKOM Y 3anponoHoBaHo: [NoBHa Ha3Ba AKLiOHEpHE TOBapUCTBO
KOHTYpHi# "KniBmegnpenapat" CkopoyeHa Hasa AT KuiBmegnpenapat”
YapyHKOBIN
ynakosui, no 1
KOHTYPHIW
YapyHKOBIN
ynakoBLi B nayui
8. AHrIIO- pPO34MH ons Bionoriwe HimeuyunHa Bionoriwe HimeyunHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis 3aMiHu | Tuny - 3MiHu 3a UA/6658/01/01
IH'€Nb iH'ekuin no 1,1 mn Xannbemitrens Xannbmittens oo 6esnekn/edekTMBHOCTI Ta dhapmakoHarnsay. BeegeHHs abo | peuenmom
B amnyni; no 5 Xeenb 'M6X Xeenb 'MBX 3MiHM [0 y3aranbHEeHUX AaHuX Npo cuctemy dapmakoHarnsgy
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ynakoBLi; no 2 dapmakoHarnsay B YkpaiHi
KOHTYPHI
YapyHKOBI
yNaKkoBKM B
Kopoo6L;
no1,1mns
amnyni; no 5
amnyn y KOHTYpPHIn
YapyHKOBIN
ynakosi; no 20
KOHTYPHUMX
YapyHKOBUX
yNakoBOK y
KopoOui 3
KapTOHY
9. APUADPAM® Tabnetku 3 Jle PpaHLuis Ilabopatopii Ceps'e DdpaHuis/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3a UA/13799/01/01
1,5 MI/5 MI’ MoaudpikoBaHUM Jlabopatyap IHgacTpi, PpaHuis Ipnangis nofaHHs OHOBMEHOro cepTudpikata BiANoBiAHOCTI €BpONEnCLKIN | peyenmom
BUBINbHEHHAM, MO CepB'e (BUpOBHULTBO, dapmakonei Ne R1-CEP 2002-244-Rev 02 ons gito4oi pe4oBuHU
1,5 mr/5 mr no 15 KOHTPOIb SIKOCTI, Indapamide Big Bxe 3aTBepgkeHoro BupobHuka Oril Industrie,
Tabnetok y nakyBaHHs Ta ®dpaHuis; 3MiHW | TUNY - NogaHHA OHOBMEHOro cepTudikara
6nicTepi; no 2 abo BWNYCK cepii); BignoBigHocTi €Bponevickkin hapmakonei Ne R1-CEP 2007-185-
6 BnictepiB y Ceps'e (Ipnangis) Rev 02 ans gitoyvoi peyoBmHM Amlodipine besilate wnsax cuHtesy b
KOpOoOGLi 3 KapTOHY IHgacTpic J1Ta, Bif BXXe 3aTBepakeHoro BupobHuka EGIS Pharmaceuticals PLC,
IpnaHais (nakyBaHHSA YropwuHa
Ta BMNyCK cepii)
10. | ATOPBACTA | tabnetku, BKpUTi TOB «TeBa YkpaiHa Tesa ®apma C.J1.Y. Icnanis BHECEHHS 3MiH 0 peecTpauinHMxX maTtepianis: 3miHu | Tuny - 3a UA/16377/01/01
TUH-TEBA NniBKOBOKO YkpaiHa» AnMiHicTpaTmBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom
o6onoHkoto, no 10 3asiBHMKa (BNacHUKa peecTpauiiHoro nocBigyYeHHs1) - 3MiHa agpecu
mr; no 10 3asBHMKA
Tabnetok y
6nicTtepi; no 3 abo
6, abo 9 bnictepis
y kopobui
11. | ATOPBACTA | tabnetku, BKpUTi TOB «TeBa YkpaiHa Tesa ®apma C.J1.Y. Icnanis BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3miHu | Tuny - 3a UA/16377/01/02
TUH-TEBA NniBKOBOIO YkpaiHa» AnMiHicTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuenmom
obonoHkoto, no 20 3asiBHUKA (BnacHWKa peecTpaLinHoro Noceig4yeHHs) - 3aMiHa agpecu
mr; no 10 3asiBHMKA
Tabnetok y
6nicTepi; no 3 abo
6, abo 9 bnictepis
y kopobui
12. | ATOPBACTA | TabneTku, BKpUTI TOB «TeBa YkpaiHa Tesa ®apma C.J1.Y. Icnanis BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/16377/01/03
TUH-TEBA NniBKOBOIO YkpaiHa» AnMiHicTpaTuBHI 3MiHU. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom
o6onoHkot, no 40 3asiBHMKa (BNacHUKa peecTpauiiHoro NocBigvYeHHs1) - 3MiHa agpecu
mr; no 10 3asBHUKa
Tabnetok y
6nictepi; no 3 abo
9 BnictepiB y
KopooLi
13. | ATOPBACTA | TabneTku, BKpUTI TOB «TeBa YkpaiHa Tesa ®apma C.J1Y. Icnanis BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/16377/01/04
TUH-TEBA nniBKOBOK YkpaiHa» AZMiHIiCTpaTuBHI 3MiHW. 3MiHa HalMeHyBaHHS Ta/abo agpecu peuyenmom




IIponoBxkeHHs qoaaTka 3

Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
obonoHkoto, no 80 3asiBHUKA (BnacHWKa peecTpaLinHoro NocBig4yeHHs) - 3aMiHa agpecu
mr; no 10 3asBHMKa
Tabnetok y
6nicTepi; no 3 abo
9 GnictepiB y
KopobLi
14. | ATTEHTO® TabneTkun BKpUTI, MeHapiHi Tiokcemby Bvpo6bHuuTBO in HimeuunHa BHECEHHS 3MiH 40 peecTpauinHMX MaTepianis: 3MiHu | Tuny: 3miHn 3a UA/13780/01/02
40/10 NniBKOBOIO IHTepHeLloHan pr bulk, nakyBaHHs, 3 sikocTi. ADI. KoHTponb ADI. 3miHa y MeToaax BunpobyBaHHs ADI | peuernmom
o6onoHkoto no 40 OnepenLoHc KOHTpOrb Ta BUMYCK abo BMXigHOro matepiany/nMpoMiXXHOro NPOAYKTYy/peareHTy, Lo
mr/10 mr; no 14 JTrokcembypr cepin: BVIKOPWCTOBYETbLCS y npoueci BUpobHuuTBa A®I (He3HauHi 3aMiHM y
Tabnetku y C.A. Oaivi CaHkio KOpoyn 3aTBEpPAKEHUX MeToAax BUNPOOYBaHHS) - HE3HaYHi 3MiHU Y
6nicTepi; no 1 abo 'M6X, HimeuuunHa; 3aTBepKeHNX MeTodax BunpobysaHHs ansg APl amnoauniHy
2 bnictepu B MakyBaHHA Ta Becunaty 3a nokasHukom «Po3mip yacTtok». YacTtuHa cuctemm

KapTOHHI kopobLyi

BUMYCK Cepint:
BEPJIIH-XEMI AT,
HimeuyunHa

3MIHIOETBLCA 3 BiAKPUTOI BibpaLiiHOi cucTeMU Ha 3aKkpUTUiA
Mikpogo3yBanbHui npuctpin. Cama metoawmka (rnasepHa
andpakuisa) Ta Cneumndikauis APl amnogunivy 6ecunaTy 3a
nokasHUKoMm «Po3mip yacTok» He 3aMiHunacs. 3MiHu | Tuny: 3miHu
3 akocTi. CepTudikaT BignosigHocTi/ME-cepTndikaT BigNoBIigHOCTI
€BponeWckkin apmakonei/MoHorpadii. NMogaHHs HoBoro abo
OHOBMEHOro cepTudikaTta BianoBigHOCTI abo BUMYyYeHHS
cepTudikaTta BignoBigHOCTI €Bponenchkin hapmakonei: gna Adl;
ONsi BUXiQHOro matepiany/peareHTy/npomipKHOro NPOAYKTY, Lo
BMKOPUCTOBYOTLCS Y BUPoOHMUTBI APl; ons 4ONOMiIXHOI pevoBUHM
(cepTudikaT BignosigHOCTI €Bponevickkin hapmakonei) -
OHoBReHWn cepTudikaT Bif yxe 3aTBepaKeHOro BUPobHMKa -
noJaHHs OHOBMEHOro ceptudikara BiaNoBiAHOCTI €BpONENChKIN
dapmakonei Ne R1-CEP 2005-237-Rev 00 (3aTBepaxeHo: RO-
CEP 2005-237-Rev 03) ans gitoyoi peyoBunHn Amlodipine besilate
Bif BXXe 3aTBepaeHoro BupobHuka Moehs Iberica S.L., IcnaHisi.
3miHu | Tvny: 3miHn 3 skocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikat BignoBigHOCTI €Bponenchbki hapmakonei/MmoHorpadii.
MoaaHHs HoBoro abo oHoBMneHoro cepTudikaTa BianosigHoOCTi abo
BUIyYEHHS cepTudikaTa BignoBiaHOCTI EBpONEenChKin
dapmakonei: gna A®l; onsa BuxigHoro
MaTepiany/peareHTy/npoMiXXHOro NPoAayKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPOOHMUTBI APl; AN AONOMiIXKHOI peqoBUHM
(cepTudpikat BignosigHocTI €Bponerichkin dhapmakonei) - Hosui
cepTudikaT Bif BXe 3aTBEPKEHOr0 BUPOOHYKA -
NoJaHHsi HOBOro cepTudikata BignoBiaHOCTI €BpoNenchbKil
dapmakonei Ne RO-CEP 2015-140-Rev 01 ans gito4oi pe4oBrHU
Amlodipine besilate Process Il ans 3atBepaxeHoro BupobHuKa
A®| CIPLA LIMITED, IHgis ( B AOMOBHEHHS [0 BXe
3aTBepakeHoro CEP R1-CEP 2006-067-Rev 01 pgnsa gitoyoi
peyvoBuHM Amlodipine besilate Bupo6Huka CIPLA LIMITED, IHgis).
3miHu | Tvny: 3miHn 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikat BignoBigHOCTI €Bponenchbki hapmakonei/MmoHorpadii.
MoaaHHs HoBoro abo oHoBMneHoro cepTudikaTa BianosigHoOcTi abo
BUIyYEHHS cepTudikaTa BignoBiaHOCTI €EBpONEnChKin
dapmakonei: gna A®l; onsa BuxigHoro
MaTepiany/peareHTy/npoMiXXHOro NPoAyKTY, LLO
BWKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI; ANsi LONOMiIXKHOT pe4oBUHM
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(cepTudpikat BignosigHoCTI €Bponerchkin hapmakonei) - Hosui
cepTudikaT Bif BXe 3aTBEPKEHOr0 BUPOOHWKA - NOAaHHS HOBOTO
cepTudikarta BignosigHocTi €Bponencokin hapmakonei Ne RO-
CEP 2012-398-Rev 01 (3amiHa ASMF) ans gitoyoi pe4oBuHu
Olmesartan medoxomil Big Bxe 3aTBEpKEHOrO BUPOOHUKA, SIK
Hacnigok 3aMiHa Ha3Bu BUpPoOHuKa (3aTtBepaxeHo: Daiichi Sankyo
Propharma Co., Ltd, Japan; 3anponoHoBaHo: Daiichi Sankyo
Chemical Pharma Co., Ltd., Japan) Ta BBeaeHHsi BUpOGHUYOI
AinbHULI Ana npomikHux npoaykTie (Daiichi Sankyo Chemical
Pharma Co., Ltd. Hiratsuka Plant 4-4-8, Nishiyawata, Hiratsuka
Japan -254-0073 Kanagawa;
A®I; onsa BuxigHoro matepiany/peareHTy/npPOMIKHOTO NMPOAYKTY,
LLIO BUKOPUCTOBYHOTbCS Y BUpOOHULTBI ADI; ANns AONOMiXKHOI
peyoBuHM (cepTuddikaT BigNOBIAHOCTI €EBponerchbki dapmakoner)
- HoBwuin ceptudikat Big HoBoro BupobHuka (3amiHa abo
[OMNOBHEHHS) - NOAAHHSA HOBOTO cepTudikaTa BiAnoBiAHOCTI
€ponewcbkin dpapmakonei Ne RO-CEP 2013-105-Rev 01 ans
nitoyoi pevoBmHu Olmesartan medoxomil Big HOBOro BUpobHuKa
CHINOIN PHARMACEUTICAL AND CHEMICAL WORKS
PRIVATE CO., LTD., Hungary B JONOBHEHHS1 4O 3aTBEPAXEHOro
Bupo6Huka A®| Daiichi Sankyo Propharma Co., Ltd, Japan (CEP
RO-CEP 2012-398-Rev 03). 3minu | Tviny: 3MiHu 3 SKoCTi.
CepTudikat BignosigHocTi/[E-cepTudikat BignosigHocCTi
€BponeWckkin hapmakonei/MoHorpadii. NMogaHHs HoBoro abo
OHOBMEHOro cepTudikaTa BignoBigHOCTI abo BUMYyYeHHS
cepTudikaTta BignoBigHOCTIi €Bponencokin apmakonei: ana AdI;
ONsi BUXIQHOrO Matepiany/peareHTy/npomipKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHMUTBI APl; AN 4ONOMIXKHOI peqoBUHM
(cepTudpikat BignoBigHOCTI €Bponewnchbkin apmakonei) -
OHoBReHWn cepTudikaT Bif yxe 3aTBepaKeHOro BUPO6HMKa -
NnofaHHs OHOBMEHOro cepTudpikata BianoBiAHOCTI €BpONENChKin
dapmakonei Ne R1-CEP 2006-067-Rev 01 ans gito4oi pe4oBrHU
Amlodipine besilate Big Bxxe 3aTBepgxeHoro BupobHuka CIPLA
LIMITED, Ingia, sk Hacnigok, 3amiHa agpecu BnacHuka CEP
(BUPOBHWYI AiNbHUL 3anNULWaTbC HE3MIHHUMU), @ TAKOX 3MiHU B
cneundikauii A®| 3a nokasHnkom «CynpoBiaHi AOMiLKu». 3MiHu |
Tmny: 3miHK 3 akocTi. foToBMI Nikapcbkui 3aci6. CTabinbHICTb.
3miHa y TepMiHax npugaTHocTi abo ymoBax 36epiraHHsi roTOBOro
nikapcbkoro 3acoby (36irbLIeHHs TEpMiHY NPUAATHOCTI FOTOBOIO
nikapcbkoro 3acoby) - [1ns ToproBoi ynakoBku (MigTBEPAKYETbCS
OaHVMK pearnbHoro Yacy) - 36inblUeHHst TepMiHy npuaaTHocTi 113
(3aTBEpAKEHO: 4 pOKW; 3aNPONoHOBaHO: 5 pokiB). 3MiHN BHECEHI B
iHCTPYKLUIil0 ONs MeAUYHOro 3acTOCyBaHHS fikapcbkoro 3acoby y p.
«TepMmiH npugaTHOCTI». BBeAeHHS 3MiH npoTaroMm 6-Tu micsuis
nicnsa 3aTBepAXKEHHS. *
3amiHa rpadivyHOro 306paxeHHs! ynakoBKW Ha TEKCT MapKyBaHHSA
yNakoBKM 3 METOW NpuBeAeHHs Y BignosigHicTe o Hakazy MO3
YkpaiHn Ne 426 Big 26.08.05 (y peaaxuii Hakazy MO3 Ykpainu
Ne460 Big 23.07.2015 p.), AomaBaHHSA oavHWLUp S| Ao TeKCTy
MapKyBaHHSA 3 METOI BUKOHaHHsi BUMOr Haka3y MiHicTepcTBa

€KOHOMIYHOro po3suTKy Ta Toprieni Big 04.02.2015 Ne914.
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BBeaeHHst 3MiH NpPOTAromM 6-Tu MiCsILiB Micnsi 3aTBEPYKEHHS.
3miHu | TUny: AgMiHicTpaTUBHI 3MiHW. Buny4yeHHst BUpoBHUYOI
OinbHULI (BKoYaroun AinbHui ans A®|, NPOMiIXXHOrO NpoayKTy
abo roToBoro nikapcbkoro 3acoby, AinbHWLi AN NPOBEAEHHS
nakyBaHHsi, BUpoOHWKa, BiAnoBiganbHOro 3a BUMNyck cepin, Micue
npoBeaeHHS KOHTPOI cepii) abo nocTavanbHUKa BUXiZHOTO
mMarepiany, peareHTy abo JONOMIKHOI Pe4OBUHM (SKLLO 3a3HavyeHo
y AOCbE) - BUNy4YeHHs YHKLii KOHTPOrIo cepii Ana 3aTBepaKeHoro
BupobHuka M3 BEPJIIH-XEMI Al', HimeuyunHa. BBegeHHs 3amiH
npoTarom 6-Tu MicauiB nicnst 3atBepaXkeHHs. 3MiHu | Tuny: 3miHu 3
sikoCTi. [oTOBMIA Nikapcbkuid 3aci6. KOHTpomb roToBOro fikapcbkoro
3aco0y (iHLWi 3MiHM) - BHECEHHS 3MiH B aHaniTU4Hi METOAMKM 3a
nokasHukom «MikpoGionoriyHa YnctoTa», 4OAATKOBO A0
nocunaHHsa Ha papmakonenHi Tectu (2.6.12 Ta 2.6.13) gogaHo
iHcbopMaLito Npo 3pa3ku (3pasku iIHaKTUBYIOTb LUMISIXOM
posBefeHHs 1:1000 ctepunbHum 6ydepom, goaaBaHHaMm 0,1 %
rictnamHy Ta 0,3 % neuntunHy T1a 1 % abo 5 % nonicopbaty 80 Ta
iHKyOYIOTb LUMAXOM [O[aBaHHs kaseiHo — coeBnx 606iB abo
cepeposua Cabypo). BBegeHHst 3MiH npoTarom 6-T micauis
nicnsa 3aTBepaXeHHsi. 3miHn | Tuny: 3MiHun 3 akocTi. CepTudikaT
BignosigHocTi/IE-cepTudikat BignosigHocTi €Bponenchkin
hapmakonei/MoHorpadii. NMogaHHs HoBoro abo OHOBNEHOrO
cepTudpikaTa BignosigHocTi abo BUNyYeHHsi cepTudikaTta
BignoBigHOCTI €Bponeinckkin apmakonei: gna A®l; ans BUxigHoro
Marepiany/peareHTy/NpOMiXXHOro NPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUPOOHMUTBI ADl; Ansi 4ONOMiIXXHOI pevoBUHM
(cepTudikaT BignosigHOCTI €Bponelickkin hapmakonei) -
OHoBReHun cepTudikaT Bif yxe 3aTBepaKeHOro BUpo6HMKa -
noJaHHs OHOBMEHOro ceptudikata BiaNoBiAHOCTI €BpONENChKIN
dapmakonei Ne R1-CEP 2005-237-Rev 01 ons gito4oi pe4oBuHU
Amlodipine besilate Big Bxe 3aTBepmpkeHoro BupobHuka Moehs
Iberica S.L., IcnaHis. 3miHu | Tuny: 3miHm 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignosigHoCTi €Bponenchkin
hapmakonei/MoHorpadii. NMogaHHs HoBoro abo OHOBNEHOTO
cepTudcpikaTa BignosigHocTi abo BUNyYeHHsi cepTudikaTta
BignoBigHocTi €Bponeincokin dapmakonei: ans A®l; ans BuxigHoro
MaTepiany/peareHTy/MpOMiXXHOro NPOAYKTY, LLO
BMKOPUCTOBYOTLCS Y BUPOOHMUTBI APl; Ans 4ONOMiIXXHOI pevoBUHM
(cepTudpikat BignoBigHOCTI €Bponewnchkin apmakonei) -
OHoBReHun cepTudikaT Bif yxe 3aTBepaKeHOro BUPo6HMKa -
noAaaHHsi oHoBneHoro CepTudikaTy BiAnoBigHOCTI €EBpoNenchKin
dapmakonei Ne RO-CEP 2012-398-Rev 02 ana A®l onmecapTaHy
MeZIoKCOMIny Bif yxke 3aTBepaxkeHoro BupobHuka DAIICHI
SANKYO CO., LTD. 3Mminu | Tuny: 3miHn 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignosigHoCTi €Bponenchbkin
hapmakonei/MoHorpadii. NMogaHHsA HOBoro abo OHOBNEHOTO
cepTudcpikaTa BianosigHocTi abo BUNyYeHHsi cepTudikaTta
BignoBigHoCTi €Bponeinchkin dpapmakonei: ans A®l; ans BuxigHoro
Marepiany/peareHTy/MpOMiXXHOrO NPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUPoOHMUTBI ADIl; Ans 4ONOMiIXXHOI pevoBUHM
(cepTudpikat BignoBigHOCTI €Bponewnchbkin dapmakonei) -
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OHoBReHWn cepTudikaT Bif yxe 3aTBepaKeHOro BUpo6HMKa -
noAaaHHsi oHoeneHoro CepTudikaTy BiAnoBigHOCTI €BpONenchKin
dapmakonei Ne RO-CEP 2012-398-Rev 03 gnsa A®I onmecapTaHy
Me[oKCOMIny Bif, yxke 3aTBepaxkeHoro BupobHuka DAIICHI
SANKYO CO., LTD., sik Hacnigok BBe4eHHS1 BUPOOHWNYOT AinbHULI
ans npoMixHunx npogyktiB Chinoin Pharmaceutical and Chemical
Works Private Co., Ltd To Utca 1-5 Hungary-1045 Budapest).
3miHn | Trny: 3miHu 3 skocTi. CepTudpikat BignosigHocTi/lE-
cepTudikat BignoBigHOCTI €Bponenchbki hapmakonei/MmoHorpadii.
MopaHHsA HoBOro abo OHOBMEHOTO cepTudikaTa BignoBigHOCTi abo
BUIYYEHHS cepTudikaTa BignoBigHOCTI €EBponenchkin
dapmakonei: gna A®l; onsa BuxigHoro
MaTepiany/peareHTy/NpOMiXXHOro NPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUPOOHMUTBI APIl; Ans 4ONOMiIXXHOI pevoBUHM
(cepTudikaT BignosigHOCTI €Bponelickkin dapmakonei) -
OHoBReHWn cepTudikaT Bif yxe 3aTBepaKeHOro BUpobHMKa -
noAaaHHsi oHoBneHoro CepTudikaTy BiAnoBigHOCTI €BpONenchKin
dapmakonei Ne RO-CEP 2012-398-Rev 04 gnsa A®Il onmecapTaHy
Me[IoKCOMIny Bif, yxke 3aTBepaxkeHoro BupobHuka DAIICHI
SANKYO CO., LTD. 3minu | Tuny: 3miHn 3 akocTi. CepTtudikat
BignosigHocTi/IE-cepTudikat BignosigHocTi €Bponenchkin
hapmakonei/MoHorpadii. NMogaHHs HoBoro abo OHOBNEHOrO
cepTudcpikaTa BignosigHocTi abo BUNyYeHHsi cepTudikaTta
BignoBigHOCTI €Bponeinckkin apmakonei: gna A®l; ans BUxigHoro
Marepiany/peareHTy/NpOMiXXHOro NPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUPOOHMUTBI ADl; Ansi 4ONOMiIXXHOI pevoBUHM
(cepTudikaT BignosigHOCTI €Bponelickkin hapmakonei) -
OHoBReHun cepTudikaT Bif yxe 3aTBepaKeHOro BUpo6HMKa -
noAaaHHsi oHoeneHoro CepTudikaTy BiAnoBigHOCTI €BpoNenchKin
dapmakonei Ne RO-CEP 2012-398-Rev 05 gnsa A®I onmecapTaHy
Me[IoKCOMIny Bif yxke 3aTBepaxkeHoro BupobHuka DAIICHI
SANKYO CO., LTD. 3Mminu | Tuny: 3miHn 3 akocTi. Ceptudikat
BignosigHocTi/lE-cepTudikat BignosigHoCTi €Bponenchkin
hapmakonei/MoHorpadii. NMogaHHs HoBoro abo OHOBNEHOTO
cepTudcpikaTa BignosigHocTi abo BUNyYeHHsi cepTudikaTta
BignoBigHocTi €Bponeincokin dapmakonei: ans A®l; ans BuxigHoro
MaTepiany/peareHTy/MpOMiXXHOrO NPOAYKTY, LLO
BMKOPUCTOBYOTLCS Y BUPOOHMUTBI APl; Ans 4ONOMiIXXHOI pevoBUHM
(cepTudpikat BignoBigHOCTI €Bponewnchkin apmakonei) -
OHoBReHun cepTudikaT Bif yxe 3aTBepaKeHOro BUPo6HMKa -
noJaHHs OHOBMEHOro ceptudikata BiaNoBiAHOCTI €BpONENChKIN
dapmakonei Ne R1-CEP 2006-067-Rev 00 (3atBepgxeHo: RO-
CEP 2006-067-Rev 04) ans gitoyoi peyoBunHn Amlodipine besilate
Bif BXe 3aTBepakeHoro BupobHuka CIPLA LIMITED, IHgis
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€KOHOMIYHOro po3BuTKy Ta Toprieni Big 04.02.2015 Ne914.
BBeaeHHs 3MiH NpOTAromM 6-Tv MicsILiB MiCNst 3aTBEPOXKEHHS.
3miHu | TMny: 3MiHn 3 skocTi. [oToBMI Nikapcbkui 3acib.
CrabinbHicTb. 3miHa y TepMiHax npugaTHocTi abo ymoBax
36epiraHHsi FOTOBOrO NikapCbKoro 3acoby (36iNbLUEHHst TepMiHy
npuaaTHOCTI FOTOBOrO Mikapcbkoro 3acoby) - [ins Toprosoi
ynakoBku (MiATBEPAXKYETLCA AaHUMMN pearibHoro vacy) -
36inbLUeHHst TepMiHy npuaaTtHocTi [T13. 3aTBepaxeHo: 4 poku.
3anpornoHoBaHo: 5 pokiB. 3MiHN BHECEHI B iHCTPYKLitO0 A4S
MeANYHOro 3acTOCYBaHHS Nikapcbkoro 3acoby y p. « TepMiH
npuaaTHOCTI». BBeAeHHst 3MiH npoTaromM 6-Tn micsAuiB nicns
3aTBepmKeHHs. 3MiHn | Tuny: 3miHM 3 sakocTi. [oToBMI NikapcbKui
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoly (iHLwi 3miHm) -
BHECEHHS 3MiH B MEeTOAMKY 3a nokasHukoM «MikpobionoriyHa
yncToTa», AOAATKOBO A0 MOCWUMaHHSA Ha dhapMakoneviHi TecTu
(2.6.12 Ta 2.6.13) pogaHo iHdOpMaLio NPo 3pasku (3pasku
iHaKTUBYIOTb LUNSXOM po3BefeHHs 1:100 cTepunbHuM 6ydepom,
nopasaHHam 0,1 % rictuauHy T1a 0,3 % neunTuHy Ta 1 % abo 5 %
nonicop6aty 80 Ta iHKyOyoTb LUNSXOM AoAaBaHHS Ka3eiHo —
coeBux 606iB abo cepenosuLla Cabypo). BBeaeHHst 3amiH
npoTarom 6-Tu MicauiB nicns 3aTBepaXXeHHs. 3miHu | Tuny:
ALMiHiCTpaTMBHI 3MiHW. Buny4yeHHs BUPOBHMYOI AinbHULI
(Bkntovatoum ainbHuui ans A®l, npomixkHoro npoaykTy abo
roTOBOrO fikapcbKoro 3acoby, AinbHWLi ANsi NPOBEAEHHS
nakyBaHHsi, BUpOOHWKa, BiANOBiAanNbHOro 3a BUNYyCK Cepin, MicLe
NpoBeAEHHS KOHTPOT cepii) abo nocTavanbHUKa BUXiZHOMO
Marepiany, peareHTy abo JONOMiIKHOI Pe4OBUHU (SKLLO 3a3HavyeHo
y AOCbE) - BUNy4eHHS PYHKLiT KOHTPOIIO cepii ANsi 3aTBEPAKEHOrO
BupoGHuka M3 BEPJIIH-XEMI Al, HimeuyunHa. BBeieHHs1 3miH
npoTarom 6-Tu micauiB nicnst 3aTBepaXXeHHs. 3MiHu | Tuny: 3miHu 3
skocTi. A®l. KoHtponb A®I. 3miHa y meTopax BunpobyBaHHs API
abo BMxigHOro matepiany/npoMixXHOro NPoAYKTYy/peareHTy, Lo
BVIKOPWCTOBYETbLCS y npoueci BUpobHuuTBa A®| (He3HauHi 3aMiHM y
3aTBEpPAKEHMX MeTofax BUNPOBYBaHHS) - HE3HAYHI 3MiHU Y
3aTBEpOKEHNX MeTodax BUNpobyBaHHs ans APl amnoauniny
6ecunaty 3a nokasHukom «Po3mip YacTtok». YactuHa cuctemm
3MIHIOETBLCS 3 BiAKPUTOI BibpaLiiHOI cMcTEMU Ha 3aKpUTUIA
Mikpogo3yBanbHun npuctpin. Cama meTtoamka (nasepHa
andpakuis) Ta Cneumndikauis APl amnogunivy 6ecunaty 3a
nokasHukoMm «Po3mip yacTok» He 3MiHunacs. 3minu | Tuny: 3miHum 3
skocTi. CepTudikat BignosigHocTi/l' E-cepTudpikat BignosigHocTi
€Bponelicbkiit hapmakonei/MmoHorpadii. MogaHHs HoBoro abo
OHOBMEHOro cepTudikaTa BianoBigHOCTI abo BUMYyYeHHS
cepTudikaTta BignoBigHOCTi €Bponencokin hapmakonei: ana AdI;
Ons BuxigHoro marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHMUTBI APl; AN 4ONOMiIXKHOI peqoBUHM
(ceptudpikat BignoeigHOCTI €Bponericbkin chapmakonei) - Hosun
cepTudikart Big HOBOro BUpobHUKa (3amiHa abo [ONOBHEHHS) -
NoJaHHsi HOBOro cepTudikata BianoBiaHOCTI €BpoNenchbkil
dapmaxonei Ne RO-CEP 2013-105-Rev 01 ans gito4oi pe4oBrHU

Olmesartan medoxomil Big HoBoro Bupo6Huka CHINOIN
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PHARMACEUTICAL AND CHEMICAL WORKS PRIVATE CO.,
LTD., Hungary. 3miHn | Tuny: 3miHu 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignoBigHocTi €Bponenchkin

hapmakonei/MoHorpadii. NMogaHHs HOBoro abo OHOBINEHOTO
cepTudcpikaTa BianosigHocTi abo BUNyYeHHsi cepTudikaTta
BignoBigHOCTI €Bponeinckkin hapmakonei: ana APl; ans BUxigHoro
Marepiany/peareHTy/MpOMiXXHOro NPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; Ans 4ONOMiIXXHOI pevoBUHM
(cepTudpikat BignosigHocTI €Bponerchkin hapmakonei) - HoBui
cepTudikar Bif BXXe 3aTBEPAXEHOro BUPOOHMKA - MOAaHHSA HOBOTO
cepTudikaTta BignosigHocTi €sponencokin hapmakonei CEP Ne
RO-CEP 2012-398-Rev 01 (3amiHa ASMF) Bif Bxe 3aTBepXXeHOro
BupobHmka APl Olmesartan medoxomil, ik Hacnigok 3aMiHa Ha3BuM
BMPOGHMKa, a TakoX BBEAEHHS BUPOOHMYOT AinbHULI Ans
npomixHoi Npoaykuii. 3aTBepaxeHo: Daiichi Sankyo Propharma
Co., Ltd, Japan; 3anponoHoBaHo: Daiichi Sankyo Co., Ltd., Japan.
AQI; ansa BuxigHoro matepiany/peareHTy/npoOMiXXHOrO NpoayKTy,
LLIO BUKOPUCTOBYHOTbCS Y BUpOoOHULTBI ADI; Ans AONOMiXKHOI
peyoBUHYM (cepTudikaT BiANoBIAHOCTI €Bponenceki hapmakoner)
- OHOBREHUI cepTudikaT Bif y>Ke 3aTBEpPAKEHOrO BUPOBHYMKA -
nogaHHsi oHoeneHoro CEP Ne RO-CEP 2012-398-Rev 02 ana A®I
onmecapTaHy MeJOKCOMINy Bif ye 3aTBepaXeHoro BupobHuka
DAIICHI SANKYO CO., LTD. 3minu | Tuny: 3miHn 3 SKOCTI.
CepTudikat BignosigHocTi/E-cepTudikat BignosigHocTi
€BponeWckkin hapmakonei/MoHorpadii. NMogaHHsa HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo BUMYyYeHHS
cepTudikaTta BignoBigHoCTi €Bponenchkin hapmakonei: gna Adl;

ONsi BUXiQHOrO matepiany/peareHTy/npomipKHOro NPOAYKTY, Lo

BMKOPUCTOBYOTLCS Y BUPOOHMUTBI APl; Ans 4ONOMiIXHOI pevoBUHM
(cepTudikaT BignosigHOCTI €Bponelickkinn dhapmakonei) -
OHoBReHun cepTudikaT Bif yxe 3aTBepaKeHOro BUpobHMKa -
nogaHHsa oHoBneHoro CepTtudikaTty BignNoBigHOCTI €EBpoONencobKol
dapmakonei CEP Ne RO-CEP 2012-398-Rev 03 Big yxe
3aTBepakeHoro BupobHuka A®| OnmecaptaHy MefoKCOMIny
DAIICHI SANKYO CO., LTD., sik Hacnifok, BBe4eHHs1 BUPOOHUYOT
AinbHUUI ana npoMikHoi npoaykuii Chinoin Pharmaceutical and
Chemical Works Private Co., Ltd To Utca 1-5 Hungary — 1045
Budapest. 3minn | Tuny: 3miHn 3 akocTi. CepTudpikat
BignosigHocTi/IE-cepTudikat BignosigHoCTi €EBponenchbkin
hapmakonei/MoHorpadii. NMogaHHs HOBoOro abo OHOBNEHOrO
cepTudcpikaTa BignosigHocTi abo BUNyYeHHsi cepTudikaTta
BignoBigHoCTi €Bponeinchkin dapmakonei: ans A®l; ans BUxigHoro
Marepiany/peareHTy/MpOMiXXHOro NPOAYKTY, LLO
BMKOPUCTOBYOTLCS Y BUPOOHMUTBI APl; Ansi 4ONOMiIXXHOI pevoBUHM
(cepTudpikat BignoBigHOCTI €Bponewnchbkin apmakonei) -
OHoBReHWn cepTudikaT Bif yxe 3aTBepaKeHOro BUpo6HMKa -
noAaaHHsi oHoBneHoro CepTudikaTy BiAnoBigHOCTI €EBpoNenchKin
dapmakonei Ne RO-CEP 2012-398-Rev 04 ana A®Il onmecapTaHy
Me[IoKCOMIny Bif, yxke 3aTBepaxkeHoro BupobHuka DAIICHI

SANKYO CO., LTD. 3Mminu | Tuny: 3miHn 3 akocTi. Ceptudikat
BignosigHocTi/lE-cepTudikat BignoBigHOCTi €EBponenchbkin
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hapmakonei/MoHorpadii. NMogaHHs HoBoro abo OHOBNEHOTO
cepTudcpikaTa BianosigHocTi abo BUNyYeHHsi cepTudikaTta
BignoBigHOCTI €Bponeickkin dapmakonei: gns A®l; ans BUxigHoro
Marepiany/peareHTy/MpOMiXXHOro NPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; Ansi 4ONOMiIXXHOI pevoBUHM
(cepTudikaT BignosigHOCTI €Bponelickkin hapmakonei) -
OHoBReHWn cepTudikaT Bif yxe 3aTBepaKeHOro BUPo6HMKa -
noAaaHHsi oHoBneHoro CepTudikaTy BiAnoBigHOCTI €BpoONenchKkin
dapmakonei Ne RO-CEP 2012-398-Rev 05 ans A®| onmecapTtaHy
Me[IoOKCOMIny Bif, yxke 3aTBepaxkeHoro BupobHuka DAIICHI
SANKYO CO., LTD. 3Mminu | Tuny: 3miHn 3 akocTi. Ceptudikat
BignosigHocTi/lE-cepTudikat BignosigHocTi €Bponenchkin
hapmakonei/MoHorpadii. NMogaHHs HOBoOro abo OHOBNEHOTO
cepTudpikaTa BignosigHocTi abo BUNyYeHHsi cepTudikaTta
BignoBigHoCTI €Bponeickkin apmakonei: gns A®l; ans BUxigHoro
Marepiany/peareHTy/MpOMiXXHOro NPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; Ans 4ONOMiIXXHOI pevoBUHM
(cepTudpikat BignosigHoCTI €Bponerichkin dhapmakoneri) - Hosui
cepTudikaT Bif BXe 3aTBEPKEHOro BUPOOHMKA - MogaHHS
cepTudikarta BignosigHocTi €Bponencbkin papmakonei Ne RO-
CEP 2015-140-Rev 01 ans gitoyoi pevoBmHn Amlodipine besilate
Process Il ansi 3atBepgkeHoro BupobHuka A®I CIPLA LIMITED,
IHais ( B BonoBHeHHs1 Ao Bxe 3aTBepaxeHoro CEP R1-CEP 2006-
067-Rev 01 ans gitovoi pevoBmnHn Amlodipine besilate BupobHuka
CIPLA LIMITED, IHgist). 3miHu | Tuny: 3minm 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignosigHoCcTi €Bponenchbkin
hapmakonei/MoHorpadii. NMogaHHs HoBoro abo OHOBINEHOTO
cepTudikaTa BignosigHoCTi abo BUNy4YeHHst cepTudikaTa
BignoBigHocTi €Bponeincokin dapmakonei: ans A®l; ans BuxigHoro
MaTepiany/peareHTy/NpOMiXXHOro NPOAYKTY, LLO
BVIKOPVCTOBYIOTbCS Y BUPOOHMUTBI APl; AN AONOMiIXKHOI peqoBUHM
(cepTudpikat BignoBigHOCTI €Bponewnchbkin dapmakonei) -
OHoBReHun cepTudikaT Bif yxe 3aTBepaKeHoro BUpobHuka —
noaaHHsi OHOBEHOro cepTudikaTty BiANOBIAHOCTI €BPONENChKOT
dapmakonei CEP Ne R1-CEP 2006-067-Rev 00 (3aTBepaxeHa
Bepcisi: CEP Ne RO-CEP 2006-067-Rev 04) Big 3aTBepaKEHOro
Bupo6Huka APl AmnoaumniHy 6ecunaty Cilpa Limited, India. 3miHn
| Tuny: 3miHn 3 akocTi. CepTudikar BignosigHocTi/lE-cepTudpikat
BiANOBIQHOCTI €Bponewchbkin hapmakonei/moHorpadii. NogaHHs
HOBOro abo OHOBMNEHOro cepTudikaTa BignoBigHoOCTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI €EBpoNenchbkin
dapmakonei: ana A®I; onsa BUXigHOro
Marepiany/peareHTy/MpOMiXXHOro NPOAYKTY, LLO
BMKOPUCTOBYOTLCS Y BUPOOHMUTBI APl; Ansi 4ONOMiIXXHOI pevoBUHM
(cepTudpikat BignoBigHOCTI €Bponewnchbkin apmakonei) -
OHoBReHWn cepTudikaT Bif yxe 3aTBepaKeHOro BUpo6HMKa -
noJaHHs OHOBMEHOro cepTudpikata BiaNoBiAHOCTI €BpONENCHKIN
dapmakonei Ne R1-CEP 2006-067-Rev 01 (3atBepmkeHo: R1-
CEP 2006-067-Rev 00) ans gitoyoi pevouHn Amlodipine besilate
Bif BXe 3aTBepakeHoro Bupo6Huka CIPLA LIMITED, IHgis, sk
Hacnigok, 3MiHa agpecu BnacHuka CEP (Bupo6HWYi ginbHuUi
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3anuLwarTbCs He3Mieemmu), a Takox, 3MiHM B cneumdikauii API 3a
nokasHukamu «CynpoBigHi AOMILLKU».

A®I; onsa BuxigHoro matepiany/peareHTy/NPOMIKHOTO NMPOAYKTY,
LLIO BUKOPUCTOBYHOTbCS Y BUpOoOHULTBI ADI; Anst AONOMIXKHOI
peyoBuHM (cepTuddikaT BigNOBIAHOCTI €EBponerchbki dapmakoner)
- OHoBREHUI cepTudiKaT Bif Y>Ke 3aTBEpAXKEHOro BUPOOHKKa -
nofaHHs OHOBMEHOro cepTudpikata BianoBiAHOCTI €BpONENChKin
dapmakonei Ne R1-CEP 2005-237-Rev 00 (3atBepmkeHo: RO-
CEP 2005-237-Rev 03) ans gitoyoi pevouHn Amlodipine besilate
Bif, BXXe 3aTBepaKeHoro BupoGHuka Moehs Iberica S.L., IcnaHisi.
3miHn | Trny: 3miHu 3 skocTi. CepTudikat BignosigHocTi/lE-
cepTudikat BignoBigHOCTI €EBponenchbkii hapmakonei/MmoHorpadii.
MopaHHsA HoBOro abo OHOBMNEHOrO cepTudikaTa BignoBigHOCTIi abo
BUIYYEHHS cepTudikaTa BignoBigHOCTI €EBpoNenchbkin
dapmakonei: gna A®l; onsa BuxigHoro
Marepiany/peareHTy/MpOMiXXHOro NPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; Ans 4ONOMiIXXHOI pevoBUHM
(cepTudikaT BignosigHOCTI €Bponevickkin dapmakonei) -
OHoBReHWn cepTudikaT Bif yxe 3aTBepaKeHOro BUpobHMKa -
nogaHHs oHoBneHoro CepTtudikaTty BignoBigHOCTI €EBpoONencobKol
dapmakonei CEP Ne R1-CEP- 2005-237-Rev 01 (nonepenHs
Bepcig CEP Ne R1-CEP- 2005-237-Rev 00) Big yxe
3aTBepakeHoro BupobHuka A®l Amlodipine besilate Moehs Iberica
S.L,, IcnaHis.

16.

AUENI3UH
CTEPUIIbHU
"

NMOPOLLIOK
(cybeTaHuis) y
6igoHax
anoMiHieBux ons
BMPOGHMLTBA
CTepUIbHUX
nikapcbknx popm

MAT
"KuiBmegnpen
apat”

YkpaiHa

NAT
"KuiBmegnpenapat

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - amiHa
HallMeHyBaHHs 3asiBHWKa, 6e3 3miH y MKA J13; 3anponoHoBaHo:
MoBHa Ha3Ba AkLioHepHe ToBapucTBo "KniBmeanpenapat”
CkopoyeHa Ha3ssa NAT "KuiBmegnpenapat”; 3amiHu | Tvny - 3miHa
Ha3Bu BUpobHuka AdI, 6e3 amiH y MKA 13; 3anponoHoBaHo:
MoBHa Ha3Ba AkLioHepHe ToBapucTBo "KniBmeanpenapat”
CkopoyeHa Hasea AT "KviBmegnpenapat”

UA/10019/01/01

17.

BANIb3AMIY
HUN
NIHIMEHT
(3A
BULIHEBCbK
1))

niHiMeHT no 25y
Tybax; no40ry
Ty6i; no 1 Ty6i B
nayui

TOB "OKnN
"dapmaneBTu
YHa habpumka"

YkpaiHa

TOB "OKnN
"dapmaLeBTUYHa
abpuka"

YkpaiHa

BHECEHHS 3MiH O peecTpaLinHmMx maTtepianis 3mMiHu | Tuny - amiHa
B YMOBax 36epiraHHsx nikapcbKoro 3acoby, sika nos’s3aHa 3
niaBuULEHHAM TemnepaTtypu 36epiraHHs Ao He BuLe 25 °C. - 3MiHn
B po3ain "YmoBu 36epiraHHs" B iHCTPYKLUitO ANst MEAUYHOrO
3acTocyBaHHS NikapcbKoro 3acoby, Sk Hacnigok - BiAMOBIAHI 3MiHN
y TEKCTi MapKyBaHHS ynakoBKu Nnikapcbkoro 3acoby. BeegeHHs
3MiH NpOTSArom 6-Tu MicsiLiB NMicnsi 3aTBepAKEHHS

be3
peuenma

UA/7709/01/01

18.

BETACAJIK®

Masb no 15ry
Ty6i; no 1 1y6i B
naJui 3 KapToHy

MAT
"KuiBmegnpen
apat”

YkpaiHa

NAT
"KuiBmegnpenapat

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - amiHa
HallMeHyBaHHs BUpobHUka, 6e3 amiH y MKA 13, B iHCTpykuUii Ans
MeON4YHOro 3aCTOCyBaHHS Ta y TeKCTi MapKyBaHHs J13;
3anponoHoBaHo: [oBHa Ha3Ba AKLLiOHEPHE TOBapUCTBO
"KniBmegnpenapat" CkopoyeHa Ha3ga NAT "KuiBmegnpenapat”;
3MiHM | TUNY - 3MiHa HaliMeHyBaHHs 3asiBHUKa, 6e3 3miH y MKA 13;
3anponoHoBaHo: [oBHa Ha3Ba AKLLiOHEPHE TOBapUCTBO
"KniBmegnpenapat" CkopoyeHa HasBa AT "KniBmegnpenapat”

3a
peuenmom

UA/0558/01/01

19.

BNEMAPEH®

TabneTku Wwunyui,
no 20 wuny4mnx
Tabnetok y
noninponineHoBom
y KOHTeWHepi; no 4

Ecnapma
X

Himeyuunna

anbdamen Papbin
ApuHenmiTTenb

m6X, Himeuunna;
JlabopaTtopioc
MegikameHTOC

Himeuuunna/
Icnanis

BHECEHHS 3MiH 0 peecTpaLinHmMx maTtepianis 3mMiHu | Tuny - 3MiHK
oo 6esnekn/edekTMBHOCTI Ta dhapmakoHarnsay. BeegeHHst abo
3MiHW 0 y3aranbHeHVX AaHnX Npo cuctemy dpapMakoHarnsay
(BBEOEHHS y3aranbHeHVX AaHuX npo cucTeMy chapmMakoHarnsiay,
3MiHa ynoBHOBa)keHOi 0cobu, BiANoBiganbHOI 3a 34iNCHEHHS

bes
peuenma

UA/9419/01/01
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Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
abo 5 KoHTelHepiB IHTepHacboHanec, hapmakoHarnsiay; KOHTakTHOi ocobu 3 hapmakoHarnsay 3asiBHUKa
Y KapTOHHIl C.A., IcnaHis Ons 3giicHeHHs chapMakoHarnsgy B YKpaiHi, SKLWO BOHA BigMiHHA
KopobLi pasom 3 Bi yNOBHOBaXkeHOi 0cobw, BignoBiganbHOI 3a 34iCHEHHS!
iHOVKaTOPHUM dapmakoHarnsay (BKMOYarym KOHTaKTHI AaHi) Ta/abo 3miHn y
nanepom i po3MiLLeHHi MacTep-channa cuctemy hapmakoHarnsgy) - 3miHa
KOHTPOMbHUM YyNOBHOBaXeHOI 0cobu 3asiBHWKa, BignoBiAanbHOI 3a 34iNCHEHHS
KaneHaapem dapmakoHarnsay: MNponoHoBaHa peaakuis: Mara Dinkel. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXeHOI ocobu, BianoBsigansHoi 3a
3[iNCHeHHs dhapmakoHarnsgy. 3MiHa Micus 30iNCHEHHS OCHOBHOI
[isnbHOCTI 3 dhapmakoHarnsagy. 3miHa Homepy Ta
MicLe3HaxomMKeHHs macTep-danna
20. | BOHEBICTA pPO34MH ons MicTtpan AHrnis BUpoGHMUTBO bulk, HimeyuunHa/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/16927/01/01
iH ekuin, 1 mr/mn Kenitan nepBUHHE Ta Benbrisi/ AnMiHicTpaTuBHI 3MiHU. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuenmom
no 3 mne MeHexmeHT BTOPUHHE Icnanis MicLl NpOBaXXEHHS OisnbHOCTI BUPOOHUKa/iMnopTepa rotToBoro
nonepeaHL0 Tlimiteq nakyBaHHS: nikapcbKkoro 3acoby, BKIOYa4u AinbHULI BUNYCKy cepii abo micue
HanoBHEHOMY EBep ®apma [xeH npoBefeHHs KOHTPOIIO SIKOCTI. (JiSNbHICTb, 3a AKy Bignosigae
wnpwui; no 1 'mM6X, HimeuuunHa; BMPOGHMK/iIMNOpTEp, BKIOYaKuM BUNYCK cepiit). 3MiHa agpecu
nonepegHLo BTOPUHHE Bupo6Huka 13 CiHToH Xicnanis C.J1., IcnaHis, BignosiganbHoOro 3a
HanoBHEHOMY nakyBaHHS: BUNYCK cepii, 6e3 3mMiHn Micus BUpobHuLTBa. TepMiH BBeAEHHS
wnpuuy B EHecTia Benmxuym 3MiH - NPOTAroM 6 MicsAUiB NiCns 3aTBEPAXEHHS.
KOMMMeKTi 3 H.B., benbris;
rornKo B BUWMYCK Cepil:
KOHTYPHIW CiHToH XicnaHis,
YapyHKOBIN C.N., IcnaHis
ynakoBLi B nayui
21. | BPAOIYM® TabneTku, BKPUTI AT "®apmak” Ykpaina IxeHedapm CA Ipeuis BHECEHHS 3MiH 40 peecTpaLinHmMx MmaTepianis: 3miHu | Tuny - - UA/17405/01/01
NniBKOBOKO AnMiHicTpaTmBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu
o6onoHkoto, no 5 3asiBHMKa (BNacHUKa peecTpauiiHoro nocBig4eHHs1) 3aMiHa Ha3Bu
mr; in bulk: no 14 Ta agpecu 3asBHUKa. BBegeHHsi 3MiH npoTaroM 6-T1 micauis nicns
Tabnetok y 3aTBepKeHHS. 3MiHu | Tuny - AgMiHicTpaTuBHI 3miHW. 3MiHa
6nictepax, no 780 Ha3BWU nikapcbkoro 3acoby - 3MiHa Ha3BM Nikapcbkoro 3acoby
6nictepiB y 3atBepmoxeHo: bpagiym. 3anponoHosaHo: bpagiym®. BeegeHHs
KopobLi 3MiH NPOTSArom 6-TM MicsLIB NicNsi 3aTBEPKEHHS.
22. | BPAOIYM® TabneTku, BKPUTI AT "®apmak” Ykpaina IxeHedapm CA peuis BHECEHHS 3MiH 40 peecTpauinHMx maTepianis: 3miHu | Tuny - - UA/17405/01/02
NniBKOBOIO AnMiHicTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu
o6onoHKoto, Nno 3asiBHUKA (BNacHWKa peecTpaLiniHoro NocBig4eHHs) 3mMiHa Ha3su
7,5 wr; in bulk: no Ta agpecu 3asBHUKa. BBeaeHHsi 3MiH npoTaroM 6-T1 micauis nicns
14 TabneTok y 3aTBepAKEHHs. 3MiHu | Tuny - AOMiHICTpaTMBHI 3MiHW. 3MiHa
6nictepax, no 700 Ha3Bu nikapcbKoro 3acoby - 3miHa Ha3BM Nikapcbkoro 3acoby
6nictepiB y 3atBepmxeHo: bpagiym. 3anponoHosaHo: bpagiym®. BeegeHHs
KopooLi 3MiH NPOTArom 6-Tn MicsUIB NiCNsi 3aTBEPKEHHS.
23. | BPAOIYM® TabneTtkn, BKPUTI AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 3a UA/17406/01/01
NniBKOBOIO (BUPOBHULTBO 3 AnMiHicTpaTuBHI 3MiHU. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuenmom
o6onoHkot, no 5 npoaykuii in bulk 3asiBHUKa (BNacHWKa peecTpauinHoro noceigyeHHs ) 3miHa
mr; no 14 dipMu-BnpobHMKa HalMeHyBaHHs Ta agpecy 3asBHUKa (BNacHUKa peecTpaLlinHoro
Tabnetok y IxeHedpapm CA, nocBigyeHHs1) BBeaeHHsi 3MiH NpoTArom 6-Tn micauiB nicns

6nictepi; no 4
Gnictepu y nayui

[peuis)

3aTBEpOKEHHS. 3MiHM | TUNY - AaMiHICTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHS Ta/abo agpecy MicLsa NpoBagKeHHS AisNbHOCTI
BMPOGHMKa/imnopTepa roToBOro nikapcbkoro 3acoby, BKMHYaK4n
AinbHULI BUNYycKy cepii abo micue NnpoBeAeHHs! KOHTPOIHO SIKOCTI.
(gisnbHICTb, 3a sIKy BignoBigae BUPOOHMK/iMNopTep, BKIOYaK4Ym




13

IIponoBxkeHHs qoaaTka 3

Ne
n/

Hasea
JliKapcbKo20
3acoby

@Popma sunycky

3aseHuUkK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

BWMNYCK Cepilt)
3miHa HaliMeHyBaHHSs! Ta agpecy BUpobHUka 6e3 3miHM micus
BMpoBOHMUTBA: BBEAEHHSI 3MiH NPOTArom 6-Tu MicsiLiB nicnsi
3aTBepmKeHHS. 3MiHu | Tuny - AgMiHicTpaTuBHI 3miHW. 3MiHa
Ha3BU nikapcbkoro 3acoby - 3miHa Ha3BM Nikapcbkoro 3acoby
3aTtBepaxeHo: bpagiym 3anponoHoBaHo: Bpagiym® BeeneHHs
3MiH NPOTSArom 6-Tu MicsLiB Micnsi 3aTBEPAKEHHS

24.

BPALIYM®

TabneTku, BKpUTI
NniBKOBO
o6onoHKot, Nno
7,5wr; no 14
Tabnetok y
6nicTepi; no 4
6nictepu y nauui

AT "dapmak”

YkpaiHa

AT "dapmak”
(BUPOOHMLTBO 3
npoaykuii in bulk

ipMun-BUpo6HMKa
[xeHedpapm CA,
peuist)

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny -
AnMiHicTpaTuBHi 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu
3asBHUKa (BracHUKa peecTpauiinHoro noceigyeHHs) 3miHa
HaliMeHyBaHHS Ta agpecu 3asiBHMKa (BNacHUKa peecTpaLinHoro
nocsigyeHHs) BBeaeHHs 3miH npotdrom 6-T1 MicauiB nicns
3aTBepOKeHHs. 3MiHn | Tuny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu MicLs NpoBadKEHHS AisiNbHOCTI
BMPOGHMKa/imnopTepa roToBoro nikapcbkoro 3acoby, BKHOYaum
AinbHWL BUMYCKy cepii abo micue npoBeAeHHS KOHTPOIHO SIKOCTI.
(misnbHiCTb, 3a Ky Bignosiaae BUPOBHUK/iIMNOPTEp, BKIKOYA4M
BWNYCK Cepilt)
3miHa HaiMeHyBaHHS Ta agpecy BUpobHUKa 6e3 3miHu micus
BMPOGHMLTBA: BBeAeHHs 3MiH NpoTsirom 6-Tu micsiliB nicns
3aTBepOKeHHS. 3MiHu | Tuny - AgMiHicTpaTuBHI 3miHW. 3MiHa
Ha3Bu nikapcbKkoro 3acoby - 3miHa Ha3BM Nikapcbkoro 3acoby
3arteepoxeHo: bpagiym 3anponoHosaHo: Bpagiym® BegeHHs
3MiH NPOTSArom 6-Tu MicsiLiB Nicnsi 3aTBEpPAKEHHS

3a
peuyerimom

UA/17406/01/02

25.

BEPUMNBAHTO
BAA
3ENEHMN

pO34uH Ansi
30BHILUHBLOrO
3acTocyBaHH4,
cnuptoeun 1%, no
20 mn abo no 50
mn a6o no 100 mn
y cbnakoHax

TOB "OKM
"®apmaneBTu
YHa habpumka"

YkpaiHa

TOB "[OKI
"®apmaLeBTUYHa
abpuka"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny - 3MiHn
3 sikocTi. FoTOBMIA Nikapcbkuii 3acic. Cuctema
KOHTeWHep/3aKynoptoBanbHuUiA 3aci6. 3mMiHa y NepBUHHIN ynakoBLi
roTOBOrO fikapcbkoro 3acoby (Tun koHTelHepa abo JoaaBaHHs
HOBOTO KOHTeVHepa) - Buny4yeHHsi NnepBMHHOI YNakoBKK, LLO He
NpU3BOAUTL A0 MOBHOIO BUITYYEHHS MiKapCbKoro 3acoby 3 NeBHOO
curoto Aii abo y neBHil nikapcbkin popMi - BUNYYEHHS NEPBUHHOI
ynakoBku no 10 Mn y ¢onakoH 3 NPoGKO0 Ta KPULLIKOHO, Lo
HarBUHYYy€ETbLCSA, 3 BiANOBIAHUMM 3MiHAMK y p. «YMakoBka» Ta
cneumdikauii/meTogax KOHTPOIo SKocTi M. «O6’eM BMICTY
KOHTelHepay. 3MiHVM BHeCeHi B po3ain "YnakoBka" B iHCTPYKLIO
ANa MEeAMYHOro 3aCTOCYBaHHSA NiKapcbKoro 3acoby y 3B’A3Ky 3
BUITyYEHHSIM NMEBHOrO po3mipy ynakoBku (BBeaeHHst 3MiH MpoTArom
6-Tn micauiB nicna 3aTBepAXKeHHs1); 3MiHK | Tuny - 3MiHW 3 AKOCTI.
oToBUI Nikapcekmi 3aci6. Cuctema
KOHTeWHep/3aKynoptoBanbHuiA 3aci6. 3mMiHa po3mipy ynakoBKu
roTOBOro fikapcbkoro 3acoby (3MiHa Macu/o6'emy BMicTy
KOHTenHepa H6araTo4030BOro MikapcbKoro 3acoby Ans
HenapeHTepanbHOro 3actocyBaHHs (abo 0g4HOA030BOrO,
4YaCTKOBOrO BUKOPUCTaHHS)) - BBEAEHHS AOAATKOBKX YMAKOBOK, a
came cknsiHi dpnakonu no 50 mn (®B-50-20-0OC) Tta no 100 mn
(®B-100-20-OC) 3akynopeHi nonietuneHonmmn npobkamu (MA 2,
M1 3.1-12) Ta kpuLuKoto, Wwo HareuHuyeTbes (K 20) Big
3aTBepAKeHVX BUPOOHUKIB, 3 BigMOBIAHNMMW 3MiHAMM Y P.
«YnakoBka» Ta creuudikauii/meTogax KOHTposto AkocTi n. «O6’em
BMICTY KOHTenHepa». [epBUHHMI NakyBanbHWUI MaTepian He
3MiHMBCS. 3MiHM BHECeHI B po3gin "YnakoBka" B iHCTPyKLUito Ans

be3
peuyenma

UA/3180/01/01
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Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
Me[MYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y 3B’s13Ky 3
BBEJEHHSIM BOX 104aTKOBUX YNaKOBOK, SIK HACNIAOK -
3aTBEPKEHHSA TEKCTY MapKyBaHHS [0AATKOBUX YNaKOBOK
(BBeAeHHS1 3MiH NPOTAroM 6-T1 MicsLUiB nicnsa 3aTBepAKEHHS)
26. | BASAP A TabneTku, BKpUTI TOB «TeBa YkpaiHa MIIBA XpBatcka XopsarTis BHECEHHS 3MiH 40 peecTpauinHMX maTtepianis: 3miHu | Tuny - 3a UA/16513/01/01
NniBKOBOKO YkpaiHa» n.0.0. AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom
o6onoHkoto no 5 3asiBHMKa (BNacHUKa peecTpauiiHoro nocBigyYeHHs1) - 3MiHa agpecu
mr/80 wmr; 3asiBHUKA (BNacHUKa peecTpauiiHoro nocBigYeHHst)
no 14 Tabnetoky
6nicTepi; no 1 abo
2 bnictepu B
KopobLi
27. | BASAP A TabneTku, BKpUTI TOB «TeBa YkpaiHa MIIBA XpBatcka XopsarTis BHECEHHS 3MiH 40 peecTpauinHMx maTtepianis: 3miHu | Tuny - 3a UA/16513/01/02
NniBKOBOIO YkpaiHa» a.o.0. AnMiHicTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu peuenmom
06osoHKo no 5 3asiBHUKA (BnacHWKa peecTpaLinHoro NocBig4eHHs) - 3aMiHa agpecu
Mr/160 mr; 3asiBHUKA (BNacHUKa peecTpauiiHoOro nocBigYeHHst)
no 14 Tabnetok y
6nicTepi; no 1 abo
2 bnictepu B
KopooLi
28. | BASAP A TabneTtkn, BKpUTI TOB «TeBa YkpaiHa MJIBA XpBatcka Xopgaris BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/16513/01/03
NniBKOBOIO YkpaiHa» a.o.0. AfMiHicTpaTuBHI 3MiHU. 3MiHa HallMeHyBaHHs Ta/abo agpecu peuernmom
o6onoHkoto no 10 3asiBHMKa (BNacHUKa peecTpauiiHoro nocBigvYeHHs1) - 3MiHa agpecu
mr/160 mr; no 14 3asiBHUKa (BracHUKa peecTpaLiiHOro NocBiayYeHHs)
Tabnetok y
6nictepi; no 1 abo
2 6nictepu B
KopooLi
29. | BASAPH TabneTtkn, BKpUTI TOB «TeBa YkpaiHa AkTasic J1T, ManbTa/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/5744/01/01
NniBKOBOKO YkpaiHa» ManbTa; Bonrapis AfMiHicTpaTmBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom
o6onoHkot, no BankaHdapma- 3asiBHMKa (BNacHWKa peecTpauiiHoro noceigveHHs). 3miHa agpecu
160 mr/12,5 wr; OynHnug AT, 3asiBHUKa (BracHUKa peecTpaLiiHoro nocBiayYeHHs)
no 10 Tabnetok y Bonrapis
6nicTtepi; no 3 abo
9 6nictepiB y
KapPTOHHI Kopobui
30. | BA3BAPH TabneTku, BKpUTI TOB «TeBa YkpaiHa AxTasic J1TO, ManbTa/ BHECEHHS 3MiH 40 peecTpauinHMxX maTtepianis: 3miHu | Tuny - 3a UA/5744/01/02
NniBKOBOKO YkpaiHa» ManbTa; Bonrapis AnMiHicTpaTuBHi 3MiHU. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom
0060JI0HKOLD, MO BankaHdhapma- 3asiBHUKA (BNacHWKa peecTpauinHoro noceigveHHs). 3MiHa agpecu
320 mr/25 wr; OynHuusa AT, 3asiBHUKa (BNacHUKa peecTpauiiHoro nocBigYeHHst)
no 10 Tabnetok y Bonrapis
6nicTepi; no 3 abo
9 GnictepiB y
KapPTOHHI Kopobui
31. | BABAPH TabneTtkn, BKpUTI TOB «TeBa YkpaiHa BankaHthapma- ManbTa/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/5743/01/01
NniBKOBOIO YkpaiHa» OynHuusa AT, Bonrapis AnMiHicTpaTuBHI 3MiHU. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuenmom
obonoHkoto, no 80 Bonrapis; 3asiBHUKA (BnacHWKa peecTpauinHoro noceigvyeHHs ). 3MiHa agpecu
mr/12,5 mr; no 10 AxTtasic NTA, 3asiBHUKa (BracHUKa peecTpaLiiHOro nocBiayYeHHs)
Tabnetok y ManbTa

6nictepi, no 3 abo
9 GnicTepiB y
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n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
KapTOHHI Kopobui
32. | BA3APH TabneTku, BKpUTI TOB «TeBa YkpaiHa BankaHdapma- ManbTa/ BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3miHu | Tuny - 3a UA/5743/01/02
NniBKOBOKO YkpaiHa» OynHnua AT, Bonrapis AnMiHicTpaTmBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom
o6onoHKot, no Bonrapis; 3asiBHMKa (BNacHWKa peecTpauiiHoro noceigveHHs). 3miHa agpecu
160 mr/25 wr; no AxTasic J1T, 3asiBHUKa (BNacHUKa peecTpauiniHoro nocBigyYeHHst)
10 TabneTok y ManbTa
6nictepi, no 3 abo
9 GnictepiB y
KapTOHHI Kopobui
33. | BA3UNIN® TabneTku, BKpUTI KPKA, a.a., CnoBeHis BMPOGHMUTBO "in CnoBeHis BHECEHHS 3MiH 40 peecTpauiiHux MmaTtepianiB: yTOYHEeHHs 3a UA/3792/01/04
NNiBKOBOO Hoso mecTo bulk", nepsuHHe Ta HanucaHHs BUpo6HUKIiB B Hakasi MO3 YkpaiHu Ne 332 Big peuenmom
o6ornoHkot, no 40 BTOPUHHE 17.02.2020 B npoueci BHeCeHHs 3MiH (3MiHu | TUNYy - BUNyYeHHs
Mr no 7 TabneTtok nakyBaHHS, BMPOGHMYOT AinbHULi (BkMoYaoum ainbHudi ans A®l, npomikHoro
y 6nicTepi; no 2 KOHTPOrb Ta BUMYCK npoaykTy abo rotoBoro nikapcekoro 3acoby, AinbHUL Ans
abo no 4, abo no cepin: KPKA, o.4., npoBefeHHs NakyBaHHS, BUPOOHWMKa, BiANOBIAaNbHOro 3a BUNYyCK
12 GnicTepiB y HoBo mecTo, cepiii, MicLie NpoBeAeHHs KOHTPOMIO cepii) abo noctavanbHUka
KapTOHHI kopobLyi CnoBeHisi; KOHTPONb BMXiIHOro MaTtepiany, peareHTy abo JONOMiXXHOI pe4OBUHM -
cepin: BunyyeHHs BupobHuka Zhejiang Hisun Pharmaceutical Co., Ltd.,
KPKA, a.4., HoBo China gnsa A®| cumsactaTtuH). Pegakuia B Hakasi: KPKA, g.4.,
mecTo, CrnoBeHisi; HoBo mecTo, CrnoseHisi (BUpobHuLTBO "in bulk”, nepBuHHe Ta
JlabeHa p.0.0, BTOPWHHE NaKyBaHHS!, KOHTPOSIb Ta BUMYCK CEPIl; KOHTPOMb Cepii);
CnoseHis JlabeHa g.0.0, CnoBeHis (KOHTponb cepii); Mapudapm-a-0-0-
i - 3anponoHoBaHa
pepakuisn: KPKA, a.a., HoBo mecto, CnoBeHift (BMpoOGHULTBO
"in bulk", nepBuHHe Ta BTOPMHHE NaKyBaHHSA, KOHTPONb Ta
BUMYCK Cepii; KOHTponb cepiit); llabeHa A.0.0, CnoBeHis
(KOHTpONb cepin).
34. | BIBYPKON cyno3unTopii no 6 Bionoriwe HimeyumnH Bionoriwe HimevuunHa BHECEHHS 3MiH 0 peecTpaLinHMx maTtepianis 3MiHu | Tuny - 3MiHK be3 UA/6662/01/01
Cyno3nTopiiB y Xaunnbmitrens a Xaunnbmitrens Lono G6esnekn/edekTMBHOCTI Ta hapmakoHarnsay. BeenerHs abo | peuenma
6nicTepi, no 2 Xeenb MM6X Xeenb MM6X 3MiHWN [0 y3aranbHeHVX AaHNX Npo cuctemMy bapmMakoHarnsgy
Gnictepu y (BBEAEHHS y3aranbHeHUX AaHUX Npo cuctemy dapmakoHarnsay,
KopooOLi 3MiHa ynoBHOBaXeHOi ocobu, BianoBigansHOI 3a 3aiCHEHHSsI
hapmakoHarnsiay; KOHTakTHOi ocobu 3 dhapmakoHarnsay 3asBHUKa
Ons 3gincHeHHs chapMakoHarnsgy B YKpaiHi, AKLWO BOHA BigMiHHa
Bi ynoBHOBaxeHOi ocobu, BianoBiganbHOI 3a 3aiCHEHHSI
dapmakoHarnsaay (BKMOYaKym KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MiLLeHHi MacTep-channa cuctemy hapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO0M 3asiBHUKa, BianoBiaanbHoI 3a 3AiNCHEHHS
apmakoHarnsgy B YkpaiHi: NponoHoBaHa pepakuis —
LLlanoBanosa IHHa AHaToniiBHa. 3MiHa KOHTAKTHUX AaHUX
KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBiaanbHoI 3a 3AiNCHEHHS
dapmakoHarnagy B YkpaiHi
35. | BONNMbTAPEH | nnactup CK Lsenuapi Bupo6Huk 3, AnoHis/ BHECEHHS 3MiH 40 peecTpauinHMxX maTtepianis: 3miHu | Tuny - 6e3 UA/9383/03/01
® NIACTUP TpaHcaepmanbHU KoHcblomep A nepBuHHe Ipeuis AnMiHicTpaTuBHI 3MiHU. 3MiHa HallMeHyBaHHs Ta/abo agpecu peuenma
24 roguHu 15 mr, no 2 abo 5 Xenckep C.A. nakyBaHHS, 3asiBHUKa (BracHUKa peecTpauiiHoOro NocBiaA4YeHHs) - 3MiHa Ha3BK
nnacTupis B KOHTPOMb SIKOCTI, Ta agpecu 3asBHuUKa (BBegeHHs 3MiH NpoTsrom 6 micauis 3 gatu
naketi, no 1 abo 2 BTOPUHHE 3aTBEPAKEHHST)
nakeTu 'y nakyBaHHs, BUNYyCK
KapTOHHI kopobLyi cepii:

OopxuH Isky-Kako
Ko., Nl14., AnoHis;
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n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
BTopuHHe
nakyBaHHs1, BUMYyCK
cepii:
®AMAP AB.E.,
3ABOA ABINOH -
48-1 km,
OEPXABHOI
OOPOIN ADIHU-
JIAMIA, MNpeuis
36. | BONIbTAPEH | nnacTtup CK Lsenuapi Bupo6Huk M3, AnoHis/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - be3 UA/9383/03/02
® NNACTUP TpaHcaepmanbHuU KoHcblomep A nepBuHHe Ipeuis AnMiHicTpaTuBHI 3MiHU. 3MiHa HallMeHyBaHHs Ta/abo agpecu peuenma
24 roguHu 30 mr; mo 2 abo 5 Xenckep C.A. nakyBaHHS, 3asBHUKa (BracHUKa peecTpaLiiHoOro NocBiag4YeHHs) - 3MiHa Ha3BK
nnacTupise B KOHTPOIb SIKOCTI, Ta agpecu 3asiBHUKa (BBegeHHs 3MiH npoTaroM 6 Micsauis 3 gatu
naketi, no 1 abo 2 BTOPUHHE 3aTBEPAKEHHST)
naketn y nakyBaHHs,, BUMYCK
KapTOHHIl kopoOui cepii
OopxuH Isiky-Kako
Ko., JlTa., AnoHis;
BTopuHHe
nakyBaHHs, BUMYCK
cepii:
®AMAP AB.E.,
3ABO[A ABINOH -
48-1 km,
OEPXABHOI
OOPOIN ADIHU-
JIAMIA, Mpeuis
37. | BOTPIEHT™ TabneTku, BKpUTI Hosapric LLsenuapi [nakco Bennkom Icnanis/ BHECEHHS 3MiH 40 peecTpauinHmx maTtepianis 3miHu |l Tuny - 3a UA/12035/01/01
NniBKOBOIO dapma Al a C.A., IcnaHis Benwka OHoBreHHs NnaHy ynpaeniHHS pu3ukamu, Bepcia 17.1, y 38’A3ky 3 | peuernmom
060SI0HKOID, MO (BUpOGHUK Ans BpuTaHis NpVBEAEHHAM 00 pekoMeHaaLin, Wwo mictatbesa B Guideline on
200 wmr; no 30 nakyBaHHs Ta good pharmacovigilance practices (GVP) Module V — Risk
Tabnetok y BMNYCKY cepii); management systems (Rev 2), Ta oHoOBNeHHsIM cneumdikadii 3
donakoHi, no 1 nakco OnepenHc 6e3nekn. [leTanbHUiA OMUC CMCTEMW YNPaBIiHHA pU3MKamu y
dnakoHy B HOK Iimiten, Benuka BUIMAAi NraHy ynpaeniHHSA pyU3nkamu, Lo HagaHni 3asgBHUKOM
KapTOHHIN kopobLyi BpuTaHisi (BUpoGHMK MIiCTUTb PU3MK NPONOPLIMHI 3axoau 3 MiHiMi3aLii pu3unkiB Ta
Hepo3dacoBaHoi 3[iNCHeHHs dhapmakoHarnagy. IHdopmauis 3 6e3neku, LWwo
npoaykuii) npeacTaBneHa B iHCTPYKUii ANS MeAUYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Bifobpaxae 3axoam 3 MiHimi3aLii puaukis,
BignoBiagae iHdopmaLji, BUKNnageHin y nnaxi ynpaBniHHs
pV3nKaMmn, Ha4aHoro 3asiBHUKOM
38. | BOTPIEHT™ TabneTku, BKpUTI Hogapric LLsenuapi [nakco Bennkom Icnanis/ BHECEHHS 3MiH 0 peecTpauinHmx maTtepianis 3miHu |l Tuny - 3a UA/12035/01/02
NniBKOBOKO dapma Al A C.A., IcnaHis Benvka OHOBMeHHs naHy ynpasniHHA pusukamu, Bepcia 17.1,y 38'a3ky 3 | peuenmom
060mnoHKol0, Mo (BUpOGHUK Ans BpuTaHia npvBeAEeHHAM 0 pekoMeHaaLin, wo mictatbesa B Guideline on
400 wmr; no 30 nakyBaHHs Ta good pharmacovigilance practices (GVP) Module V — Risk
Tabnetok y BUMNYCKy cepii); management systems (Rev 2), Ta oHOBneHHAM cneuudikauii 3
dnakoHi, no 1 nakco OnepenwHc 6e3neku. JeTanbHuii onuc cMCTEMM YNpPaBriHHA pU3MKamu y
¢nakoHy B HOK Nimiten, Benuka BUMAAI NNaHy ynpasniHHA pu3nkamu, WO HagaHWU 3asiBHUKOM

KapTOHHI kopoOui

BpuTaHisi (BUpo6HMK
Hepo3dacoBaHOl
npoaykuii)

MIiCTUTb PU3MK NPOMNOPLiMHI 3axoau 3 MiHiMi3aLii pusmkiB Ta

3[icCHeHHs1 chapmakoHarnsgy. IHopmadis 3 6e3neku, Lo

npeacTaBneHa B IHCTPYKLUIi ANs MeAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Bigobpaxae 3axoau 3 MiHiMisauii puaukis,
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n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
BignoBiagae iHdopmaLji, BUKNageHin y nnaxi ynpaBniHHs
pv3vKaMu, HalaHOro 3asIBHUKOM
39. | BOTPIEHT™ TabneTtkn, BKpUTI HoBapric Lsenuapi nakco Bennkom Icnanis/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3a UA/12035/01/01
NniBKOBOIO dapma Al a C.A., IcnaHis Benvka BBeJEHHS anbTepHaTVBHOIO BUMIpOBaya NOTYXXHOCTI rpaHynauii. | peyenmom
060s0oHKO10, N0 (BUpOBHUK Ans BpuTaHia BBefeHHs 3MiH NpoTArom 3-x MicauiB nicna 3aTBepaXKEHHSsI
200 wr; no 30 nakyBaHHs Ta
Tabnetok y BMNYCKY cepii);
dnakoHi, no 1 nakco OnepenwHc
dnakoHy B HOK Nimiten, Benuka
KapTOHHI kopoOui BpuTaHisi (BUpo6HMK
Hepo3dacoBaHOl
npogykuii)
40. | BOTPIEHT™ TabneTku, BKpUTI Hosapric LLsenuapi [nakco Bennkom Icnanis/ BHECEHHS 3MiH 0 peecTpauinHmMx maTtepianis 3miHu | Tuny - 3a UA/12035/01/02
NniBKOBOIO dapma Al a C.A., Icnanis Benwka BBeJEHHS anbTepHaTUBHOIO BUMIpIOBaya NOTYXHOCTI rpaHynsauii. | peyenmom
0060JI0HKOLD, MO (BUpOGHUK Ans BpuTaHis BBefeHHs 3MiH NpoTArom 3-x MicauiB nicns 3aTBepaXKEHHSsI
400 wmr; no 30 nakyBaHHs Ta
Tabnetok y BMNYCKY cepii);
donakoHi, no 1 nakco OnepenwHc
dnakoHy B IOK Iimiten, Benuka
KapTOHHIN kopobLyi BpuTaHisi (BUpoGHMK
Hepo3dacoBaHoi
npoaykuii)
41. | TANA3OJIH® | renb HasanbHUI BapLuascbkuin MonbLa Mepana ®apma MonbLya BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis 3miHu | Tuny - be3 UA/0401/01/02
0,1% no10ry capmaneBTny AKLiOHepHe BHECEHHS 3MiH Ao po3ainy “MapkyBaHHa” MKA J13: peuenma
dnakoHi 3 HWUI 3aBOf, ToBapucTteo 3anponoHoBaHo: Po3ain MapkyBaHHs (BignoBigHo Ao
Hacocom- Monbda AT 3aTBEPAKEHOro TEKCTY MapKyBaHHs). BBegeHHs 3MiH npoTsirom 6-
nosaTtopowm; no 1 TV MiCALIB nicns 3aTBepAKEHHSI
dnakoHy B navui
KapTOHHIN
42. | TANTA3OJIIH® | renb HazanbHWiA BapLuaBcbkuii Monblwa Mepana ®apma Monblwa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 6es UA/0401/01/01
0,05% no10ry dapmaueBTny AkLioHepHe BHECEeHHS 3MiH 4o po3ainy “MapkyBaHHs” MKA N3: peuenma
cdnakoHi 3 HWUI 3aBOf, ToBapucTBo 3anponoHoBaHo: Po3ain MapkyBaHHst (BianoBigHo Ao
HacoCoMm- Monbca AT 3aTBEPKEHOro TEKCTY MapKyBaHHS). BBegeHHs 3MiH npoTsarom 6-
nosaTtopom; no 1 TV MiCALIB Nicns 3aTBepAKEHHSI
dnakoHy B navui
KapPTOHHIMN
43. | TEBKAMEH Masbno20ry MPAT YkpaiHa MPAT "®ITO®APM" YkpaiHa BHECEHHS 3MiH 40 peecTpauinHmx matepianis 3miHu |l Tuny - be3 UA/8241/01/01
KOHTeWHepax "®ITOPAPM" BBeAeHHS fgoaaTkoBoro BupobHuka “Silverline Chemicals”, IHais peuenma
Ons A4itoyoi pevyoBMHN NEBOMEHTONY. 3MiH 3 AKOCTi He
BigbyBaeTbCs
44. | TEMUUBIH niocpinisat gns TOB «TeBa YkpaiHa Cingan ®apma CPJ1, PymyHis/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/7994/01/01
PO34MHY Ang YkpaiHa» PymyHis; ITanis AnMiHicTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom
iHdy3in no 200 mr; AkTaBic ITanisa 3asiBHMKa (BNacHUKa peecTpauiiHoro nocBigyYeHHs1) - 3MiHa agpecu
1 conakoH 3 C.n.A., Itania 3asiBHMKA
niodiniaatom y
KapTOHHIN kopobuyi
45. | FTEMUUBIH niocpinisat gnsa TOB «TeBa YkpaiHa Cingan ®apma CPJ1, PymyHis/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/7994/01/02
pO34MHy Ans YkpaiHa» PymyHis; ITanis AnMiHicTpaTMBHI 3MiHU. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom

iHdpysin no 1000
mr; 1 onakoH 3
niodpinizatom y

AkTagic Itanis
C.n.A., ITanisa

3asiBHMKa (BNacHUKa peecTpauiiHoro NocBigvYeHHs1) - 3MiHa agpecu
3asBHUKa
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n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
KapTOHHI Kopobui
46. | FTEMUUBIH niodpinisat ansa TOB «TeBa YkpaiHa AkTaBic ITanisa ITanis BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3miHu | Tuny - 3a UA/7994/01/03
PO34MHY Ang YkpaiHa» C.n.A. AnMiHicTpaTmBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom
iHdys3in no 2000 3asiBHMKa (BNacHUKa peecTpauiiHoro nocBigyYeHHs1) - 3MiHa agpecu
mr; 1 donakoH 3 3asiBHMKA
niodinizatom y
KapTOHHI kopobui
47. | TENALE®® NOPOLLIOK ANA MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis 3miHu | Tuny - amiHa 3a UA/0881/01/01
PO34MHY Ang "Kuismegnpen "KuiBmegnpenapat” HanMeHyBaHHs BUpobHuka, 6e3 amiH y MKA J13, 6e3 3MiH B peuenmom
iH'ekuinno 1,0, apat” IHCTPYKLUIii ANs MeAMYHOro 3aCTOCYBaHHS Ta Y TEKCTI MapKyBaHHSI
10 cpnakoHis 3 J13; 3anponoHoBaHo: [oBHa Ha3Ba AKLiOHEpHE TOBapuCTBO
MOPOLLIKOM Y "KniBmegnpenapat" CkopoyeHa Ha3Ba
KOHTYPHIW MAT "KuiBmegnpenapart"; 3amiHu | Tuny - 3miHa HaliMeHyBaHHS
YapyHKOBIN 3asBHUKa, 6e3 3miH y MKA J13 (3atBepmxeHo: MAT
ynakoBLi; no 1 "KniBmegnpenapart"), 6e3 3miH B iHCTPyKLUii ANS MeANYHOro
KOHTYPHIW 3aCTOCyBaHHS Ta Yy TEKCTi MapkyBaHHs J13; 3anponoHoBaHo: NMoBHa
YapyHKOBIN Ha3Ba AkuioHepHe ToBapucTBo "KniBmeanpenapat" CkopoyeHa
ynakoBLi B nayui HasBa AT "KniBmegnpenapat"
48. | TENTPAN® NOPOLLIOK ABGOTT HimeuumnH BUMPOBHMLITBO, peuis/ BHECEHHS 3MiH 40 peecTpaLiinHMX MaTepianiB: yTOYHEeHHSA B 3a UA/6993/02/01
niodpinisoBaHmn JlabopaTtopi3 a nepBuHHE ITanis/ Haka3i MO3 YkpaiHu Ne 2283 Biag 14.11.2019 dyHkuUin peuenmom
ONsi NpUroTyBaHHSA meX nakyBaHHS, PpaHLuis BUpo6HuKa Bionoaxici Itania Jlaboparopis C.P.J1., Itanisa B
pO34MHy Ans KOHTPOIb SIKOCTi Ta npoueci BHECEHHS 3MiH - 3MiHM | TUny - 3amiHa meToay
iH'ekuin no 400 mr, BMNYCK cepin BMNpoOyBaHHA Ans ineHTUdiKaLii, BU3HaYEHHSI KirbKiCHOro BMiCTy
5 cknsHUx po34mnHHMKa in bulk: afeMeTIiOHiHY | BU3Ha4YeHHs BMiCTy NMpOAyKTiB po3nagy (MeToaomM
drakoHiB 3 ®damap A.B.E. BEPX) ansi rotoBoro nikapcbkoro 3acoby. BBeeHHs1 3miH
niodpinizoBaHum Animoc MNMnaHT 63, npoTsArom 3-x MicAUiB Nicnsa 3aTBepAXeHHs. 3aTBEpPKEHO:
NnopoLLKoM Ta 5 Byn. Ar. LimiTpiy, Bionopxici ITanis JTabopatopis C.P.J1., Itania (Bnpo6bHuLTBO,
amnyn 3 [peuist; nepBMHHE NakyBaHHS Ta KOHTPOSb SIKOCTi NOPOLLKa
PO34MHHMKOM (L- BUPOGHULUTEBO, niodpinisoBaHoro). 3anponoHoBaHo: Bionoagxici Itanis
Ni3uH, HaTpiItO nepBUHHEe Na6opartopis C.P.J1., Itanis (BMpoOGHMLTBO, NepBUHHE
rigpokcua, Boga naKkyBaHHs Ta naKkyBaHHSl Ta KOHTPONb AKOCTi MopoLuka niodinizoBaHoro;
ans iH'ekuin) no 5 KOHTPONb AKOCTi BTOPMHHE NaKyBaHHA, KOHTPONb AKOCTi Ta BUNYCK cepin
MIT Yy KOHTYpHIl nopoLuka roToBOro fikapcbKoro 3acoby)
YapyHKOBIN niodpinizoBaHoro;
ynakosLi, BTOPUHHE
3anevaTaHin naKyBaHHS,
arntoMiHieBoto KOHTPONb AKOCTi
¢onbroto; no 1 Ta BUNYCK cepin
KOHTYpHi# roToBOro
YapyHKOBIN nikapcbKoro
ynakoBLi B 3acoby:
KapTOHHI KopoOui Bionopxici ITanis
INa6oparopis
C.P.1., Itania a6o
damap Jlernb,
PpaHuis
49. | TENTPAN® NOPOLLIOK ABGOTT HimeuumnH BUMPOBHMLITBO, peuis/ BHECEHHS 3MiH 0 peecTpaLinHMX MaTepianiB: yTOYHEHHA B 3a UA/6993/02/02
niocpinisoBaHuin Jlabopartopis a nepBuHHE ITanis/ Haka3i MO3 Ykpainun Ne 2283 Big 14.11.2019 cyHkLUin peuenmom
Onsi pO34nHy Ans MM6X nakyBaHHsi, ®paHuis BUpoGHuKa Bionopxici Itanis Nabopatopiz C.P.J1., Itanis B

iH'ekuin no 500 wmr,
5 cKNgHUX

KOHTPO~b SIKOCTi Ta
BMNYCK cepin

npoueci BHECEHHS 3MiH - 3MiHM | TUny - 3amiHa meToay
BMNPOOYyBaHHSA A5 ineHTUdikauii, BUSHa4YeHHs KinbKiCHOro BMICTY
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Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
dnakoHiB 3 po34mnHHMKa in bulk: afeMeTIiOHiHy | BU3Ha4YeHHs BMiCTy NMpPOAYKTiB po3nagy (MeToaomM
NOPOLLIKOM damap A.B.E. BEPX) ansi rotoBoro nikapcbkoro 3acoby. BBeaeHHs1 3miH
niocpinisoBaHum Animoc MnaxT 63, npoTsArom 3-x MicauiB nicnsa 3aTBepAXeHHs. 3aTBEPPKEHO:
Ta 5 amnyn 3 Byn. Ar. LimiTpiy, Bionogxici ITanist JTabopatopis C.P.J1., Itania (Bnpo6bHuuTBO,
PO34MHHMKOM (L- [peuist; nepBMHHE NaKyBaHHs Ta KOHTPOIb SIKOCTi NOPOLLKa
Ni3uH, HaTpItO BUPOOHMLUTBO, nioginisoBaHoro). 3anponoHoBaHo: Bionogxici Itanis
rigpokcua, Boga nepBUHHe Na6opartopis C.P.J1., Itanis (BMpoOGHMLTBO, NepBUHHE
ans iH'ekuin) no 5 naKkyBaHHs Ta naKyBaHHSl Ta KOHTPONb AKOCTi MopoLuka niodinizoBaHoro;
MIT B KOHTYPHIl KOHTPOJb AKOCTi BTOPUHHE NaKyBaHHs, KOHTPOIb AKOCTi Ta BUNYCK cepin
YapyHKOBIN nopoLuka roToBOro NikapcbKoro 3acoby)
ynakosLi, niodpinizoBaHoro;
3anevaraHin BTOPUHHE
arnoMiHieBow naKyBaHHS,
¢onbroto; no 1 KOHTPONb AKOCTi
KOHTYpHi# Ta BMNYCK cepin
YapyHKOBIN roToBOro
ynakoBLUi y nikapcbKoro
KapTOHHIl kopoOui 3acoby:
Bionopxici ITanis
INa6oparopis
C.P.1., Itanis a6o
damap Jlernb,
PpaHuis
50. | FTHEKOXEEN | kpanni opanbHi no Bionoriwe HimeyumH Bionoriwe HimeuunHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3aMiHu be3 UA/7867/01/01
b 30wmny Xannbemittens a Xannbemittens Lwopao 6esnekn/edekTMBHOCTI Ta dhapmakoHarnsaay. BeegenHs abo | peuenma
dnakoHax- Xeenb 'MBX Xeenb 'M6X 3MiHM [0 y3aranbHEeHUX AaHuX Npo cuctemy dapmakoHarnsgy
KpanenbHuusx Ne (BBEeOEHHS y3aranbHeHVX AaHnX Npo cucTemy chapmakoHarnsay,
1 3MiHa YNoBHOBa)eHOi 0cobwu, BignoBiaanbHOI 3a 34ilCHEHHS!
hapmakoHarnsiay; KOHTakTHOi 0cobu 3 hapmakoHarnsay 3asiBHUKa
Ons 3AiMCHeHHs dhapmakoHarnsgy B YKpaiHi, SiKLO BOHa BigMiHHa
Bi yNnoBHOBakeHOi 0cobw, BignoBiaanbHOI 3a 34iCHEHHSI
papmakoHarnsay (BKMoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-daina cuctemu papmakoHarnsaay) - 3aMmiHa
KOHTaKTHOI 0cOobM 3asiBHUKA, BiANOBIAANbHOI 3a 3AiICHEHHS
dapmakoHarnagy B YkpaiHi: [ponoHoBaHa peaakuis —
LLlanoBanosa IHHa AHaToniiBHa. 3MiHa KOHTaKTHUX AaHNX
KOHTaKTHOI 0CcOobM 3asiBHUKA, BiANOBIAANbHOI 3a 3AiICHEHHS
dapmakoHarnagy B YkpaiHi
51. | MNIKNA3NA- Tabnetku 3 TOB «TeBa YkpaiHa BankaHdapma - Bonrapis BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/16821/01/01
TEBA MoaucbikoBaHUM YkpaiHa» OynHnua AT AnMiHicTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom
BUBIMTbHEHHAM MO 3asiBHMKa (BNacHWKa peecTpauiiHoro nocBigvyeHHs) - 3miHa
30 mr; no 10 agpecy 3asiBHVKa (BnacHvKa peecTpaLiiHoro NocBig4yeHHs)
Tabnetok y
6nictepi; no 6
GnictepiB y
KopooLi
52. | MMIKNA3NAO- Tabnetku 3 TOB «TeBa YkpaiHa BankaHdapma - Bonrapis BHECEHHS 3MiH 40 peecTpauinHMxX maTtepianis: 3miHu | Tuny - 3a UA/16821/01/02
TEBA MoaucpikoBaHUM YkpaiHa» OynHunua AT AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom

BUBINbHEHHSAM MO
60 mr; no 10

3asiBHMKa (BNacHWKa peecTpauiiHoro nocBigvyeHHs) - 3miHa
agpecy 3asiBHMKa (BnacHvKa peecTpaLinHOro NoceigvyeHHs)
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Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
Tabnetok y
6nictepi; no 3
Gnictepuy
KopobLi
53. | MIUEPUHOB | cynosuTopii no TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHux MaTtepianiB: yTOYHEHHA be3 UA/14366/01/01
| 0,88r;n05 "®APMEKC reyn" cTaTycy peknamyBaHHs B Haka3i MO3 YkpaiHu peuenma
CYMNMOS3UTOPI | cynosuTopiiB y reyn" Ne 269 Big 06.02.2020 B npoLieci nepepeecTpaLi. 3aTBepOXKEHO -
) ctpuni; no 1 a6o niansrae. BipHa pepakuis - He niansrae.
no 2 ctpunu B
navui
54. | FMIOKOBAHC | TabneTku, BKpUTI Mepk CaHTe PpaHuis Mepk CaHTe PpaHuis BHECEHHS 3MiH O peecTpaLinHmMx maTtepiania 3mMiHu | Tuny - 3MiHn 3a UA/5390/01/02
® NniBKOBOIO c.a.c. oo 6esnekn/edekTMBHOCTI Ta dhapmakoHarnsaay. BeegeHHst abo | peuenmom
o6onoHkot, No 3MiHW [0 y3aranbHeHUX AaHuX Npo cuctemy chapmakoHarnsgy
500 mr/5 mr no 15 (BBEAEHHS y3aranbHEHUX AaHUX NPO cuctemy dapmakoHarnsay,
Tabnetok y 3MiHa YNOBHOBa)KeHOi 0cobw, BignoBiaanbHOI 3a 34ilCHEHHS!
6nicTepi; no 2 hapmakoHarnsiay; KOHTakTHoOi 0cobu 3 hapmakoHarnsay 3asiBHUKa
6nictepu B Ons 3aiicHeHHs chapMakoHarnsgy B YKpaiHi, SKLWO BOHA BigMiHHa
KapTOHHIN Bi yNnoBHOBaeHOi 0cobw, BignoBiaanbHOI 3a 34iCHEHHSI
kopobui; no 20 bapmakoHarnsay (BKMYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
Tabnetok y po3MiLLeHHi MacTep-channa cuctemy hapmakoHarnsgy) - amiHa
6nictepi; no 3 KOHTaKTHUX AaHWNX YNOBHOBaXeHOi 0cobu, BignoBigansHoi 3a
6nictepu B dapmakoHarnag. 3miHa micus 34iNCHEHHA OCHOBHOI OisiNbHOCTI 3
KapTOHHIN kopobuyi dapmakoHarnagy. 3miHa micue3HaxoakeHHsi macTtep-danna
55. | rPMnro rpaHynu ans KYCYM IHais KYCYM XENTXKEP IHais BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - 3MiHn be3 UA/16501/01/01
XOTMIKC® oparnbHoro XENTXKEP MBT NTAO 3 sikocTi. [oTOBUIA Nikapcbkumii 3acib. 3miHK y BUpobHUUTBI. 3amiHa | peuenma
PO34MHY 3i CMaKoM NnBT NTA abo BBe[leHHs1 4OAaTKOBOI AiNbHULI BUPOBHULITBA AN YaCTUHU
nonyHuuino 5ry abo BCbOro BUPOBHMYOrO NpoLecy roToBoro nikapcbkoro 3acoby
calue, no 5 a6o no (minbHUUSA, Ha Ak NpoBoAsATLCA Byab-aki BUPOGHWYI cTagii, 3a
10, abo no 20, abo BMHSATKOM BUMYCKY CEpiil, KOHTPOSO SIKOCTi, NEPBUHHOIO Ta
no 50 cawe y BTOPUHHOIO NaKyBaHHS, ANs HECTEPUITbHMX NiKapCbKUX 3acobiB).
KapTOHHIN CynyTHs1 3miHa. - 3MiHKM 3 sikocTi. FoTOBMI Nikapcbkuii 3aci6. 3MiHK
ynakoBLi y BUpOGHMLTBI. 3aMiHa abo BBeAEHHS 40AATKOBOT AinbHULI
BMPOOHMLTBA 4N YaCTHM abo BCbOro BUPOBHMYOro npolecy
roTOBOrO MikapCbKoro 3acoby (AinbHWUUS ANt BTOPUHHOIO
nakyBaHHs1) - 3MiHM 3 sikocTi. [0TOBMI Nikapcbkuii 3aci6. 3MiHU y
BMPOBHMUTBI. 3amiHa abo BBeAeHHS AO4ATKOBOI AiNbHUL
BMPOOHMLTBA ANst YacTUMHM abo BCbOro BUPOBHUYOrO npoLecy
roTOBOrO fikapcbkoro 3acoby (AinbHULSA Ans NEPBUHHOMO
naKyBaHHs1) - BBEA€HHS JOAATKOBOI AiNbHuULi BUpobHuuTBa Kycym
Xentxkep MMBT T4, MNMnot Ne M-3, IHgop Cnewwen [koHoMik 30yH,
®dens-1l, Nitamnyp, Oict. Oxap, Magxes Mpageww, MiH 454774,
IHAis; 3miHm | TNy - 3miHK 3 AkocTi. FoToBUIA Nikapcbkuii 3acib.
3MiHM y BUpOOHMUTBI. 3MiHa iMnopTepa/3miHu, Lo CTOCYTbCs
BWMNYCKY Cepii Ta KOHTPOSO SIKOCTi FOTOBOrO fikapcbkoro 3acoby
(3amiHa abo foaaBaHHSA BUPOGHKKa, WO BiAMNOBIAAE 3a BBE3EHHS
Ta/abo BuNyck cepii) - Bknroyarum KOHTporb/BUNpobyBaHHst cepil -
BBEZIEHHS OAATKOBOI AinbHWUi BUpobHuLTBa Kycym XenTxkep
MeT A, Mnot Ne M-3, IHaop Cnewen IkoHomik 3oyH, ®ens-Il,
Mitamnyp, Oict. Oxap, Magxbs MNpagew, MiH 454774, IHgis
56. | TPUN-XEENb | Ttabnetku, no 50 Bionoriwe HimeyumnH Bionoriwe HimevunHa BHECEHHS 3MiH 0 peecTpaLinHmMxX maTtepianis 3mMiHu | Tuny - 3MiHK 6e3 UA/4268/02/01
Tabnetok y Xannbmitrens a Xannbmitrens oo 6e3nekn/edpekTBHOCTI Ta hapMakoHarnsgy. BeegeHHs abo | peyenma
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Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
KOHTEWHepi Xeenb MM6X Xeenb MM6X 3MiHW [0 y3aranbHeHVX AaHNX Npo cuctemy dbapmMakoHarnsgy
noninponineHoBom (BBEAEHHS y3aranbHeHUX AaHUX NPo cuctemy dapmakoHarnsay,
y; no 1 3MiHa YNoBHOBa)eHOi 0cobw, BignoBiaanbHOI 3a 34ilCHEHHS!
KOHTEeWHepy B hapmakoHarnsiay; KOHTakTHOi ocobu 3 dhapmakoHarnsay 3asiBHUKa
KOpOoOGLi 3 KapTOHY Ons 3gincHeHHs chapMakoHarnsgy B YKpaiHi, SKLWO BOHA BigMiHHa
Bi yNOBHOBakeHOi 0cobw, BignoBiaanbHOI 3a 34iCHEHHSI
dapmakoHarnsaay (BKMOYaKym KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MiLLeHHi MacTep-channa cuctemy chapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0cOobM 3asiBHUKA, BiANOBIAANbHOI 3a 3AiICHEHHS
hapmakoHarnsay B YkpaiHi: NponoHoBaHa pepakuis —
LLlanoBanosa IHHa AHaToniiBHa. 3MiHa KOHTAKTHUX AaHNX
KOHTaKTHOI 0CcOobM 3asiBHUKA, BiANOBIAANbHOI 3a 3AiICHEHHS
dapmakoHarnagy B YkpaiHi
57. | OEKANENTU NOPOLLIOK A4S DeppiHr 'M6X | HimeuunH DeppiHr M'mbX, HimeyuunHa/ BHECEHHS 3MiH IO peecTpaLinHmMx maTtepiania 3mMiHu | Tuny - 3MiHn 3a UA/7106/01/01
n geEno cycneHsii gns a HimeuyunHa Yecbka oo 6esnekn/edekTMBHOCTI Ta dhapmakoHarnsay. BeegeHHs abo | peuenmom
iH'ekuin no 3,75 mr (BignoBiganbHWM 3a Pecnybnika 3MiHWM [0 y3aranbHeHVX AaHWX Npo cuctemy bapmMakoHarnsgy
1 nonepeaHLO BUPOGHULITBO (BBEOEHHS y3aranbHeHVX AaHuX Npo cucTeMy chapmMakoHarnsiay,
3arMoBHEHW roTOBOro NPOAYKTY, 3MiHa YNoBHOBa)KeHOi 0cobw, BignoBiaanbHOI 3a 34ilCHEHHS!
wnpuy 3 NepBUHHY YMaKoOBKY, hapmakoHarnsay; KOHTakTHOi ocobu 3 hapmakoHarnsaay 3asBHUKa
nopotukom Ta 1 KOHTPO~b SIKOCTi Ta Ons 3gincHeHHs chapMakoHarnsgy B YKpaiHi, SKLWO BOHA BigMiHHA
nonepeaHL0 BWNYCK cepii); Bi yNOBHOBakeHOi 0cobw, BignoBiaanbHOI 3a 34iCHEHHS!
3aMoBHEHW PeppiHr-lNeunsa, dapmakoHarnsaay (BKOYarym KOHTaKTHI AaHi) Ta/abo 3miHn y
wnpwuy no 1 mn 3 a.c., Yecbka po3MilLeHHi MacTep-thanna cuctemy hapmMmakoHarnsgy) - 3miHa
PO34YNHHUKOM Pecnybnika KOHTaKTHOT 0cobu ynoBHOBaXeHOi 0cobu 3asBHYKa,
(nekctpaH 70, (BignoBiganbHWM 3a BiANOBIAanNbHOI 3a 34iiCHEHHA dhapmakoHarnsay B YKpaiHi.
nonicop6ar 80, BTOPWUHHY YNaKoBKY) MponoHoBaHa pepakuis: Kyuma Bonogummup OnekcaHgposuy.
HaTpilo Xnopwa, 3MiHa KOHTaKTHMX AaHUX KOHTaKTHOI 0coby ynoBHOBaXKeHOi 0cobu
HaTpilo 3asBHUKA, BiAMNOBIAanbHOI 3a 34iiCHEHHs dhapmakoHarnsay B
aurigpodocdat YkpaiHi
ovrigpat, 1 N
PO34YMH HaTPIO
rigpokcuay, Boga
Ons iH'ekuin);
3'eqHyBanbHUA
€IEMEHT, rosku
Ons iH'ekuin y
KapTOHHiIN
ynakoBLi
58. | AUKNO®EHA | po3unH gns MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3aMiHu 3a UA/13364/01/01
K HATPIO iH'ekuin, 25 mr/mn akuioHepHe akuioHepHe oo 6esnekn/edeKTMBHOCTI Ta dhapmakoHarnsagy. 3miHa y peuenmom
no 3 mn B amnyni; TOBapuCTBO TOBapuCTBO KOPOTKili XapakTepuUcTuLL Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHS
no 5 amnyny "ekxim- "MNekxim-Xapkis" Ta IHCTPYKUii ANA Mean4HOro 3acToCcyBaHHS Ha MiAcTaBi perynspHo
nayui 3 XapkiB" OHOBMOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
neperopoakamu; nocnimxeHb 3 6e3neky 3acTocyBaHHS nikapcbkoro 3acoby B

no 5 amnyn B
0fHOGI4YHOMY
6nicTtepi; no 1
GnicTepy y nayuj;
no 3 mn B amnyni;
no 100 amnyn y
KopobLi 3

nicnspeecTpauinHuii nepiod, abo sk pe3ynbTaT OLiHKA 3BITY 3
OocnifmxeHb, NPOBEAEHMX BiANOBIAHO A0 NNaHy nefiaTpUyuHMX
pocnigxeHb (PIP); cynyTHS 3miHa: 3MiHM A0 iHCTPYKUii Ans
MeANYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y po3ainu
"OcobnusocTi 3actocyBaHHs", "NobivHi peakuii” BignosigHo o
OHOBeHOT iHdhopmaLlii 3 6e3neku Ailo4oi pevoBUHM
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n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
neperopogkamu
59. | AUKNODEHA | posunH ans TOB «TeBa YkpaiHa Mepkne M'mbX HimeuuunHa BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3miHu | Tuny - 3a UA/16637/01/01
K-TEBA iH'ekuin, 75 mr/3 YkpaiHa» (BUpOBHULTBO AnMiHicTpaTmBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom
M, no 3 Mn Hepo3dhacoBaHOro 3asiBHMKa (BNacHUKa peecTpauiiHoro nocBigyYeHHs1) - 3MiHa agpecu
PO34MHY B amnyrii; NpoAyKTy, NepBUHHA 3asiBHUKA
no 5 amnyny Ta BTOpPWHHA
6nicTtepi; no 1 abo ynakoBka, 403BiN Ha
no 2 6nictepu B BUWMYCK Cepil;
KopobLi KOHTPOIb SIKOCTI)
60. | OIOKOP TabneTku, BKpUTI TOB "ACIHO YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 0 peecTpauinHmMx maTtepianis 3miHu | Tuny - 3a UA/11341/01/01
COJl10 160 NniBKOBOIO YKPATHA" BUIYyYeHHs NakyBaHHs in bulk no 7 kr TabneTok y nakeTax, 3 peuenmom
0BOJOHKO MO BiAMOBIAHMMM 3MiHaMU [0 p. «YnakoBka» » Ta p. «MapkyBaHHs»
160 mr no 10
Tabnetok y
6nicTepi; no 1 abo
3, abo 4, abo 9
6nictepiB y
KapTOHHIN nayui
61. | OIOKOP TabneTku, BKpUTI TOB "ACIHO YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 0 peecTpauinHmMx maTtepianis 3miHu | Tuny - 3a UA/11341/01/02
COJo 80 NniBKOBOIO YKPATHA" BUIyYeHHs NakyBaHHs in bulk no 6 kr TabneTok y nakeTax, 3 peuenmom
o6onoHkoto no 80 BiAMOBIAHMMK 3MiHaMU [0 p. «YNakoBka» » Ta p. «MapkyBaHHs»
mr no 10 TabneTok
y 6nicTepi; no 1
abo 3, abo 4, abo
9 GnictepiB y
KapTOHHIN navui
62. | AOKCOPYBIL, | po3unH gns menak M'meX HimeyumnH Bignosigae 3a HimeyuunHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3aMiHu 3a UA/14471/01/01
WH MEOAK iHdy3in, 2 mr/mn a BTOPUHHE Lwono 6esnekn/echekTUBHOCTI Ta hapmakoHarnsay. BeeaeHHst abo | peuenmom
no 5 mn (10 mr), nakyBaHHS, 3MiHW 00 y3aranbHeHVX AaHWX Npo cuctemy hapmMakoHarnsgy

10 mn (20 wmr), 25
mn (50 mr), 100
mn (200 wr) y
dnakoHax Ne 1, Ne
5

HaHeCEHHS 3aXUCHOT
nniBkn Ha pnakoH
(onuioHanbHO),
[03BiN Ha BUMYCK
cepii: Megak
[esenbiadt drop
KniHiwe
Wneuianbnpenapat
e MbX, HimeuunHa;
Bignosigae 3a
BUPOGHULITBO
Hepo3dacoBaHOl
npoaykLuii, NnepBuHHe
Ta BTOPWHHE
nakyBaHHs,
KOHTPOIb SIKOCTi:
OnkoTek ®apma
MpopakwH M6X,
HimeuuunHa;
BiAgnoBigae 3a
BTOPUHHE
nakyBaHHS,

(BBEOEHHS y3aranbHeHVX AaHnX Npo cuctemy hapmakoHarnsgy,
3MiHa ynoBHOBaXeHOi ocobu, BianoBiganbHOI 3a 3aiNCHEHHSI
hapmakoHarnsiay; KOHTakTHOi ocobu 3 hapmakoHarnsay 3asBHUKa
Ons 3AiMCHeHHs dhapmakoHarnsgy B YKpaiHi, SiKLO BOHa BigMiHHa
Bi ynoBHOBaxeHOi ocobu, BianoBiganbHOI 3a 3aiCHEHHSI
papmakoHarnsay (BKMYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-daina cuctemu papMmakoHarnsaay) - aMmiHa
yMNOBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiAanbHOI 3a
dapmakoHarnag. NponoHoBaHa peaakuis: JokTtop Barbara
Jogereit. 3MiHa KOHTaAKTHUX Aa@HWX KOHTaKTHOI ocobu
yMNOBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiAanbHOI 3a
papmakoHarnsig. 3mMiHa KOHTaKTHOI 0CO6M YNOBHOBaXXeHOT 0cobu
3asiBHUKA, BignoBiganbHoi 3a hapmakoHarnag B YkpaiHi.
[MponoHoBaHa peaakuis: BonbBay Hens MukonaisHa. 3miHa
KOHTaKTHMX JaHNX KOHTaKTHOI 0COGU YNoBHOBaXeHOi ocobun
3asiBHUKA, BignoBiganbHoi 3a hapmakoHarnag B YkpaiHi
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Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
HaHeCeHHSs 3aXUCHOI
nniBkn Ha dprnakoH
(onuioHanbHO):
Meg-IKC-MNpecc
'm6X, Himeuydynna
63. | AOJNNIOBEHE rene; no 20 r abo TOB «TeBa YkpaiHa Mepkne M'mM6X HimeuunHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - bes UA/5565/01/01
50r,a6o 1001 B YkpaiHa» (BUpOBHULTBO AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu peuernma
Ty6i; no 1 1y6i B Hepo3dhacoBaHoOro 3asiBHMKa (BNacHUKa peecTpauiiHoro nocBigvYeHHs1) - 3MiHa agpecu
Kopobui NpPoAyKTy, NepBUHHA 3asiBHUKA
Ta BTOpPWHHA
ynaKoBKa, KOHTPOSlb
cepii;
[03BiN Ha BUMYCK
cepii)
64. | AOUETAKCE | koHueHTpaT ans EBEBE ABCTpis EBEBE ®apma ABCTpis BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3aMiHu 3a UA/11091/01/01
n "EBEBE" pO34nHy Ans dapma [ec.m.6.X. Hopr. KI [0 IHCTPYKLUIi ANst Me4MYHOro 3acToCyBaHHS fikapcbkoro 3acoby y | peyenmom
iHdy3in, 10 mr/mn [ec.m.6.X. po3ginu: "B3aemogist 3 iHLWIMMU nikapcbkMMK 3acobamm Ta iHLLi
no 2 mn (20 mr) Hdpr.KI" BvAn B3aemogin", "OcobnmeocTi 3acTocyBaHHA", "3aaTHiCTb
abo 8 mn (80 wmr), BMAMBATU Ha WBMAKICTb peakuii Npy KepyBaHHi aBTOTPaHCNOPTOM
abo 16 mn (160 abo iHWK1MK mexaHismamu”, "MobivHi peakuii” BianosigHoO 4o
Mr) y donakoHi; no iHcbopMmalii LLoAo MeaMYHOro 3acTocyBaHHs pedpepeHTHOro
1 donakoHy B nikapcbkoro 3acoby. BBeaeHHst 3MiH NpoTsrom 6-Tu MicsiLiB nicrnst
KopooLi 3aTBEPOKEHHS
65. | EFJIOK® Tabnetku no 25 3AT YropwuHa Bupo6Humk YropwuHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 3a UA/9635/01/01
Mmr, no 60 dapmaueBTuy BiANoOBiganbHUIM 3a 3MiHK 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHW y BUpOBHULTBI. | peuernmom
Tabnetok y HWIA 3aBoA NMOBHUIN LMKI 3amiHa abo BBeAEHHS 10AAaTKOBOI AiNbHULL BUPOOGHMLUTBA ANsi
dnakoHi; no 1 EriC BMpPOBHMUTBA, YacTuHM abo BCbOro BUPOBGHMYOro MPOLECy rOTOBOrO NiKapCbKoro
dnakoHy B BKITHOYAKO4M BUMYCK 3acoby (AinbHULSA AN BTOPMHHOIO NakyBaHHs) BBEAEHHS
KapTOHHIN cepii: BMPOGHMYOT AinbHULI BiANOBiAanbHOT 3a BTOPUHHE NaKyBaHHSI
ynakoBLi 3AT roToBOro nikapcbkoro 3acoby. 3miHu | Tuny - 3MiHM 3 SKOCTi.
dapmMaLueBTUYHUI [oToBWMI Nikapcbkui 3aci6. 3MiHM y BUpOGHMLTBI. 3amiHa abo
3aBop ETIC, BBEJEHHS 0AaTKOBOI AiNbHULi BUpOBHULITBA ANs YacTuHU abo
YropuwuHa; BCbOro BUPOOHMYOro NpoLecy roToBOro Nikapcbkoro 3acoby
Bupo6Huk (BiNbHUUS ANs NEPBMHHOIO NakyBaHHS) BBEAEHHS BUPOOHUYOT
BiANoBiganbHUIA 3a AinbHULU BiANOBIAaNbHOI 3a NepBMHHE NaKyBaHHS FOTOBOro
BTOPWHHE Ta nikapcbKkoro 3acoby.
nepBuHHE 3MmiHu | TUny - 3miHK 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW y
nakyBaHHS1 KOHTPOIb BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu, L0 CTOCYHTLCS BUMYCKY
cepii Ta BUNycK cepii Ta KOHTPOIO SIKOCTi FOTOBOrO MiKapCbKoro 3acoby (3amiHa
cepii: abo gofgaBaHHs BUPOGHMKa, Lo BiAnoBifae 3a BBE3eHHs Ta/abo
3AT BUNYCK cepii) - Bknroyarum KOHTponb/BUNpobyBaHHs cepil
dapmaueBTUYHUIA (BBEAEHHS BUPOOHMYOI AiNbHMLI BiANOBIAaNbHOI 3a BUMYCK cepii
3aBog ETIC, Ta KOHTPOIb FOTOBOTO NiKapCbKOro 3acoby Ta 3a3Ha4YeHHs PYHKL
YropwuHa BX€ 3aTBepaKeHOI BUPOBHUYOT AinbHWL)
66. | EFNIOK® Tabnetku no 50 3AT YropwuHa BrpobHuk YropwuHa BHECEHHS 3MiH 40 peecTpauinHMx maTepianis: 3miHu | Tuny - 3a UA/9635/01/02
Mmr, no 60 dapmaneBTuy BiANoBiganbHUIM 3a 3MiHK 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHW y BUpOBHULTBI. | peuernmom
Tabnetok y HUI 3aBof NOBHUIN LMKN 3amiHa abo BBeAEeHHS [OAAaTKOBOI AiNbHULI BUpOOHMUTBA Anst
dnakoHi; no 1 Eric BMPOGHMLTBA, YacTuHM abo BCbOro BUPOGHMYOrO NPOLECY FOTOBOIO NiKapCbKOro
dnakoHy B BKITHOYAK04N BUMYCK 3acoby (AinbHULSA AN BTOPMHHOIO NakyBaHHs) BBEAEHHS
KapTOHHIN cepii: BMPOGHMYOI AiNbHULI BiANOBIAaNbHOI 32 BTOPMHHE NaKyBaHHs
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Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
ynakoBLi 3AT roToBOro nikapcbKkoro 3acoby. 3miHu | Tuny - 3MiHM 3 SKOCTiI.
dapmaLueBTUYHUI [oToBWMI Nikapcbkui 3aci6. 3MiHM y BUpOGHMLTBI. 3amiHa abo
3aBog ETIC, BBEAEHHS 40AATKOBOI AiNbHULI BUPOOHMLTBA AN YacTUHM abo
YropuwuHa; BCbOro BUPOOHMYOro NpoLiecy roToBOro nikapcbkoro 3acoby
Bupo6Huk (BiNbHUUS ANS NEPBMHHOIO NakyBaHHS) BBEAEHHS BUPOOHUYOT
BignoBiganbHW 3a AiNbHWLI BiANOBiAanbHOI 32 NepBUHHE NaKyBaHHSA rOTOBOIO
BTOPWHHE Ta nikapcbKkoro 3acoby.
nepBuHHE 3MmiHu | TUNy - 3miHK 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW y
naKyBaHHsi KOHTPOIb BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu, L0 CTOCYHOTLCS BUMYCKY
cepii Ta BANycK cepii Ta KOHTPOMIO SIKOCTi FOTOBOrO MiKapCbKoro 3acoby (3amiHa
cepii: abo gopaBaHHs BUPOOHMKa, Lo BiAnoBiaae 3a BBe3eHHs Ta/abo
3AT BWNYCK cepii) - Bkrtoyatoum KoHTponb/BunpobyBaHHst cepii
dapmaueBTUYHUIA (BBEAEHHS BUPOOHMYOI AiNbHMLI BiANOBIAaNbHOI 3a BUMYCK cepii
3aBog ETIC, Ta KOHTPOJb FOTOBOrO NiKapCbKOro 3acoby Ta 3a3Ha4YeHHs PYHKLU
YropwuHa BXe 3aTBepAKeHOi BUPOOHWNYOI QinbHWL)
67. | EFNOK® Tabnetkun no 100 3AT YropwuHa BupobHuk YropwuHa BHECEHHS 3MiH 40 peecTpaLinHmux maTepianis: 3miHu | Tuny - 3a UA/9635/01/03
mr no 30 abo no dapmaneBTuy BignoBiganbHuMi 3a 3MiHu 3 gKocTi. FoToBUIA Nikapcbkuii 3acid. 3MiHW y BUpoOHWUUTBI. | peuenmom
60 TabneTok y HWI 3aBOf, NMOBHUW LWKN 3amiHa abo BBeAeHHs A40AaTKOBOI AiNbHULI BUPOBHMLUTBA ANs
dnakoHi; no 1 Eric BMPOGHMLTBA, 4YacTuHM abo BCbOro BUPOGHMYOrO NPOLECY FOTOBOrO NiKapCbKOro
dnakoHy B BKIOYaK4M BUMYCK 3acoby (AinbHULA ANS BTOPMHHOIO NakyBaHHs) BBEAEHHS
KapTOHHiIN cepii BMPOGHMYOI AiNbHULI BiANOBIAanbHOT 3a BTOPMHHE NaKyBaHHS
ynakoBLi 3AT roToBOro fikapcbkoro 3acoby. 3MiHu | Tuny - 3MiHK 3 sIKOCTi.
dapmaueBTUYHUIA ["oToBMI Nikapcbkuin 3aci6. 3MiHM y BUpoGHMLTBI. 3amiHa abo
3aBog ETIC, BBEAEHHS 40AATKOBOI AiNbHULI BUPOOHMLTBA ANs YacTUHM abo
YropLiuHa; BCbOro BUPOBHUYOro NpoLiecy roTOBOro Nikapcbkoro 3acoby
BupobHuk (BiNbHMUS ANS NEePBMHHOIO NakyBaHHSA) BBEAEHHS BUPOOHWYOT
BigMoBiganbHW 3a AiNbHWLI BigNoBiAanbHOI 32 NepBUHHE NaKyBaHHSA rOTOBOrO
BTOPUHHE Ta nikapcbkoro 3acoby.
nepBUHHE 3miHu | TUNYy - 3MiHK 3 AkocTi. FoToBMIA Nikapcbkuii 3aci6. 3mMiHn y
naKyBaHHsi KOHTPOIb BMPOGHMLTBI. 3MiHa iMnopTepa/3amiHu, L0 CTOCYHOTLCS BUMYCKY
cepii Ta BUNycK cepii Ta KOHTPOIO SIKOCTi FOTOBOrO MikapCbKOro 3acoby (3amiHa
cepii: abo fgogaBaHHs BUPOOHUKA, LLO BiAnoBigae 3a BBE3EHHS Ta/abo
3AT BWNYCK cepii) - Bkrtoyatoum KoHTponb/BunpobyBaHHs cepii
dapmaLeBTUYHUIA (BBEAEHHS BUPOOHMYOI AinbHMLUI BianoBiaanbHoi 3a BUMNyck cepii
3aBog ETIC, Ta KOHTPOIb FOTOBOTO NiKapCbKOro 3acoby Ta 3a3HayeHHs PyHKLIN
YropwuHa BXe 3aTBepAKeHOi BUPOOHWNYOI QinbHWL)
68. | EHANNANPUN | tabnetkn 10 mr/25 TOB «TeBa YkpaiHa AT YropwuHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/16668/01/01
H-TEBA mr, no 10 YkpaiHa» dapmaueBTUYHUIA AnMiHicTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom
Tabnetok y 3aBog TEBA 3asiBHMKa (BNacHUKa peecTpauiiHoro nocBigvYeHHs1) - 3MiHa agpecu
6nicTepi; no 2 abo 3asBHUKA
no 3, abo no 5,
abo no 6, abo no
10 GnicTepiB y
KopobLi
69. | ECKY3AH ® Kancynm Ecnapma HimeuunHa HpareHodapm Himeuunna/ BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis 3miHu | Tuny - 3aMiHu be3 UA/15249/01/01
NIOHI NPONOHroBaHoi Aii meX AnoTtekep Mownb Ipnangis Lwopo 6esnekn/edekTMBHOCTI Ta dhapmakoHarnsaay. BeeaenHs abo | peuenma

no 50 mr; no 10
Kancyn y énicrepi;
no 3, abo no 6,

'm6X, Himeyunna
(nepBuHHE Ta
BTOPUHHE

3MiHM [0 y3aranbHeHUX AaHux Npo cuctemy cpapmakoHarnsgy
(BBEAEHHSA Y3aranbHEHUX AaHMX Npo cucteMy dhapmakoHarnaay,
3MiHa ynoBHOBa)keHOi 0cobu, BiANoBiAanbHOI 3a 34iNCHEHHS
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n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
abo no 9 bnictepis naKyBaHHs); hapmakoHarnsiay; KOHTakTHOi ocobu 3 hapmakoHarnsay 3asiBHUKa
Y KapTOHHIl Ecnapma Mv6X, Ons 3giicHeHHs chapMakoHarnsgy B YKpaiHi, SKLWO BOHA BigMiHHA
KopobLi; HimeuumHa (Bunyck Bi yNOBHOBa)keHOi 0cobw, BignoBiaanbHOI 3a 34iCHEHHS!
no 30 kancyn y cepii); Caicc Kenc dapmakoHarnsay (BKMOYarym KOHTaKTHI AaHi) Ta/abo 3miHn y
6nicTtepi; no 1, abo m6X, HimeuunHa pO3MilLleHHi MacTep-haiina cuctemu papMakoHarnsay) - aMmiHa
no 2, abo no 3 (nepBuHHE Ta YyNOBHOBaXeHOI 0cobu 3asiBHWKa, BignoBiAanbHOI 3a 34iNCHEHHS
Gnictepuy BTOPUHHE dapmakoHarnsay: MNponoHoBaHa peaakuis: Mara Dinkel. 3miHa
KapTOHHIN kopobLyi nakyBaHHs); KOHTaKTHUX JaHWUX YNOBHOBaXeHOI 0cobu, BianoBsigansHoi 3a
Temmnep Ipenang 3[iNCHeHHs dhapmakoHarnsgy. 3MiHa Micus 30iNCHEHHS OCHOBHOI
TimiTeq, lpnaxgis [isnbHOCTI 3 dhapmakoHarnsagy. 3miHa Homepy Ta
(BUPOBHMLTBO in Micue3HaxomKeHHs macTep-danna
bulk, koHTponb
cepii)
70. | ECKY3AH® Kpanni opasnbHi no Ecnapma HimeuunHa | dapma BepHrirepoge HimeuunHa BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis 3miHu | Tuny - 3aMiHn be3 UA/0217/01/01
KPAMI 20 mn y chnakoHi 3 meX meX oo 6esnekn/edekTMBHOCTI Ta dhapmakoHarnsaay. BeegenHs abo | peuyenma
KpanenbHULEer; No 3MiHW [0 y3aranbHeHVX AaHnX Npo cuctemMy bapmMakoHarnsgy
1 donakoHy B (BBEAEHHS y3aranbHeHUX AaHUX NPo cuctemy dapmakoHarnsay,
KapTOHHI kopoOui 3MiHa YNoBHOBa)KeHOi 0cobw, BignoBiaanbHOI 3a 34ilCHEHHS!
hapmakoHarnsay; KOHTakTHOi ocobu 3 hapmakoHarnsaay 3asBHUKa
Ons 3giicHeHHs chapMakoHarnsgy B YKpaiHi, SKLWO BOHA BigMiHHA
Bi yNOBHOBakeHOi 0cobw, BignoBiaanbHOI 3a 34iCHEHHS!
dapmakoHarnsaay (BKOYarym KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-thanna cuctemy hapmMmakoHarnsgy) - 3miHa
yNOBHOBaXeHOI 0cobu 3asiBHMKa, BignoBiAanbHOI 3a 34iNCHEHHS
dapmakoHarnsay: MNponoHoBaHa peaakuis: Mara Dinkel. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXeHOI 0cobu, BianoBigansHoi 3a
3[iNCHeHHs dhapmakoHarnsgy. 3MiHa Micus 34iNCHEHHS OCHOBHOI
AisnbHOCTI 3 dhapmakoHarnsagy. 3miHa Homepy Ta
MicLe3HaxomMKeHHs macTep-danna
71. | ECKYNKOC Kpanni opanbHi no Bionoriwe HimeuyunHa Bionoriwe HimeyunHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3aMiHu be3 UA/5632/01/01
KOMMO3UTY | 30 mn y donakoHi- Xaunnbmitrens Xaunnbmitrens oo G6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay. BeeaerHs abo | peuyenma
M KpanenbHuui, no 1 Xeenb 'M6X Xeenb 'M6X 3MiHM [0 y3aranbHEeHUX AaHuX Npo cuctemy dapmakoHarnsgy
dnakoHy- (BBEeOEHHS y3aranbHeHVX AaHnX Npo cuctemy chapmakoHarnsgy,
KpanenbHuui y 3MiHa YNOBHOBa)KeHOi 0cobw, BignoBiaanbHOI 3a 34ilCHEHHS!
KOpOOGLi 3 KapTOHY (hapmakoHarnsiay; KOHTakTHoi ocobu 3 hapmakoHarnsay 3asiBHUKa
Ons 3AiMCHeHHs dhapmakoHarnsgy B YKpaiHi, SIKLO BOHa BigMiHHa
Bi yNnoBHOBakeHOi 0cobw, BignoBiaanbHOi 3a 34iNCHEHHS!
papmakoHarnsay (BKMYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-daina cuctemu papMmakoHarnsgy) - 3aMmiHa
KOHTaKTHOI 0CcOobM 3asiBHUKA, BiANOBIAANbHOI 3a 3AiICHEHHS
apmakoHarnagy B YkpaiHi: [ponoHoBaHa peaakuis —
LLlanoBanoBa IHHa AHaToniiBHa. 3MiHa KOHTaKTHUX AaHNX
KOHTaKTHOI 0cobu 3asiBHUKA, BiANOBIAANbHOI 3a 3AiICHEHHS
dapmakoHarnagy B YkpaiHi
72. | ECNA-KAPB® | Tabnetku no 5 mr, Ecnapma HimeuyunHa TNinpogapm M6X HimeyunHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3aMiHu 3a UA/12191/01/01
no 25 tTabnetok y MM6X Lwono G6esnekn/edekTUBHOCTI Ta hapmakoHarnsay. BeeaeHHst abo | peyenmom

6nicTepi, no 2 abo
no 4 6nictepny
KapTOHHIN kopobLyi

3MiHU 0 y3aranbHeHVX AaHuX Npo cuctemy dpapMakoHarnsay
(BBEeOEHHS y3aranbHeHVX AaHnX Npo cuctemy chapmakoHarnsgy,
3MiHa ynoBHOBaXeHOi 0cobu, BianoBigansHOI 3a 3aiCHEHHSI
hapmakoHarnsigy; KOHTakTHoOi ocobu 3 hapmakoHarnsay 3asiBHUKa
ONs 3niicHeHHs chapMakoHarnsgy B YKpaiHi, SKLWO BOHA BigMiHHA
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n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
Bi yNnoBHOBakeHOi 0cobw, BignoBiaanbHOI 3a 34iCHEHHSI
papmakoHarnsay (BKMYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-daina cuctemu papmakoHarnsaay) - aMmiHa
yNOBHOBaXeHOI 0cobu 3asiBHWKa, BignoBiganbHOI 3a 34iNCHEHHS
dapmakoHarnagy: Hitova pegakuis: Christine
Peterson.lMponoHoBaHa peaakuis: Mara Dinkel. 3miHa KOHTaKTHMX
[OaHuX YNoBHOBaXeHOi 0cobu, BiANoBiAanbHOI 3a 3AiCHEHHS!
dapmakoHarnagy. 3miHa micus 34iNCHEHHs1 OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy. 3miHa HoMepy Ta MicLle3Haxo4)KeHHs MacTep-
danna
73. | ECNA-KAPB® | Tabnetku no 10 Ecnapma HimeuunHa TNinpodpapm Mm6X HimeuumnHa BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis 3miHu | Tuny - 3aMiHu 3a UA/12191/01/02
mr, no 25 meX oo 6esnekn/edekTMBHOCTI Ta dhapmakoHarnsaay. BeegeHHs abo | peuenmom
Tabnetok y 3MiHWM [0 y3aranbHeHVX AaHNX Npo cuctemMy bapmMakoHarnsgy
6nicTtepi, no 2 abo (BBEAEHHS y3aranbHeHUX AaHUX Npo cuctemy dapmakoHarnsay,
no 4 6nictepny 3MiHa YNoBHOBa)KeHOi 0cobwu, BignoBiaanbHoI 3a 34ilCHEHHS!
KapTOHHIl kopoOui hapmakoHarnsigy; KOHTakTHOi ocobu 3 hapmakoHarnsay 3asiBHUKa
Ons 3aiicHeHHs chapMakoHarnsgy B YKpaiHi, SKLWO BOHA BigMiHHa
Bi yNOBHOBakeHOi 0cobw, BignoBiaanbHOI 3a 34iCHEHHSI
dapmakoHarnsaay (BKMOYarym KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MiLLeHHi MacTep-thanna cuctemy hapmakoHarnsgy) - 3miHa
yNOBHOBaXeHOI 0cobu 3asiBHMKa, BigNoBiAanbHOI 3a 34iNCHEHHS
apmakoHarnsay: Hitova pegakuis: Christine
Peterson.lMponoHoBaHa pepakuis: Mara Dinkel. 3miHa KOHTaKTHMX
[OaHuX YNOoBHOBaXeHOI 0cobu, BiANOBiAanbHOI 3a 3AiCHEHHS!
hapmakoHarnsgy. 3miHa micus 34iNCHEHHA OCHOBHOI AiSNbHOCTI 3
dapmakoHarnagy. 3miHa Homepy Ta MicLe3HaxodXKeHHsi MacTep-
danna
74. | ECNA- Tabnetku Ecnapma HimeuyunHa ApgBaHc ®apma HimevuunHa BHECEHHS 3MiH 0 peecTpaLinHmMx maTtepiania 3MiHu | Tuny - 3MiHn 3a UA/17588/01/01
MPA30N racTpopesncTeHTH rM6X MM6X, HimeuunHa Lwono 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay. BeeaeHHst abo | peuenmom
i no 20 mr; no 14 (BMpPOBHMLTBO 3a 3MiHWN 0O y3aranbHeHVX AaHNX Npo cuctemMy papmMakoHarnsgy
TabneTok B MOBHUM LIUKIIOM); (BBEOEHHS y3aranbHeHVX AaHuX Npo cucTeMy chapMakoHarnsiay,
6nictepi ecnapma ®apma 3MiHa ynoBHOBaXeHOi 0cobu, BianoBigansHOI 3a 3aiCHEHHSsI
(antomiHieBa Cepsices 'M6X, hapmakoHarnsiay; KOHTakTHOi ocobu 3 hapmakoHarnsay 3asBHUKa
cdonbra 3 060x HimeuyunHa Ons 3AiCHeHHs dhapmakoHarnsgy B YKpaiHi, SiKLO BOHa BigMiHHa
6okiB, abo (nepBuHHE Bi ynoBHOBaxeHOi ocobu, BianoBiganbHOI 3a 3aiCHEHHSI
antoMiHieBa nakyBaHHs, dapmakoHarnsay (BKMOYarym KOHTaKTHI AaHi) Ta/abo 3miHn y
donbra 3 0ogHOro BTOPUHHE po3MilLleHHi MacTep-daina cuctemu papMmakoHarnsaay) - aMmiHa
6oky Ta nniBka nakyBaHHS) yMNOBHOBaXeHOI 0cobu 3asiBHMKa, BigNoBiAanbHOT 3a 30iNCHEHHS
PVC/PE/PVdC 3 dapmakoHarnsay: MNponoHoBaHa peaakuis: Mara Dinkel. 3miHa
iHworo), no 1 abo KOHTaKTHUX AaHWX YNOBHOBaXeHOi 0cobu, BignoBigansHoi 3a
no 2 6nictepu B 34iicHeHHs dhapmakoHarnagy. 3miHa micus 34iMCHEHHS OCHOBHOIT
KapTOHHIN [isnbHOCTI 3 dpapmakoHarnsagy. 3miHa Homepy Ta
ynakoBLi MicLie3HaxomMKeHHs macTep-darnna
75. | ECNA- TabneTku Ecnapma HimeuyunHa ApgBaHc ®apma HimevuunHa BHECEHHS 3MiH IO peecTpaLinHmMx maTtepianis 3MiHu | Tuny - 3MiHK 3a UA/17588/01/02
NMPA30N racTpopesnCcTEHTH veX Mm6X, HimeyunHa oo 6esnekn/edekTMBHOCTI Ta dhapmakoHarnsaay. BeegeHHs abo | peuenmom
i no 40 mr; no 14 (BUPOBHMLTBO 3a 3MiHM [0 y3aranbHEeHUX AaHuX Npo cuctemy dapmakoHarnsgy
Tabnetok B MOBHWUM LIUKIIOM); (BBEOEHHS y3aranbHeHVX AaHnX npo cucTemMy chapmMakoHarnsiay,
6nictepi ecnapma ®apma 3MiHa YNoBHOBa)eHOi 0cobu, BignoBiaanbHoI 3a 34ilCHEHHS!

(antomiHieBa
donbra 3 06ox
6okiB, abo

Cepsices 'M6X,
Himevunna
(nepBuHHE

(hapmakoHarnsiay; KOHTakTHoOi 0ocobu 3 hapmakoHarnsay 3asiBHUKa
Ons 3gincHeHHs chapMakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHa
Bil YNOBHOBa)XeHOT 0co0U, BigNoBiganbHoI 3a 34iMCHEHHS
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Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
antoMiHieBa nakyBaHHS, dapmakoHarnsay (BKMOYarym KOHTaKTHI AaHi) Ta/abo 3miHn y
donbra 3 0gHOro BTOPUHHE po3MiLLeHHi MacTep-thanna cuctemy hapmakoHarnsgy) - 3miHa
0oky Ta nniBka nakyBaHHS) yNOBHOBaXeHOI 0cobu 3asiBHWKa, BignoBiAanbHOI 3a 34iNCHEHHS
PVC/PE/PVdC 3 dapmakoHarnsay: MNponoHoBaHa peaakuis: Mara Dinkel. 3miHa
iHwWoro), no 1 abo KOHTaKTHUX JaHWX YNOBHOBaXeHOi ocobu, BianoBsigansHoi 3a
no 2 6nictepu B 3[iNCHeHHs dhapmakoHarnsgy. 3MiHa Micus 30iNCHEHHS OCHOBHOI
KapTOHHiIN [isnbHOCTI 3 dhapmakoHarnsagy. 3miHa Homepy Ta
ynakoBLi MicLe3HaxomMKeHHs macTep-danna
76. | ETONO3UO KOHLeHTpaT 4ns MNAT YkpaiHa MNAT YkpaiHa/Hgj BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3miHa 3a UA/15296/01/01
PO34MHY Ang "Kuismegnpen "KuiBmegnpenapart”, P HalMeHyBaHHS 3asBHWKa, 6e3 amiH y MKA J13; 3anponoHoBaHo: | peyenmom
iHdy3in, 20 mr/mn apat” YkpaiHa (nakyBaHHs MoBHa Ha3Ba AkuioHepHe ToBapucTeo "KniBmeanpenapat”
no 10 mny 3 in bulk cipmu- CkopoyeHa Ha3Ba NAT "KuiBmegnpenapat”; 3amiHu | Tvny - 3miHa
dnakoHi; no 1 BUPOGHMKa Ha3Bu BUpobHuka 113, 6e3 3amiH y MKA 13, 6e3 3MiH B iHCTpyKLUii
dnakoHy y navui "®peseHiyc Kabi 0N Me4MYHOro 3aCTOCYBaHHS Ta Y TEKCTI MapkyBaHHs J13;
OHKonogxm 3anponoHoBaHo: [oBHa Ha3Ba AKLLiOHEPHE TOBapUCTBO
JlimiTeq", IHgis) "Knismegnpenapat" CkopoyeHa HasBa AT "KuiBmegnpenapat"
77. | 30PECAH® Kancynu Teepgi no KYCYM IHAisA KYCYM XENTXKEP IHAisA BHECEHHS 3MiH 0 peecTpaLiinHMX MaTepianiB: yTOYHEeHHs 3a UA/17907/01/02
50 mr, no 10 XENTXKEP MBT NTA HanucaHHs ¢opMu BUNYCKY, Ha3B 3asiBHMKa/BUPOOHMKa Ta peuenmom
Kancyn y énictepi, MBT NTA peecTpauinHoro Homepa B Haka3si MO3 Ykpainu
no 3 abo 6 Ne 270 Big 06.02.2020 B npoveci peecTpadii. Pegakuia B Hakasi:
GnictepiB y dopma Bunycky: kancynu m ski 20000 MO; no 10 kancyn y
KapTOHHIN 6nictepi; no 1 abo no 2, abo no 5 GnicTepiB y NayLi; 3asBHUK -
ynakoBLi mi6e MmB6X ApuHanmitTens, HiMeuunHa; BUpOBGHUKM - NepBUHHE Ta
BTOPWHHE NaKyBaHHS!, KOHTPOSb Cepii Ta BUNycK cepii: Mibe M6X
ApuHaimitTens, HimeuunHa; Bupo6GHMUTBO Ta BUnyck "in bulk™:
KeteneHT xepmani EGepbax Mm6X, HimeuunHa; BUpobHULTBO Ta
sunyck "in bulk: Ceicc Kanc Al', LLBeriuapis; peectpauinHuii Homep
- UA/17901/01/01. 3anponoHoBaHa peaakuifa: oopma BUNYCKy:
kancynu TBepai no 50 mr, no 10 kancyn y 6nictepi, no 3 abo 6
OnicTepiB y KapTOHHIW ynakoBUi; 3asiBHUK/BUPOGHUK - KYCYM
XENTXKEP NBT NTA, IHAis; peecTpauiiHuim Homep -
UA/17907/01/02.
78. | IMOBAKC cycneHsig ans CaHodi PpaHuis MoBHWI LMK DdpaHuis/ BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - 3MiHn 3a UA/14266/01/01
nonio® iH’ekuin no 0,5 mn MacTep BMPOGHMLTBA, YropwuHa 3 sikocTi. [oTOBUIA Nikapcbkmii 3acib. 3MiHK y BUpobHUUTBI. 3MiHa | peyenmom
BAKLUMHA (1 po3a) y BMNYCK cepii: iMnopTepa/amiHun, Lo CTOCYHOTLCHA BUMYCKY Cepii Ta KOHTPOIo
ana nonepegHLo CaHodpi MNacrep, SIKOCTi FOTOBOrO NikapcbKkoro 3acoby (3amiHa abo JoaaBaHHs
NMPO®INAKT 3arnoBHEHOMY DdpaHuis; BMPOGHMKa, Lo BiANoOBIaae 3a BBE3EHHs Ta/abo Bunyck cepii) - He
UKH wnpuui 3 BTopuHHe BKI10MAUM KOHTPOMNb/BUNPpoByBaHHS cepii. JoaaBaHHs
noniomieni NPVKpPINneHo nakyBaHHS, BUNYyCK BMPOGHMKa, WO BiAMoBigae 3a BUNyck cepii. TepmiH BBeAEeHHSA 3MiH
TY ronkoto (abo 2-ma cepii: - NpoTsirom 6 MicsiLiB nicns 3aTBepKeHHsA. 3MiHu | Tuny -
IHAKTUBOBA | okpemymMu CaHodpi-ABeHTic AnMiHicTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHs1 Ta/abo agpecu
HA PIOKA ronkamu); no 1 Mpaneit Ko. JlT4., MiCList NPOBaMKEHHS AisiNbHOCTi BUPOOHMKa/imnopTepa roToBoro
wnpuuy B Mnatdopma nikapcbKkoro 3acoby, BKMYa4u AinbHULUI BUNycky cepii abo micue
KapTOHHiIN TOricTUKK Ta NPOBEAEHHS1 KOHTPOIIO SKOCTI. (AIANbHICTb, 3a AKy Bignosigae
kopobui; no 0,5 mn AncTpmbyLii y M. BMPOGHWK/IMNOpTEp, He BKIOYaoum BUMNYyCK cepilt). MpuBeaeHHs
(1 gos3a) y Bynanewr, Ha3Bu BUpobHuka CaHodi-AseHTic MpaiisiT Ko. J1T4., YropwumHa,
nonepegHbo YropwuHa; BigNoBiganbHOro 3a BTOPMHHE NakyBaHHSA, A0 BucHoBky
3arnoBHEHOMY 3anoBHEHHsI Hepxnikcnyx6un YkpaiHu LWoao niaTBepaXeHHs BiAnoBiAHOCTI
wnpuui 3 LNpuLiB, KOHTPOINb YMOB BUPOGHULTBA HanNeXHoi BUPOBHUYOI NpakTukn. TepMiH
NpUKpInneHoto SAKOCTI BBEAEHHS 3MiH - NPOTArom 6 MicsiLiB MiCnsi 3aTBEPXKEHHS.

rosnkoto (abo 2-ma

(CTepUnbHicTb):
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no 5 mn (10 go3) y
dnakoHi 3
3aXUCHUM
KoBMnaykom; no 1
a6o 10 dpnakoHis
B KQPTOHHIl
kopobui; no 5 mn
(10 po3) y
cdnakoHi 3
3aXUCHUM
KoBnaykom; no 1
a6o 10 dpnakoHis
B CTaHAapTHO-
EeKCMOPTHIN
ynakoBLi, sika
MiCTUTBCA Y
KapTOHHIl kopoOui
3 iHCTpyKLUi€eto Ans
MeANYHOro
3acTOCyBaHHA

CAHO®I BIHTPOIM
IHOACTPIA,
PpaHLuis

79.

IHOAKON

cycneHsis
opanbHa 40
mr/mn; no 50 mn,
abo 75 mn, abo
100 mn y donakoHi
3 KpanenbHUM
nosaTtopowm; no 1
dnakoHy B
KapTOHHI Kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

MypHa
dapmacbioTtikan3 HB

Benbris

BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny -
AfMiHicTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu
3asiBHUKA (BnacHWKa peecTpaLinHoro Noceig4yeHHs) - 3aMiHa agpecu
3asiBHUKA

be3
peuenma

UA/4419/01/01

80.

KAnbUIn -A3
HIKOMEL 3
M'ATHUM
CMAKOM

Tabnetku
yBanbHi no 30
abo no 100
Tabnetok y
dnakoHi; no 1
dnakoHy B
KapTOHHIl kopoOui

Takena
ABcTpis 'M6X

ABCTpis

Takega AC

Hopseris

BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3aMiHu
Lwono 6e3nekn/echekTUBHOCTI Ta hapmakoHarnsay. BeeaeHHst abo
3MiHW 0O y3aranbHeHVX AaHNX Npo cuctemy bapmMakoHarnsgy
(BBEeOEHHS y3aranbHeHVX AaHnX Npo cuctemy chapmakoHarnsgy,
3MiHa ynoBHOBaXeHOi ocobu, BianoBigansHOI 3a 3aiCHEHHSI
hapmakoHarnsiay; KOHTakTHOi ocobu 3 hapmakoHarnsaay 3asBHUKa
Ons 34iCHeHHs dhapmakoHarnsgy B YKpaiHi, SIKLLO BOHa BigMiHHa
Bi ynoBHOBaxeHOi ocobu, BianoBiganbHOI 3a 3aiCHEHHSI
dapmakoHarnsaay (BKMOYaKym KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-daina cuctemu papmakoHarnsaay) - 3aMmiHa
yMNOBHOBaXeHOI 0cobu 3asiBHMKa, BigNoBiAanbHOT 3a 30iNCHEHHS
dapmakoHarnagy: lNMponoHoBaHa pegakuis: Johan Hellmer. 3miHa

be3
peuenma

UA/10610/01/01
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Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
KOHTaKTHUX AaHNX YNOBHOBAaXXEHOI 0COOU 3asiBHUKa,
BignoBiganbHOI 3a 34iMCHeHHsA hapmakoHarnsaay. 3miHa Micus
3[iNCHEHHS OCHOBHOI AiSiNbHOCTI 3 hapmakoHarnsgy. 3MiHa
agpecu Mactep-carina cuctemmn papmakoHarnsagy
81. | KAMEUUTABI | Ttabnetku, BKpUTI TOB «TeBa YkpaiHa TeBa Yex IHaacTpi3 Yecbka BHECEHHS 3MiH 40 peecTpauinHMxX maTtepianis: 3miHu | Tuny - 3a UA/16478/01/01
H-TEBA NniBKOBOKO YkpaiHa» c.p.o. Pecnybnika AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom
06onoHKot, Nno 3asiBHMKa (BNacHUKa peecTpauiiHoro nocBigyYeHHs1) - 3MiHa agpecu
150 mr; no 10 3asiBHMKa
Tabnetok y
6nicTepi; no 6
6nictepiB y
KopobLi
82. | KAMEUUTABI | Ttabnetku, BKpUTI TOB «TeBa YkpaiHa TeBa Yex IHaacTpi3 Yecbka BHECEHHS 3MiH 40 peecTpauinHMx maTtepianis: 3miHu | Tuny - 3a UA/16478/01/02
H-TEBA NniBKOBOIO YkpaiHa» c.p.o. Pecny6nika AnMiHicTpaTuBHI 3MiHU. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuenmom
0060JI0HKOLD, MO 3asiBHUKA (BnacHWKa peecTpaLinHoro NocBig4eHHs) - 3aMiHa agpecu
500 mr; no 10 3asiBHMKA
Tabnetok y
6nictepi; no 12
6nictepiB y
KopooLi
83. | KBAUT® TabneTtkn, BKpUTI MAT "®apmak” YkpaiHa NAT "®dapmak" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianiB: yTOYHEHHS be3 UA/17603/01/01
3ACMOKIANU | nniskosoto HanucaHHs Ha3BU BUPOGHUKa B Hakasi MO3 YkpaiHu Ne 236 peuenma
BUA obonoHkoto, no 10 BiA 04.02.2020 B npoueci BHECEHHs 3MiH (3MiHu | Tuny - 3MiHa
Tabnetok y 3a p. «lgeHTudikauin.2.3. Onagpan 200 3enexunn 200F210013»:
6nictepi, no 2 abo 3MiHa cnekTpanbHoi obnacti 3 230-1800 cm-1 Ha 2300-1800 cm-1,
4 Gnictepn y navui OCKiNnbKkM 3a3Ha4YeHa obnacTb BUXOAWTb 3a MeXi CNEKTparnbHOro
fjianasoHy B SKOMY 3anuncytoTb CNEKTp iHpavYepBOHOro
NornvHaHHs NokpuTTa Tabnetkn 4000-650cm-1). Pepakuis B
Hakasi: AT "®apmak”, YkpaiHa. 3anponoHoBaHa peagakuis: MAT
"Papmak”, YkpaiHa.
84. | KENTIKAH Kancynu Teepai no deppep Icnanis deppep Icnanis BHECEHHS 3MiH 40 peecTpauinHmx maTtepianis 3miHu |l Tuny - 3miHa 3a UA/10643/01/01
15 kancyny IHTepHavjioHan IHTepHaujioHarnb, BMPOGHMKa BUXIQHOrO/MPOMIXXHOIO MPOAYKTYy/peareHTy, Lo peuenmom
6nicTepi; no 2 b, C.A. C.A. BMKOPMCTOBYIOTbCH Y BUpobHuyomMy npoueci API, abo amiHa
Gnictepu y BMPOGHMKa (BKIOYaouu, e HeobxiaHo, MicLe NpoBeAeHHS
KapTOHHI kopobLyi KOHTpornito sikocTi) AdI - 3amiHa BUpobHuka A®I (UTP TpuHaTpieBoi
coni)
85. | KIMALLE®® NOPOLLIOK ANA MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis 3miHu | Tuny - 3miHa 3a UA/0501/01/02
PO34MHY Ans "Kuismegnpen "KnisBmegnpenapat” HalMeHyBaHHS BUPOOHUWKa, 6e3 amiH y MKA J13, B iHCTpyKUii ans | peyenmom
iH'ekuin no 0,75ry apat" Me[MYHOro 3aCTOCYBaHHS Ta y TEKCTi MapKyBaHHS J13;
dnakoHi; 1 3anponoHoBaHo: NMoBHa Ha3Ba AKLiOHEpHe TOBapUCTBO
drakoH 3 "KniBmegnpenapat" CkopoyeHa Ha3Ba AT "KuisBmegnpenapat”;
NMOPOLLKOM Y Mayi 3MiHN | TUNY - 3MiHa HalMeHyBaHHS 3asiBHUKa, 6e3 3MiH y MKA 113
(3aTBepoxeHo: MNAT "KvniBmeanpenapat")
3anponoHoBaHo: [oBHa Ha3Ba AKLLiOHEPHE TOBapUCTBO
"Knismegnpenapat" CkopoyeHa HasBa AT "KuiBmegnpenapat"
86. | KIMALLE®® NOPOLLIOK ANA MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis 3miHu | Tuny - 3miHa 3a UA/0501/01/01
PO34MHY Ang "Kuismegnpen "Kuismegnpenapat” HalMeHyBaHHS BUPOGOHUMKa, 6e3 amiH y MKA J13, B iHCTpyKUii ans | peyenmom
iH'ekuinno 1,5ry apat” MeJMYHOro 3aCTOCYBaHHS Ta y TEKCTi MapKyBaHHS J13;

dnakoHi; 1
drakoH 3
NMOPOLLKOM Y MmayLi

3anponoHoBaHo: MoBHa Ha3Ba AKLiOHEepHe TOBapuUCTBO
"KniBmegnpenapat" CkopoyeHa Ha3Ba AT "KuisBmegnpenapat”;
3MiHuM | TMNY - 3MiHa HaViMeHyBaHHA 3asBHUKA, 6e3 3miH y MKA 13
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n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
(3aTBepokeHo: MNAT "KviBmegnpenapat")
3anponoHoBaHo: [NoBHa Ha3Ba AKLiOHEpHE TOBapuCTBO
"KniBmegnpenapat" CkopoyeHa HasBa AT "KuiBmegnpenapat"
87. | KINIMAKT- Tabnetku, no 50 Bionoriwe HimeuyunHa Bionoriwe HimevunHa BHECEHHS 3MiH O peecTpaLinHmMx maTtepiania 3MiHu | Tuny - 3MiHn be3 UA/2945/01/01
XEENb Tabnetok y Xaunnbmitrens Xaunnbmitrens Lwono G6esnekn/edekTMBHOCTI Ta hapmakoHarnsay. BeenerHs abo | peuenma
KOHTelHepi; no 1 Xeenb MM6X Xeenb MM6X 3MiHW [0 y3aranbHeHVX AaHNX Npo cuctemMy bapmMakoHarnsgy
KOHTENHepy y (BBEAEHHS y3aranbHeHUX AaHMX Npo cuctemy dapmakoHarnsay,
KOpOOGLi 3 KapTOHY 3MiHa ynoBHOBaXeHOi ocobu, BianoBigansHOI 3a 34iCHEHHSI
hapmakoHarnsiay; KOHTakTHOi ocobu 3 hapmakoHarnsay 3asiBHUKa
Ons 3AiMCHeHHs hapmakoHarnsgy B YKpaiHi, SiKLO BOHa BigMiHHa
Bi ynoBHOBaxeHOi ocobu, BianoBiganbHOI 3a 34iCHEHHSI
dapmakoHarnsaay (BKMOYaKym KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-daina cuctemu papmakoHarnsgy) - aMmiHa
KOHTaKTHOI 0COOM 3asiBHUKa, BiAnoBiaanbHoI 3a 3AiNCHEHHS
dapmakoHarnsgy B YkpaiHi: NponoHoBaHa pepakuis —
LLlanoBanosa IHHa AHaToniiBHa. 3MiHa KOHTAKTHUX AaHUX
KOHTaKTHOI 0CO0M 3asiBHUKa, BianoBiaanbHoI 3a 3AiNCHEHHS
dapmakoHarnagy B YkpaiHi
88. | KNOHA3EINA | nopoLok ToBapwucTtBo 3 YkpaiHa ToBapwucTtBo 3 YkpaiHa BHECEHHS 3MiH 00 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3MiHn - UA/3320/01/01
M (cybeTaHuis) y [104aTKOBOK [104aTKOBO 3 sikocTi. ADI. BUpobHUUTBO (iHLi 3MiHW) - AoAaBaHHSI BUPOBHUYOI
nakeTax BignoBiganbHi BiAMOBIAANbHICTIO OinsHku (y ckaadi 3aTBepaxeHoi BUpobHuyoi ainbHuui TAB
NOABINHUX i3 cTHO "IHTEPXIM" "IHTEPXIM"), ne 3aiicHI0ETECS BUPOBGHMLTBO, MEPBUHHE Ta
nniBku "IHTEPXIM" BTOPUHHE NakyBaHHs, 36epiraHHs roToBoi NpoaykKLii, CUpOBUHM Ta
nonieTuneHoBoi MaTepianis;
ons - BBEJEHHS anbTepHaTVBHOIO BUPOOHMKA BUXiAHOIO /MPOMIXKHOIO
dapmaLeBTUYHOr npoaykty (TOB"XBOI"), o BUKOPUCTOBYETLCSI Y BUPOBHUYOMY
0 3aCTOCYBaHHSA npoueci A®I
89. | KNOTPUMA3 | tabneTtku akcoCmiTKn Benwka nakcoCmiTKnsanH Monblwa BHECEHHS 3MiH 0 peecTpaLinHmx maTtepianis 3mMiHu | Tuny - amiHa be3 UA/2564/01/01
on BariHanbHi no 100 anH Ekcnopt BpuTaHia dapmacbioTmkana y NEPBMHHIN yNakoBLii FOTOBOro NikapCbKoro 3acoby - BHECEHHS peuenma
Mr; no 6 Tabnetok Tlimiteq C.A. 3MiH go po3giny 3.2.P.7. nogaBaHHsA anbTepHaTUBHOIO TUMY
y 6nicTepi; no 1 NMepBUHHOTO MakyBaHHs - 6ricTep 3 NOMIBHINXNOPUAHOI NiBKM
6nictepy B 6inoro konbopy Ta antoMiHieBoi donbru; B cneuundikadii Ha
KapTOHHIN nakyBanbHUi MaTepian (NoNiBHINXIOpUAHA NiiBKa) BUNyYEHHS
ynakoBLi MO3HaYKM LWOAO YacTOTH TeCTyBaHHA NakyBanbHOro Martepiany; B
cneundikauii Ha nakyBanbHWIA MaTepian (antomiHiesa gornbra)
BUITyYEHHS MO3HAYKM LLIOAO YacTOTU TECTyBaHHSA NakyBanbHOro
marepiany; 3miHu | Tuny - 3miHa napameTpiB cneuundikauin Ta/abo
[0MYyCTUMUX MEX NEPBUHHOI YNaKOBKM rOTOBOIO NiKapCbKoro
3aco0y - BHeCeHHS 3MiH o poaainy 3.2.P.7 B cneuudikauii Ha
nepBMHHe NakyBaHHs (antomiHieBa conbra) 4o4aBaHHS HOBOrO
napameTpy "laeHTndikauis" 3 BignoBigHMM METOAOM
BunpobyBaHHs (Identity of head seal lacquer); 3mitm | TUny - B
cneyndikauii Ha nakyBanbHWIA MaTepian 3a3HadeHHs giana3oHy
TOBLUMHW NOMIBHINXOPUAHOI NNIBKX 3aMiCTb NOCUMNaHb Ha
BHYTPILLHIO TEXHIYHY XapaKTepuUCTUKy; B cneundikauii Ha
nakyBarnbHUI MaTepian 3a3HavyeHHs Adiana3oHy TOBLUUHMW
antoMiHieBoi Ponbr 3amicTb NOCUNaHb Ha BHYTPILLHIO TEXHIYHY
XapaKTepUCTUKy
90. | KNO®ENIH IC | tabnetku, no 0,1 ToBapwucTtBo 3 YkpaiHa ToBapwucTtBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauinHmMx maTtepianis 3miHu | Tuny - 3a UA/16533/01/01
mr no 10 TabneTtok [104aTKOBOK [104aTKOBO 3aMiHa finbHWLi, e NPOBOAUTLCS BUNPODYBaHHS KOHTPOIO cepii | peuernmom
y 6nicTepi; no 3 BignosigancHi BignoBiganbHicTo Ha AinbHWUI 3a agpecoto YkpaiHa, 65025;
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3MiHM | TUNY - BUNyYeHHS AinbHWLi 3a agpecoto YkpaiHa, 65080,
Opecbka o6n., M. Opeca, Jlioctaopdebka fopora, bya. 86, ne
3AiNcHIOBanoch 36epiraHHa roToBoi NpoAyKLii Ta BUMyYeHHS
iHcbopMaLii LLoJo MicLEe3HaxoaXKeHHS puaNYHOI 0cobu y
peecTpauiiH1x MaTepianax LWoao Aitoyoi pevoBuHn [13; 3amiHm |
TUMy - 3MiHa po3Mipy cepii (Bkntovatoum gianasoHun) AdP| abo
MPOMDKHOrO NPOAYKTY, AKWI 3aCTOCOBYETLCS Y NPOLIEC
BMPOGHMUTBa ADI (iHLWi 3MiHK) akTyani3ayis po3mipiB BUPOGHUUNX
cepivi A®I, 3MiHy 06yMOBNEHO ONTMMI3aLielo BUPOBHNYMNX LUKNIB
BiJHOCHO NPOAYKTVBHOCTI BUKOPUCTOBYEMOrO 0bnagHaHHs,
36inbLUEHHsI po3Mipy cepii: 3anponoHoBaHO: Po3Mip cTaHAapPTHOI
cepii ctaHoBUTb (4,5 + 1,5)kr; po3mip anbTepHaTUBHOI cepii
cTaHoBUTb (8,04£2,0) Kr; 3miHM | TNy - goaaBaHHS BUPOGHUYOI
ninsHkm (y cknagi 3aTBepaxeHoi BUpobHuyoi ainbHuui TAB
"IHTEPXIM") 3a agpecoto YkpaiHa, 65025, m. Opeca, 21-11 km.
CTtapokuiBcbkoi goporu, 40-A, Ae 34iNCHIETLCA BUPOOHULITBO,
nepBUHHE Ta BTOPUHHE MaKyBaHHS, 36epiraHHs roToBoi Npoaykuii,
CYPOBVHM Ta MaTepianiB y peecTpauiiHnx MaTepianax Lioao
niroyoi pevoBuHu 3; - BBEAEHHST anbTepHATUBHOIO BUPOOHUKA
BuxigHoro /npomixHoro npoaykty (TOB «XBOTI»), wo
BMKOPWCTOBYETbLCS y BUPOOHUYOMY npoueci API;
3MiHM | TUNY - peecTpauis 4OAaTKOBUX Cepili rOTOBOTO fikapcbKoro
3acoby; 3anponoHoBaHo: po3mip cTaHAapTHUX cepiii: 10 kr, Lo
CTaHOBUTbL TEOPETUYHO 6e3 ypaxyBaHHA BTpaT: (48960-56899) wr.
Tabnetok abo (1632-1897) ynakosok no 0,1 mr, 0,15 mr Ne30
(48960-56899)wwT. Tabnetok abo (979-1138) ynakosok no 0,15 mr
Ne50 (25063-27701)wT. Tabnetok abo (835-923) ynakosok no 0,3
mr Ne30 65 «r, wo cTaHOBUTb TEOPEeTUYHO 6e3 ypaxyBaHHSA BTPaT:
(318237-369844)wiT. Tabnetok abo (10608-12328) ynakoBok no
0,1 mr, 0,15 mr Ne30 (318237-369844)wiT. Tabnetok abo (6365-
7397) ynakosok ro 0,15 mr Ne50 (162907-180055)wiT. Tabnetok
abo (5430-6002) ynakosok no 0,3 mr Ne30 Poamipu
anbTepHaTUBHUX cepiit: 30 Kr, L0 CTAaHOBUTbL TEOPETUYHO 6e3
ypaxyBaHHsi BTpaT: (146879-170697)wT. Tabnetok abo (4896-
5690) ynakoBok no 0,1 mr, 0,15 mr Ne30 (146879-170697)wwT.
Tabnetok abo (2938-3414) ynakosok no 0,15 mr Ne50 (75188-
83102)wT. TabneTok abo (2506-2770) ynakosok no 0,3 mr Ne30
100 Kr, WO CTaHOBUTbL TEOPETUYHO 6e3 ypaxyBaHHs BTpaT:
(489596-568990) wT. TabneTok abo (16320-18966) ynakoBok no
0,1 mr, 0,15 mr Ne30 (489596-568990)wwT. TabneTok abo (9792-
11380) ynakosok no 0,15 mr Ne50 (250627-277008)wwuT. TabneTok
abo (8354-9234) ynakosok no 0,3 mr Ne30

UA/16533/01/02

91.

KNO®ENIH IC

Tabnetkn, no 0,15
mr no 10 TabneTok
y bnicTepi; no 3
abo 5 6rnicTtepiB y
nayui

ToBapwucTtBo 3
[00aTKOBO
BignoBigancHi
cTHO
"IHTEPXIM"

YkpaiHa

ToBapwucTtBo 3
[00aTKOBOK
BignoBiganbHicTo
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny -
3aMiHa finbHULi, e NPOBOAUTLCS BUMPOBYBaHHS KOHTPOIMHO cepii
Ha AinbHULL 3a agpecoto YkpaiHa, 65025;
3MiHM | TUNY - BUNyYeHHS OinbHWLi 3a agpecoto YkpaiHa, 65080,
Opecbka o6n., M. Opeca, Jlioctoopdebka aopora, 6ya. 86, ne
3AicHIOBanoch 36epiraHHa roToBoi NpoAyKLii Ta BUMyYeHHS
iHcbopMmalUii LLoJo MicLe3HaxoaXKeHHS puaNYHOI 0cobu y
peecTpauiiH1X MaTepianax Lwogo gitoyoi peqoBuHn [113; 3MiHm |

3a
peuenmom
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Kpaina

[TponoBkeHHs noaaTka 3

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o

Ne
n/

Hasea
JliKapcbKo20
3acoby

@Popma sunycky

3aseHuUkK

Kpaina

BupobHuk

TUMy - 3MiHa po3Mipy cepii (Bkntovatoum gianasoHun) AdP| abo

noceid4yeHHs1

BMpOGHMLUTBa ADI (iHWi 3mMiHK) akTyani3auis po3mipiB BUPOBHUYNX

nepBUHHE Ta BTOPUHHE NakyBaHHs, 36epiraHHs rotoBoi NpoaykKuii,

NPOMIKHOIO NPOAYKTY, SIKUIN 3aCTOCOBYETLCS Y NpOLeCi

cepivi A®I, 3MiHy 0OyMOBNEHO oNTMMI3aLielo BUPOBHUYMNX LUKNIB
BiAHOCHO NPOAYKTUBHOCTI BUKOPUCTOBYEMOro obrnafHaHHs,
36inbLUeHHS PO3Mipy cepii: 3anponoHOBaHO: PO3Mip CTaHAAPTHOI
cepii ctaHoBUTb (4,5 £ 1,5)kr; po3mip anbTepHaTUBHOI cepii
cTaHoBUTb (8,042,0) kr; 3MmiHM | TNy - foAaBaHHS BUPOGHUYOI
OinsHku (y cknagi 3aTBepaxeHoi BUpobHuyoi ainbHuui TAB
"IHTEPXIM") 3a agpecoto YkpaiHa, 65025, m. Opeca, 21-11 km.
Crapokuicbkoi goporu, 40-A, ae 3A4iIACHIOETECS BUPOOHMLTBO,

CYPOBVHM Ta MaTepianiB y peecTpauiiHnx MaTepianax Lioao
nitoyoi pevoBuHM 13; - BBEGHHSI anbTepHATUBHOIO BUPOBHUKa
BMXigHOro /npomixHoro npogykty (TOB «XBOI»), wo
BMKOPUCTOBYETbLCS y BUPOOHUYOMY npoueci API;
3MiHu | TUNYy - peecTpauis 4o4aTKOBUX Cepivi rOTOBOMO MikapCbKoro
3aco0y; 3anponoHoBaHo: po3mip cTaHAapTHUX cepini: 10 kr, Wo
CTaHOBUTbL TEOPETUYHO 6e3 ypaxyBaHHA BTpaT: (48960-56899) wr.
Tabnetok abo (1632-1897) ynakosok no 0,1 mr, 0,15 mr Ne30
(48960-56899)wT. Tabnetok abo (979-1138) ynakosok no 0,15 mr
Ne50 (25063-27701)wT. Tabnetok abo (835-923) ynakosok no 0,3
mr Ne30 65 «r, Lo cTaHOBUTL TEOPETUYHO GE3 ypaxyBaHHs BTpaT:
(318237-369844)wiT. TabneTtok abo (10608-12328) ynakoBok no
0,1 mr, 0,15 mr Ne30 (318237-369844)wt. Tabnetok abo (6365-
7397) ynakosok no 0,15 mr Ne50 (162907-180055)wiT. Tabnetok
abo (5430-6002) ynakoBok no 0,3 mr Ne30 Poawmipu
anbTepHaTUBHMX cepini: 30 Kr, L0 CTAaHOBUTbL TEOPETUYHO 6e3
ypaxyBaHHsi BTpaT: (146879-170697)wT. Tabnetok abo (4896-
5690) ynakosok no 0,1 mr, 0,15 mr Ne30 (146879-170697 ).
Tabnetok abo (2938-3414) ynakosok no 0,15 mr Ne50 (75188-
83102)wT. Tabnetok abo (2506-2770) ynakosok no 0,3 mr Ne30
100 Kr, WO CTaHOBUTbL TEOPETUYHO 6e3 ypaxyBaHHS BTpaT:
(489596-568990) wT. TabneTok abo (16320-18966) ynakoBok no
0,1 mr, 0,15 mr Ne30 (489596-568990)wwuT. TabneTtok abo (9792-
11380) ynakosok no 0,15 mr Ne50 (250627-277008)wiT. TabneTok
abo (8354-9234) ynakosok no 0,3 mr Ne30

3a

UA/16533/01/03

92.

KNO®EJIH IC

Tabnetkn, no 0,3
mr no 10 TabneTok
y bnicTepi; no 3

6nictepu y nauui

ToBapwucTtBo 3
[04aTKOBOK
BignoBigancHi
cTio
"IHTEPXIM"

YkpaiHa

ToBapwucTtBo 3
[04aTKOBOK
BignoBiganbHicTo
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHmMx maTtepianis 3miHu | Tuny -
3amiHa AinbH1Lj, e NPOBOAUTLCS BUMPOBYBaHHSA KOHTPOIHO cepii
Ha AinbHULL0 3a agpecoto YkpaiHa, 65025;
3MiHuM | TUNY - BUNYYeEHHS OinbHULU 3a agpecoto YkpaiHa, 65080,
Opecbka 06n., m. Opeca, Jlioctoopdcbka gopora, 6ya. 86, ae
3AicHIOBanoch 36epiraHHs roToBoi NpoAyKLii Ta BUMyYeHHs
iHcbopMalii LLoao MicLe3Haxo4XKeHHs pUANYHOI 0cobU Y
peecTpaLiiHX MaTepianax LWoAo Aitoyoi peqoBuHn 13; 3amMiHm |
TUMy - 3MiHa po3Mipy cepii (Bkntovatoum gianasoHun) AdP| abo
NPOMIXXHOIO NPOAYKTY, SIKUI 3aCTOCOBYETLCS Y NpOLeCi

cepivi A®I, 3MiHy 06yMOBNEHO onTMMI3aLlielo BUPOBHUYMNX LUKNIB

BMPOGHMLUTBa ADI (iHWi 3MiHK) akTyani3auis po3mipiB BUPOBHUYNX

peuyerimom

BiHOCHO NPOAYKTUBHOCTI BUKOPUCTOBYEMOTO 06nagHaHHs,
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[TponoBkeHHs noaaTka 3

Ne
n/

Hasea
JliKapcbKo20
3acoby

@Popma sunycky

3aseHuUkK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

36inbLUEHHS PO3Mipy cepii: 3anponoHOBaHO: PO3Mip CTaHAAPTHOI
cepii ctaHoBUTb (4,5 * 1,5)Kkr; po3mip anbTepHaTUBHOI cepii
cTaHoBUTb (8,04£2,0) Kr; 3miHM | TNy - goaaBaHHS BUPOOHUYOI
LOinsHKu (y cknagi 3aTBepaxeHoi BUpobHuyoi ainbHuui TAB
"IHTEPXIM") 3a agpecoto YkpaiHa, 65025, m. Ogeca, 21-# km.
CTtapokuiBcbkoi goporu, 40-A, Ae 34iNCHIETHCA BUPOOHULITBO,
nepBUHHE Ta BTOPUHHE NakyBaHHS, 36epiraHHsa rotoBoi NpoaykKuii,
CUPOBMHN Ta MaTepianiB y peecTpaLinHmx MaTepianax woao
niroyoi pevoBuHu M3; - BBEAEHHSI anbTepHATUBHOIO BUPOOHUKA
BWXigHOro /npomixHoro npogykty (TOB «XBOI»), wo
BMKOPUCTOBYETbLCS Y BUPOGHUYOMY npoueci AdI;
3MiHM | TUNY - peecTpauis 4OAaTKOBUX Cepiii rOTOBOTO fikapcbKoro
3aco0y; 3anponoHoBaHo: po3mip cTaHAapTHUX cepii: 10 kr, Wo
CTaHOBUTb TEOPETUYHO Ge3 ypaxyBaHHs BTpaT: (48960-56899) .
Tabnetok abo (1632-1897) ynakosok no 0,1 mr, 0,15 mr Ne30
(48960-56899)wT. Tabnetok abo (979-1138) ynakosok no 0,15 mr
Ne50 (25063-27701)wT. Tabnetok abo (835-923) ynakosok no 0,3
Mr Ne30 65 «r, Wwo cTaHOBUTb TEOPETUYHO 6e3 ypaxyBaHHSA BTPaT:
(318237-369844)wiT. TabneTtok abo (10608-12328) ynakoBok no
0,1 mr, 0,15 mr Ne30 (318237-369844)wuT. Tabnetok abo (6365-
7397) ynakosok rno 0,15 mr Ne50 (162907-180055)wiT. Tabnetok
abo (5430-6002) ynakosok no 0,3 mr Ne30 Poawmipu
anbTepHaTUBHUX cepiii: 30 Kr, L0 CTaHOBUTb TEOPETUYHO 6e3
ypaxyBaHHsi BTpaT: (146879-170697)wT. TabneTtok abo (4896-
5690) ynakosok no 0,1 mr, 0,15 mr Ne30 (146879-170697 ).
Tabnetok abo (2938-3414) ynakosok no 0,15 mr Ne50 (75188-
83102)wT. TabneTok abo (2506-2770) ynakoBok no 0,3 mr Ne30
100 Kr, WO CTaHOBUTbL TEOPETUYHO 6e3 ypaxyBaHHS BTpaT:
(489596-568990) wT. Tabnetok abo (16320-18966) ynakoBok no
0,1 mr, 0,15 mr Ne30 (489596-568990)wwiT. Tabnetok abo (9792-
11380) ynakosok no 0,15 mr Ne50 (250627-277008)wT. TabneTok
abo (8354-9234) ynakosok no 0,3 mr Ne30

93.

KOMBOIMMI3A
XR

TabneTkun BKpUTI
NniBKOBOO
060noHKo no 2,5
mr/1000 mr, no 7
Tabnetok y
6nictepi; no 4
6nictepu B
KapTOHHIl kopoOui

Actpa3eHeka
IOK Timiten

Bennkobp
nTaHia

AcTpa3eHeka
dapmacbioTrKanc
nn

CWA

BHECEHHS 3MiH 0 peecTpaLiiHUX MaTepianiB: yTOYHEHHS
HanucaHHsA KpaiHu-3asBHUKa B Haka3i MO3 Ykpaiiu Ne 91 Big
17.01.2020 B npoueci BHeCEHHSA 3MiH (3MiHu | Tuny - 3MiHa
HalMeHyBaHHS Ta/abo agpecy Micusa NpoBagKeHHS AisNbHOCTI
BMPOGHMKa (BKIOYakoun, 3a HeOOXiAHOCTI, MicLle MPOBeAEHHS
KOHTPONIO siKOCTi), abo BnacHuka mactep-anna Ha Adl, abo
noctayanbHvka Adl/BuxigHoro maTepiany/peareHTy/npomiKHOro
NpoAyKTY, LU0 3aCTOCOBYIOTLCS Y BUPOOHMLTBI AP - 3MiHa Ha3BM
Ta agpecu BupobHuka A®I cakcarninTuHy rigpoxnopuay
©6e3BOAHOro y nepepaxyBaHHi Ha cakcarnintuH, 6e3 amiHn micus
BMpOGHMUTBA). Pepakuis B Hakasi: Benuka bputaHis.
3anponoHoBaHa pegakuif: Benuko6puTtaHis.

3a
peuyerimom

UA/12952/01/01

94.

KOMBOIMMI3A
XR

TabneTtkn, BKpUTI
NniBKOBOKO
o0bonoHkKolo, no 5
mr/500 mr no 7
Tabnetok y
6nictepi; no 4

Actpa3eHeka
IOK Timiten

Bennkobp
nTaHia

AcTpa3eHeka
dapmacbioTrKanc
nn

CWA

BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianiB: yTOYHEHHS
HanucaHHsA KpaiHu-3asBHUKa B Haka3i MO3 Ykpaiiu Ne 91 Big
17.01.2020 B npoueci BHeCEHHSA 3MiH (3MiHu | Tuny - 3MiHa
HalMeHyBaHHS Ta/abo agpecu MicLsa NpoBagKeHHS AisNbHOCTI
BMPOGHMKa (BKIO4akoun, 3a HeOOXiAHOCTI, MicLle MPOBeAEHHS
KOHTPOIIO siKOCTi), abo BnacHuka mactep-danna Ha Adl, abo

3a
peuyerimom

UA/12952/01/02
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IIponoBxkeHHs qoaaTka 3

Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1

6nictepu B noctayanbHuka Adl/BuxigHoro matepiany/peareHTy/npomiKHOro

KapTOHHI kopobLyi NPOAYKTY, LU0 3aCTOCOBYHOTLCS Y BUPOOHMLTBI AP - 3MiHa Ha3BM

Ta agpecu BUpobHuka A®| cakcarninTuHy rigpoxnopuay
6e3BOAHOro y nepepaxyBaHHi Ha cakcarnintuH, 6e3 amiHn micus
BMPOOHMUTBA). Pepakuis B Hakasi: Benuka BputaHis.
3anponoHoBaHa peAakuisn: BenukobpuraHis.
95. | KOMBOIMI3A | TtabneTku, BKpUTI Actpa3eHeka Benukobp Actpa3eHeka CWA BHECEHHS 3MiH 4O peecTpauiiHux MmaTtepianiB: yTOYHEHHA 3a UA/12952/01/03
XR NniBKOBOO IOK Jimiten nTaHia dapmacbloTmkanc HanucaHHA KpaiHu-3asBHUKa B Haka3i MO3 Ykpaiiu Ne 91 Big | peyenmom

o6ornoHkKot, no 5 n 17.01.2020 B npoueci BHeCEHHS 3MiH (3MiHu | TUNY - 3MmiHa

mr/1000 mr no 7 HalMeHyBaHHS Ta/abo agpecu MicLsa NpoBafKeHHS AisNbHOCTI

Tabnetok y BMPOGHMKa (BKIOYakoun, 3a HEOOXiAHOCTI, MicLle NpoBeAEHHS!

6nicTepi; no 4 KOHTpOTo siKOCTi), abo BnacHuka mactep-anna Ha AP, abo

6nictepu B noctayanbHuka Adl/BuxigHoro maTepiany/peareHTy/npomikKHOro

KapTOHHI kopobLyi NPOAYKTY, LU0 3aCTOCOBYHOTLCS Y BUPOOHMLTBI AP - 3MiHa Ha3BM

Ta agpecu BUpobHuka A®I cakcarninTuHy rigpoxnopuay
©6e3BoAHOro y nepepaxyBaHHi Ha cakcarnintuH, 6e3 amiHn micus
BMPOOHMUTBA). Pepakuis B Hakasi: Benuka Bputanis.
3anponoHoBaHa peAakuisn: BenukobpuraHis.
96. | KOMNMAKCOH po34nH Ans TeBa I3painb AGik JTa., I3painb I3pains/ BHECEHHS 3MiH 0 peecTpauinHmMx maTtepianis 3miHu | Tuny - 3a UA/6307/01/02
40 iH'ekuin, 40 mr/mn, | ®apmacbloTika (KoHTponb cepil YropuuHa/ [04aBaHHA anbTepHATMBHOIO METOAY KifbKiCHOTO BU3HAYEHHSsI peuenmom

no 1 mMn po3unHy B n lHpacTpis (Tinbkn GionorivyHe Benuka (TMTpyBaHHS) ANs NPOMI>KHOIO NPOAYKTY - MOHOMep L- Tyrosine;

nonepegHbo IrAa. TecTyBaHHs)); Asis BpuraHis/ 3MiHuM | TUNY - fOAaBaHHS anbTePHATMBHOIO METOAY KiflbKiCHOro

HanoBHEHOMY Kewmikan IHgacTpi3 HigepnaHnaun BU3HAYEHHS (TUTPYBaHHS) AN NPOMIKHOIO NPOAYKTY - MOHOMEP

wnpwuui; no 1 Jta., 13painb L-Lysine; 3MiHu | TUNY - fOA@BaHHS anbTepHaTUBHOIO MeToay

wnpuuy B (KoHTponb cepil KifIbKICHOTO BU3HAYEHHS (TUTPYBaHHSA) ANst NPOMDKHOIO NPOayKTy —

6nicTepi; no 12 (aHaniTnyHe MOHoMep L- Alanine; 3MiHu | Tuny - fogaBaHHs anbTepHaTUBHOIO

Lwnpuuis B TeCTyBaHHs Ta MeTozay KinbKiCHOrO BU3HAYeHHSs (TUTPYBaHHS) A NPOMKHOIO

KapTOHHI kopobLyi

BMBYEHHS
ctabinbHocTi)); AT
dapmaueBTUYHUIA
3aBog TEBA,
YropwuHa
(KoHTponb cepii
(Tinbkn GionorivyHe
TECTYBaHHS));
HopToH Xenckea
Nimiteq T/A
AVBEKC
dapmacbloTukana
HOK, Benvka
BputaHis
(BupobHMUTBO 32
MOBHWUM LIMKIIOM);
MnanTekc JlTAa.,
I3painb (KoHTponb
cepii (aHaniTUYHi
BMNpoOyBaHHS Ta
BMBYEHHS

cTabinbHocTi)); TeBa

dapmauesTikan
IHgacTpis JlTg.,

npoaykty — moHomep L- Glutamate




35 [TponoBkeHHs noaaTka 3
Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
I3painb
(Bupob6HMUTBO 3a
MOBHWUM LIMKIIOM);
TeBa
dapmaueBTikan
IHgacTpis JlTa.,
I3painb (KoHTponb
cepii (Tinbkn
MikpoGionoriyHe
TECTYBaHHs));
dapmaxemi b.B.,
HioepnaHnamn
(KoHTponb cepii
(noBHe TeCcTyBaHHS,
BKITOMAOUM Ha
CTEepUIbHICTb Ta
GakTepianbHi
€HLOTOKCUHW, ane
okpim BionoriyHoro
TECTYBaHHs))
97. | KOPBANON® | kancynu M'Aki no AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 6e3 UA/14667/01/01
K 10 kancyn'y AnMiHicTpaTmBHi 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuenma
6nicTtepi; no 1 abo 3asiBHUKA (BMacHUKa peecTpauinHoro nocBig4YeHHs1) 3MiHa
no 3 6nictepn y HalMeHyBaHHS Ta agpecu 3asiBHUKa: BBegeHHs 3MiH npoTsirom 6
nauui MicauiB nicnsa 3aTBepmxeHHs. 3MiHu | Tuny - AgMmiHicTpaTuBHI
3MiHW. 3MiHa HaliMeHyBaHHs1 Ta/abo agpecy MicLs NPOBaaXEHHS
LisnbHOCTiI BUPOGHWKa/imnopTepa rotToBoro nikapcbkoro 3acoby,
BKIOYaKUM AinbHULi BUNYCKy cepii abo MicLe npoBeaeHHs
KOHTPOIIO AKOCTI. (QisiNbHICTb, 3a Ky BignoBigae
BMPOGHWK/IMNOpTEp, BKINOYaUM BUMYCK CEpill) 3MiHa Ha3BM Ta
agpecu Bupob6Huka 113, 6e3 3miHu mMicust BUpobHuuTBa: 3MiHM
BHECEHO B iHCTPYKLiIO ANsl MeAUYHOro 3acTOCYBaHHS LLOAO
HalMeHyBaHHS Ta MiCLie3HaxXOoKeHHs BUpobHUMKa 3 BiANOBiAHNMM
3MiHaMK y TEKCTi MapKyBaHHS yNakoBKM NiKapCbKOro 3acoby.
BBeaeHHst 3MiH NpoTAromM 6 micsAuiB nicns 3aTBepaXeHHs. 3MiHu |
TMny - AOMiHICTpaTUBHI 3MiHW. BunyyeHHst BUpobHUYOI AinbHUL
(Bkrtovatoum ainbHuui ana A®l, npomixkHoro npogykTty abo
roTOBOrO fikapcbKkoro 3acoby, AinbHUL ANst NPOBEAEHHS
nakyBaHHsi, BUpOOHWKa, BiANoBiAanbHOro 3a BUNycK cepin, MicLe
npoBeaeHHs KOHTPOI cepii) abo nocTavyanbHUKa BUXiZHOTO
MaTepiany, peareHTy abo JONOMDKHOT PEYOBUHU (SIKLLO 3a3Ha4YeHO
y AOCbE) BUINy4YeHHS BUPOGHMYOI AinbHuLi ans AD| (ETunosuin
edip a-6pomiso - BanepiaHoBoi kucnotun) AT “Papmak”,
po3TalloBaHoi 3a agpecoto: Ykpaina, 04080, m. Kuis, Byn. ®pyH3e,
74. BupobHuya ginbHuLS, wo 3anuwnnace (Ykpaina, 41100, m.
LWocTka, Byn. larapiHa, 1/174), BUKOHYE Ti cami oyHKUIT LLO i
BUIyYEHA.
98. | KCABPOH pO34MH aons TOB "HOpisi- YkpaiHa TOB "HOpis-dapm” YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/16780/01/01
iH'ekuin, 1,5 dapm” AnMiHicTpaTuBHi 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuenmom

mr/mn, no 20 mn B
amMnynax CKNsiHuX;

MicLsl NpOBaXXEHHS OisNbHOCTI BUPOOHUKa/iMnopTepa rotoBoro
nikapcbkoro 3acoby, BKOYayM AinbHULI BUNYCKy cepii abo micue
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Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
no 2 amnynmmy npoBefeHHs KOHTPOIIO SIKOCTI. (JiSNbHICTb, 3a AKy Bignosigae
KOHTYPHIW BMPOGHMK/iIMNOpTEp, BKIOYaKUM BUMYCK Cepiit) - 3MiHa agpecu
YapyHKOBIN BMpobHuka TOB «HOpis-®apm», 6e3 3miHM MicLs BUPOOHULITBA
ynakoBLi, no 1 (BBepeHHS 3MiH MPOTArom 6-Tv MicsALIB MiCNs 3aTBEPIKEHHS)
YapyHKOBIN
ynakoBLi y nayui 3
KapToHy; no 5
amnyn y KOHTYpPHIn
YapyHKOBIN
ynakoBLi, no 1
YapyHKOBIN
ynakoBLi y nayui 3
KapToHy; no 5
amnyn y KOHTYpPHiIn
YapyHKOBIN
ynakoBLi, no 2
YapyHKOBI
yNakoBKM y nauuii 3
KapTOHY
99. | TAMIKOH® renb1%no15r AT "®apmak” Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH 40 peecTpauinHmMx maTepianis: 3miHu | Tuny - be3 UA/2714/04/01
OEPMIENb abo 30 r y Ty6i; no AnMiHicTpaTuBHi 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuenma
1 1y6i y nayui MicList NPOBaMKEHHS AisiNbHOCTI BUPOOHMKa/imnopTepa roToBoro
nikapcbKkoro 3acoby, BKMYa4u AinbHULI BUNycky cepii abo micue
npoBefeHHs KOHTPOIIO SIKOCTI. (JiSNbHICTb, 3a SKy Bignosigae
BMPOGHMK/iIMNOpTEp, BKIOYaKYM BUMYCK CEpili) 3MiHa Ha3BM i
aapecy BupobHuka M13. BBeaeHHs 3MiH NpoTsArom 6-Tu MicsiLiB
nicns 3aTBepaXeHHs. 3MiHn | Tuny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu 3asBHMKa (BNacHWKa
peecTpauinHoro nocsigvyeHHs) 3MiHa HanmeHyBaHHA Ta agpecu
3asBHUKa (BracHUKa peecTpaLliiHoro noceiayeHHs) BeegeHHs
3MiH NPOTAroM 6-Tv MicsAUIB Micns 3aTBepMKeHHS. 3MiHu | Tuny -
3MmiHu 3 sikocTi. FoToBUIA NikapcbkuiA 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BUNpobyBaHHSA roToBoro
nikapcbkoro 3acoby (ans npuBeaeHHs y BignosigHicTb 3 APY abo
€BponNencbKko hapmMakoneeto Ta BUITyYEHHs1 NOCUMaHHS Ha
3acTapinui BHYTPILWHiA MeToa BUNpobyBaHHS i Moro Homep)
BHeCeHHs 3miH y Cneuudikauito/ MeToauky BunpobysaHHs 13 3a
nokasHukomM "MikpobionoriyHa unctoTa", 3okpema: BUNy4YeHHs
MOBHOrO OMUCY NPOBEAEHHS METOAMKMN; AONOBHEHHS BiAMNOBIAHUM
nocunaHHAM Ha ajtovy pegakuito ADY. 3MiHn | Tuny - 3MiHm 3
sikocTi. [oToBMI Nikapcbkui 3aci6. 3MiHM y BUPOOHMLTBI. 3MiHa
po3mipy cepii (Bkrtoyaoumn giana3oH po3Mipy cepii) roToBOro
nikapcbkoro 3acoby (36inbweHHs Ao 10 pasiB NopiBHSAHO i3
3aTBEPOKEHUM PO3MIPOM)
BBe[IeHHS JOAATKOBOro PO3Mipy cepii roToBOro nMikapCbKoro
3acoby.
100 NNAPUTUNEH | tabnetku gns MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peecTpaLinHmMxX maTtepianis 3mMiHu | Tuny - amiHa be3 UA/16643/01/01
® PO3CMOKTYBaHHS "Kuismegnpen "Kuismegnpenapat” HalMeHyBaHHS BUpobHuKa, 6e3 amiH y MKA J13; 3anponoHoBaHo: | peuenma
3i CMakoMm M Tu apat” MoBHa Ha3Ba AkLioHepHe ToBapucTBo "KniBmeanpenapat”

no 10 Tabnetok y
6nicTepi; no 1, 2

CkopodeHa HasBa AT "KviBmeanpenapat”; 3miHu | Tvny - 3miHa
HaliMeHyBaHHs 3asBHMKa, 6e3 3MiH y MKA J13; 3anponoHoBaHo:
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Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
abo 4 brnictepu y [MoBHa Ha3Ba AKLiOHEPHE TOBapUCTBO
nauui "KuiBmegnpenapat"CkopoyeHa Ha3ga AT "KuiBmegnpenapat”
101, NAPUTUINEH | Tabnetkn gns MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3miHa be3 UA/16644/01/01
® PO3CMOKTYBaHHS "KviBmegnpen "KviBmegnpenapar” HallMeHyBaHHs1 BUpobHUuka, 6e3 3miH y MKA J13; 3anponoHoBaHo: | peyenma
3i CMakoMm M STu apat” lMoBHa Ha3Ba AkuioHepHe ToBapucTeo "KniBmeanpenapat”
Ta numoHy no 10 CkopoyeHa Ha3sa NAT "KuiBmegnpenapat”; amiHu | Tvny - 3miHa
Tabnetok y HalMeHyBaHHs1 3asiBHUKa, 6e3 3miH y MKA J13; 3anponoHosaHo:
6nictepi; no 1, 2 [MoBHa Ha3Ba AKLiOHEepHe TOBapUCTBO
abo 4 brnictepu y "KnisBmegnpenapat"CkopoyeHa Ha3a [MAT "KuiBmegnpenapat”
navi
102 NAPUTUNEH | tabnetku gns MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHmMx maTtepianis 3mMiHu | Tuny - amiHa 6e3 UA/16645/01/01
® PO3CMOKTYBaHHS "Kuismegnpen "KnisBmegnpenapat” HalMeHyBaHHS BUpobHUuKa, 6e3 amiH y MKA J13; 3anponoHoBaHo: | peuenma
3i CMakoMm M STu apat” MoBHa Ha3Ba AkuioHepHe ToBapucTeo "KniBmeanpenapat”
Ta manuHu no 10 CkopoueHa HasBa NAT "KviBmeanpenapat”; 3miHu | Tvny - 3miHa
Tabnetok y HalMeHyBaHHs 3asiBHUKa, 6e3 3amiH y MKA J13; 3anponoHoBaHo:
6nictepi; no 1, 2 [MoBHa Ha3Ba AKLiOHEepHe TOBapUCTBO
abo 4 6nictepu y "KvuiBmegnpenapat'CkopoyeHa Ha3ga INMAT "Kuismegnpenapat"
navi
103.| IEBO®JIOKC | Tabnetku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/11208/01/01
ALVH 060MoHKOK Mo "TexHonor" 3miHun wopao 6e3nekun/edekTMBHOCTI Ta hbapmakoHarnagy. 3MiHa 'y | peuenmom
250 mr no 10 KOPOTKil XapakTepucTuL NnikapcbKkoro 3acoby, TEKCTi MapKyBaHHS
Tabnetok y Ta iHCTPYKUii AN MeguyYHOro 3acToCcyBaHHS Ha NiacTasi perynsipHo
6nicTtepi; no 1 OHOBIOBAHOrO 3BiTY 3 6e3neku nikapcobkoro 3acoby, abo
GnicTepy B nayui pocnimxeHb 3 6e3neku 3acTocyBaHHSA NMikapcbKoro 3acoby B
i3 KapTOHY nicnsipeecTpauinHuii nepioa, abo sik pesynbTaT OLiHKK 3BITY 3
JocnimpkeHb, NPoBeAEeHUX BiANOBIAHO A0 NnaHy neaiaTpuyHMX
pocnigxeHb (PIP) (3MiHy y3rog)XeHo 3 KOMMNETEHTHUM
YNOBHOBaXXEHUM OopraHoM) 3MiHWM BHECEHi 40 IHCTPYKUiTl Ana
MeZMYHOro 3aCTOCYBaHHsI NiKapCbKoro 3acoby y po3ainu:
"OcobnusocTi 3actocyBaHHs", "NobivHi peakuii” BignosigHo ao
OHOBMeEHOI iHdhopmaLlii 3 6e3neku Aio4oi peyoBUHNU. 3MiHM | TUnY -
3miHun wopao 6e3nekun/edeKTMBHOCTI Ta hapMakoHarnagy. 3MiHu y
KOPOTKili XapakTepucTuL NnikapcbKkoro 3acoby, TEKCTi MapKyBaHHs
Ta IHCTPYKLii NS MeANYHOro 3aCTOCYBaHHS
reHepu4HuX/ribpuaHnx/GionoaibHmx nikapcbkux 3acobis nicns
BHECEHHS TiEi camoi 3MiHW Ha pedbepeHTHWI npenaparT (3MiHa He
noTpebye HafaHHs XXOAHUX HOBWX OOAATKOBUX AAHUX) 3MiHM
BHECEHI A0 iIHCTPYKLIi Ans MeANYHOro 3aCTOCYBaHHS fikapCbKOro
3aco0y y posainu: "MokasaHHsA", a TakoX y po3ainu:
"®apmakornoriyHi BnactueocTi", "MpoTunokasanHs", "OcobnusocTi
3acTocyBaHHs", "3acTocyBaHHs y nepioa BariTHOCTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta gosun”, "ditn"
(yTOuHeHHs iHdopmalLii), "Mepeno3syBanHs", "MobivHi peakuii™
BigNoBigHo 40 iHhopmalii Woa0 MeanyYHOro 3acToCyBaHHS
pedepeHTHOro nikapcbkoro 3acoby (Tavanic, 250 mg, 500 mg He
3apeecTpoBaHuii B YKpaiHi).
104 NNEBO®JIOKC | Tabnetku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHux matepianis: 3MiHu | Tuny - 3a UA/11208/01/02
ALWUH 060noHKo no "TexHonor" 3miHun wopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy. 3miHay | peuenmom
500 mr no 10 KOPOTKili XapakTepucTuLL nikapcbkoro 3acoby, TEKCTi MapKyBaHHS
Tabnetok y Ta iIHCTPYKUii AN MeguyHOro 3acToCcyBaHHSA Ha MiacTasi perynspHo

6nicTepi; no 1

OHOBJIHOBAHOIO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
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n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
6nicTepy B nayui pocnimxeHb 3 6e3neku 3acTocyBaHHS NMikapcbKoro 3acoby B
i3 KapTOHY nicnsipeecTpauinHuii nepioa, abo sik pe3ynbTaT OUiHKK 3BITY 3
OocnifmxeHb, NPOBEAEHMX BiANOBIAHO A0 NNaHy nefiaTpUyuHMX
pocnigxeHb (PIP) (3MiHy y3rog)XeHo 3 KOMNETEHTHUM
YNOBHOBaXXEHUM OopraHoM) 3MiHW BHECEHi 40 IHCTPYKUil Ana
MeZMNYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ainu:
"OcobnusocTi 3actocyBaHHs", "NobivHi peakuii” BignosigHo o
OHOBMeEHOI iHdhopmaLlii 3 6e3neku Aio4oi peyoBUHNU. 3MiHK | TUnNYy -
3miHn wopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy. 3mMiHu y
KOPOTKili XapakTepucTuL NnikapcbKoro 3acoby, TEKCTi MapKyBaHHS
Ta IHCTPYKLii 4N MeAMYHOro 3aCTOCYBaHHS
reHepuYHMX/riopnaHmx/6ionoaibHux nikapcbkux 3acobis nicns
BHECEHHS TiEi camoi 3MiHW Ha pedbepeHTHWI npenaparT (3MiHa He
noTpebye HafaHHs XOAHUX HOBWX OOAATKOBUX AAHUX) SMiHM
BHECEHi [0 iHCTPYKLii ANs MeQMYHOro 3acToCyBaHHS IikapCbKOro
3aco0y y posginu: "MokasaHHsA", a TaKoX y po3ainu:
"®apmakornoriyHi BnactueocTi", "MpoTunokasaHHs", "OcobnusocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiog BariTHocTi abo
ropyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta gosu”, "ditn"
(yTOuHeHHs iHdopmaLii), "MepenosyBanHs", "MobiyuHi peakuii™
BiAMNOBIAHO A0 iHcbopMmaLii LLIoA0 MEeAUYHOro 3aCTOCYBaHHS
pedepeHTHOro nikapcbkoro 3acoby (Tavanic, 250 mg, 500 mg He
3apeecTpoBaHuii B YKpaiHi).
105 NIEHANIAOMI | kancynwu TBepai no TOB «TeBa YkpaiHa MJIBA XpBatcka Xopsaris BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/17643/01/06
O-TEBA 20 wr, no 21 YkpaiHa» n.0.0. AnMiHicTpaTuBHi 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom
Kancyni 'y 6nictepi; 3asiBHMKa (BNacHUKa peecTpauiiHoro nocBigvYeHHs1) - 3MiHa agpecu
no 1 6nictepy B 3asBHUKa
KopobLi
106, NEHANIOOMI | kancynu TBepAi no TOB «TeBa YkpaiHa MIIBA XpBatcka XopgarTis BHECEHHS 3MiH 0 peecTpauinHMxX maTtepianis: 3miHu | Tuny - 3a UA/17643/01/07
O-TEBA 25 wr, no 21 YkpaiHa» n.0.0. AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom
Kancyni 'y 6nicrepi; 3asiBHMKa (BMNacHUKa peecTpauiiHoro NocBigvYeHHs1) - 3MiHa agpecu
no 1 6nictepy B 3asiBHUKA
KopobLi
107, NEHANIOOMI | kancynu TBepAi no TOB «TeBa YkpaiHa MIIBA XpBatcka XopgarTis BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3miHu | Tuny - 3a UA/17643/01/01
O-TEBA 2,5 mr, no 21 YkpaiHa» 0.0.0. AnMiHicTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuenmom
Kancyni 'y énictepi; 3asiBHUKA (BnacHWKa peecTpaLinHoro Noceig4yeHHs) - 3aMiHa agpecu
no 1 6nictepy B 3asiBHUKA
KopooLi
108.| IEHANIAOMI | kancynw TBepai no TOB «TeBa YkpaiHa MJIBA XpBatcka Xopgaris BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/17643/01/02
O-TEBA 5 wmr, no 21 YkpaiHa» 0.0.0. AnMiHicTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu peuenmom
Kancyni 'y 6nicrepi; 3asiBHMKa (BNacHUKa peecTpauiiHoro nocBigvYeHHs1) - 3MiHa agpecu
no 1 6nictepy B 3asBHUKa
KopooLi
109. IEHANIAOMI | kancynw TBepai no TOB «TeBa YkpaiHa MJIBA XpBatcka Xopsaris BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/17643/01/03
O-TEBA 7,5 wr, no 21 YkpaiHa» n.0.0. AnMiHicTpaTmBHi 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom
Kancyni 'y 6nictepi; 3asiBHMKa (BNacHUKa peecTpauiiHoro nocBigvYeHHs1) - 3MiHa agpecu
no 1 6nictepy B 3asBHUKa
KopobLi
110, NEHANIAOOMI | kancynu TBepAi no TOB «TeBa YkpaiHa MIIBA XpBatcka XopsarTis BHECEHHS 3MiH 40 peecTpauinHMxX maTtepianis: 3miHu | Tuny - 3a UA/17643/01/04
O-TEBA 10 wmr, no 21 YkpaiHa» n.0.0. AnMiHicTpaTmBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom

Kkancyni y énicrepi;

3asiBHMKA (BNaCHUKA peecTpaLiiHoro NocBigyeHHs1) - 3MiHa agpecu




39

[TponoBkeHHs noaaTka 3

Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
no 1 6nictepy B 3asBHUKa
KopooLi
111.| NEHANIAOMI | kancynwu TBepai no TOB «TeBa YkpaiHa MJIBA XpBatcka Xopgaris BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/17643/01/05
O-TEBA 15 wmr, no 21 YkpaiHa» 0.0.0. AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu peuenmom
Kancyni 'y 6nictepi; 3asiBHMKa (BNacHUKa peecTpauiiHoro nocBigyYeHHs1) - 3MiHa agpecu
no 1 6nictepy B 3asiBHUKa
KopooLi
112 NEPKAHIOUN | tabneTku, BKpUTI TOB «TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH 0 peecTpauinHMxX maTtepianis: 3miHu | Tuny - 3a UA/16977/01/01
IH-TEBA NniBKOBOKO YkpaiHa» OynHnua AT AnMiHicTpaTmBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom
o6onoHkot, no 20 3asiBHMKa (BNacHUKa peecTpauiiHoro nocBigyYeHHs ) - 3MiHa agpecu
mr, no 14 3asBHMKA
Tabnetok y
6nicTtepi; no 2 abo
no 4 6nictepu B
KopobLi
113 NEPKAHIOUN | TabneTku, BKpUTI TOB «TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH 0 peecTpauinHMxX maTtepianis: 3miHu | Tuny - 3a UA/16977/01/02
IH-TEBA NniBKOBOIO YkpaiHa» Oynuuua AT AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuenmom
obonoHkoto, no 10 3asiBHUKA (BnacHWKa peecTpaLinHoro Noceig4eHHs) - 3aMiHa agpecu
mr, no 14 3asBHMKA
Tabnetok y
6nicTepi; no 2 abo
no 4 6nictepu B
KopooLi
114, NETPOBICTA | TabneTku, BKpUTI MicTtpan AHrnis CiHTOH XicnaHis, Icnanis BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/16706/01/01
NniBKOBOIO Kenitan CJL AnMiHicTpaTuBHI 3MiHU. 3MiHa HallMeHyBaHHs Ta/abo agpecu peuenmom
0060JI0HKOID, MO MeHeKmeHT MicList NPOBaMKEHHS AisiNbHOCTi BUPOOHMKa/imnopTepa roToBoro
2,5 mr; no 10 Tlimiteq nikapcbKkoro 3acoby, BKIOYa4u AinbHULI BUNYCKy cepii abo micue
Tabnetok y NPOBEAEHHS1 KOHTPOIIO SAKOCTI. (AIANbHICTb, 3a AKy Bignosigae
6nicTepi; no 3 BMPOGHMK/iMNopTep, BKIOYakuM BUMYCK cepit). 3miHa agpecu
6nictepa B BUPOGHMKa 6e3 3MiHK Micusa BUPOOHMLTBA. TepMiH BBeAEHHS 3MiH
KapTOHHI kopobuyi - NpoTsiroM 6 MicsiLiB Micnsi 3aTBEPAXKEHHSI.
115, NEPJIOKAL TabneTtkn, BKpUTI [bxy6inaHT IHais [bxy6inaHT IHais BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3miHa 3a UA/13423/01/01
NniBKOBOKO [xeHepikc xeHepikc Jlimiteq o posginy MKA N3 (posain «pacduryeckoe nsobpaxeHue peuernmom
o6onoHKot, Nno Timiteq ynakoBKM» 3aMiHeHO po3ainom «Mapkuposka» (B cootBeTcBum ¢
250 wmr, no 10 YTBEPXAEHHBIM TEKCTOM MapKMPOBKU)); OHOBIEHHS TEKCTY
Tabnetok y MapKyBaHHS ynakoBku in bulk
6nictepi; no 3
6nictepu B
KapTOHHI Kopobui
116. NE®PIIOKAL TabneTku, BKpUTI [xyGinaHT IHais [xyGinaHT IHais BHECEHHS 3MiH 0 peecTpaLinHmMx maTtepianis 3mMiHu | Tuny - amiHa - UA/13424/01/01
NniBKOBOKO [xeHepikc [xeHepikc Jlimiteq o po3sginy MKA N3 (po3ain «pacduryeckoe nsobpaxeHue
0060JI0HKOID, MO NimiTeq ynakoBKu» 3aMiHeHO po3ainom «MapkvpoBka» (B cooTBeTcBuM C
250 wr, in bulk: no YTBEPXXAEHHbBIM TEKCTOM MapKUPOBKU)); OHOBIIEHHS TEKCTY
5000 TabrieTok y MapKyBaHHS ynakoBku in bulk
nakeTax
117, NE®IIOKAL TabneTku, BKpUTI [xyGinaHT IHais [xyGinaHT IHais BHECEHHS 3MiH 0 peecTpaLinHmMx maTtepianis 3mMiHu | Tuny - amiHa 3a UA/13423/01/02
NniBKOBOKO [xeHepikc xeHepikc Jlimiteq o posginy MKA N3 (posain «paduryeckoe nsobpaxeHue peuernmom
06onoHKot, Nno Timiteq ynakoBKM» 3aMiHeHO po3ainom «Mapkuposka» (B cootBeTcBum ¢
500 mr, no 10 YTBEPXXAEHHBIM TEKCTOM MapKUPOBKU)); OHOBIIEHHS TEKCTY
Tabnetok y MapKyBaHHS ynakosku in bulk

6nictepi; no 3
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n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
6nictepu B
KapTOHHI kopobuyi
118.| NEPJIOKAL TabneTtkn, BKpUTI [bxy6inaHT IHais [bxy6inaHT IHais BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3miHa - UA/13424/01/02
NniBKOBOO [xeHepikc xeHepike Jimiteq 0o poaginy MKA N3 (po3ain «paduyeckoe nsobpaxeHue
o6onoHKot, Nno Timiteq ynakoBKM» 3aMiHeHO po3ainom «Mapkuposka» (B cootBeTcBum ¢
500 wr, in bulk: no YTBEPXAEHHBIM TEKCTOM MapKUPOBKU)); OHOBIEHHS TEKCTY
5000 TabneTok y MapKyBaHHS ynakoBku in bulk
nakeTax
119.| NE®PHO® TabneTtkn, BKpUTI KYCYM IHais Kycym Xentxkep IHais BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3miHa 3a UA/6367/01/02
o0bonoHkoto, no 20 XENTXKEP M.t 1A napameTpiB cneuudikauinn Ta/abo AoNyCTUMUX MEX rOTOBOIO peuenmom
mr, no 10 MBT NTA nikapcbkoro 3acoby (3BY>KEHHS1 OMYCTUMUX MEX);
Tabnetok y 3MiHM | TUNY - 3MiHa y MeToAax BUNpobyBaHHSi rOTOBOrO
6nictepi, no 3 nikapcbkoro 3acoby (iHLwi 3mMiHM y MeToaax BunpobyBaHb
6nictepun y (Bkrtoyato4mn 3amiHy abo JONOBHEHHS))
KapTOHHIN
ynakoBLi
120, NIM®OMIO3 po34nH Ans Bionoriwe HimeyumnH Bionoriwe HimevunHa BHECEHHS 3MiH 0 peecTpaLinHmMx maTtepianis 3MiHu | Tuny - 3MiHK 3a UA/2054/01/01
OTH iH'ekuin no 1,1 mn Xannemitrens a Xannbemitrens oo 6esnekn/edekTMBHOCTI Ta dhapmakoHarnsaay. BeegeHHs abo | peuenmom
B amnyni; no 5 Xeenb MM6X Xeenb 'M6X 3MiHM [0 y3aranbHEeHUX AaHuX Npo cuctemy dapmakoHarnsgy
amMnyn y KOHTYpPHIn (BBEAEHHS y3aranbHeHUX AaHMX Npo cuctemy dapmakoHarnsay,
YapyHKOBIN 3MiHa YNoBHOBa)eHOi 0cobw, BignoBiaanbHoI 3a 34ilCHEHHS!
ynakoBLi; no 1 abo (hapmakoHarnsiay; KOHTakTHoOi ocobu 3 hapmakoHarnsay 3asiBHUKa
no 2, abo no 20 Ons 3giicHeHHs chapMakoHarnsgy B YKpaiHi, AKLWO BOHA BigMiHHa
KOHTYPHMX Bi yNnoBHOBakeHOi 0cobw, BignoBiganbHOI 3a 34iCHEHHS!
YapyHKOBUX papmakoHarnsay (BKMYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
ynakoBOK B po3MiLLeHHi MacTep-channa cuctemy hapmakoHarnsgy) - amiHa
Kopob6Lji 3 KapTOHY KOHTaKTHOI 0COOM 3asiBHMKA, BignoBiganbHoi 3a 34iMCHEHHS
apmakoHarnagy B YkpaiHi: [ponoHoBaHa peaakuis —
LLlanoBanosa IHHa AHaToniiBHa. 3MiHa KOHTAKTHUX AaHNX
KOHTaKTHOI 0cOobM 3asiBHUKA, BiANOBIAANbHOI 3a 3AiICHEHHS
dapmakoHarnagy B YkpaiHi
121, NNO3APTAH- TabneTtkn, BKpUTI TOB «TeBa YkpaiHa AT YropwuHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/16398/01/02
TEBA NniBKOBOKO YkpaiHa» dapmaLueBTUYHUIA AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom
060noHKolo, no 25 3aBog TEBA 3asiBHMKa (BNacHWKa peecTpauiiHoro noceigveHHsi). 3mMiHa agpecu
mr no 10 TabneTok 3asiBHUKA
y bnicTepi; no 3
Gnictepu y
KapTOHHIN kopobuyi
122, NO3APTAH- TabneTtkn, BKpUTI TOB «TeBa YkpaiHa AT YropwuHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/16398/01/01
TEBA NniBKOBOIO YkpaiHa» dapmaLeBTUYHUIA AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom
0060JI0HKOLD, MO 3aBog TEBA 3asiBHUKA (BnacHWKa peecTpauinHoro noceigvyeHHs). 3MiHa agpecu
12,5 mr mrno 10 3asBHUKA
Tabnetok y
6nicTepi; no 3
Gnictepuy
KapTOHHIN kopobuyi
123.| NO3APTAH- TabneTkn, BKpUTI TOB «TeBa YkpaiHa AT YropwuHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/16398/01/03
TEBA NniBKOBOKO YkpaiHa» dapmaueBTUYHUIA AnMiHicTpaTmBHi 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom
060n0HKo10, Nno 50 3aBog TEBA 3asiBHMKa (BNacHWKa peecTpauiiHoro noceigveHHs). 3miHa agpecu
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IIponoBxkeHHs qoaaTka 3

Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
mr, no 10 3asiBHUKA
Tabnetok y
6nicTepi; no 3
Gnictepuy
KapTOHHiIN
Kopobui, no 9
GnictepiB y
KapTOHHIN
Kopobui.
124, NO3APTAH- TabneTtkn, BKpUTI TOB «TeBa YkpaiHa AT YropwuHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/16398/01/04
TEBA NniBKOBOIO YkpaiHa» dapmaLeBTUYHUIA AnMiHicTpaTuBHI 3MiHU. 3MiHa HallMeHyBaHHs Ta/abo agpecu peuernmom
060JI0HKOID, MO 3aBog TEBA 3asiBHUKA (BnacHWKa peecTpauinHoro noceigvyeHHs). 3MiHa agpecu
100 mr no 10 3asiBHUKA
Tabnetok y
6nicTepi; no 3
Gnictepuy
KapTOHHII kopobuyi
125 NNOHFOKAIH® | posunH ans TOB "HOpisi- YkpaiHa TOB "HOpis-dapm” YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/12901/01/01
XEBI iH'ekuin, 5,0 mr/mn, dapm” AnMiHicTpaTuBHI 3MiHU. 3MiHa HallMeHyBaHHs Ta/abo agpecu peuenmom
nos5wmny MicLsl NPOBaXXEHHS OisNbHOCTI BUPOOHUKa/iMnopTepa rotoBoro
dnakoHi; no 5 nikapcbKkoro 3acoby, BKIOYa4u AinbHULI BUNYCKy cepii abo micue
drakoHiB y NPOBEAEHHS1 KOHTPOIIO SAKOCTI. (AIANbHICTb, 3a AKy Bignosigae
KapTOHHIN navui BMPOGHMK/iIMNoOpTEp, BKIOYaKUM BUMYCK Cepiit) - 3MiHa agpecu
BMpoGHMKa TOB «tOpis-dapm», 6e3 3MiHN MicLs BUPOGHULTB
(TepmiH BBeAEHHS 3MiH NPOTSArOM 6 MiCsALiB Micnsa 3aTBepAXKEHHS1)
126.| NYMIFTAH® Kpanni o4Hi, AnnepraH IpnaHgis AnnepraH IpnaHgis BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis 3minu Il Tuny - 3miHn 3a UA/13815/01/01
po3unH, 0,1 mr/mn; | dapmacbioTika dapmackioTikans 00 IHCTPYKUii ANA MeanYHOro 3acTocyBaHHS NikapCcbKoro 3acoby | peuernmom
no3mny n3 lpnaHgis Ipnangis 0o po3aginy "MobiyHi peakuii" BignosiaHO oHoBREHIN iHdopMaLli 3
dnakoHi- 6e3neku, sika 3a3HaveHa B KOPOTKili XapaKTepucTuLli nikapcbkoro
KpanenbHu1ui; no 1 3acoby, 3aTBepaxeHoi EMA. BBeaeHHst 3MiH npoTarom 6-1v
dnakoHy- MicsUiB nicns 3aTBepAKEHHS
KpanenbHuui y
KapTOHHIN nayui
127, MAKPOLIE® NOPOLLIOK Ans hxeHodbapm Benwka HCIC Xeben Kutan BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny - 3MiHu - UA/8972/01/01
NPUroTyBaHHS o BpuTaHia XyamiH 3 sikocTi. FoTOBWIA Nnikapcbkuii 3acic. Cuctema
PO34MHY Ang dapmackioTikan KOHTeWiHep/3aKynoptoBarnbHuiA 3aci6. 3mMiHa po3Mipy ynakoBKu
iH ekuin, 500 KomnaHi Nimiteq rOTOBOrO fikapcbKkoro 3acoby (BUMyYeHHS yNakoBKU NEBHOMO
mr/500 mr in bulk: po3mipy). BunyyeHHsi ynakoBok «in bulk» Ne50 ta Ne100.
no 10 conakoHis 3
MOPOLLKOM Y
rpynoein Tapi i3
KapTOHY
128, MAKPOLIE® NOPOLLIOK Anis hxeHodbapm Benwka HCIC Xeben Kutan BHECEHHS 3MiH 00 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3MiHn - UA/8972/01/02
NpUroTyBaHHS Nto BpuTaHis XyamiH 3 AkocTi. 0ToBMIA Nikapcbkuii 3aci6. Cuctema
PO34MHY Ans dapmackioTikan KOHTeWHep/3aKynoptoBarnbHui 3aci6. 3mMiHa po3Mipy ynakoBKu
iH ekuin, 1000 KomnaHi Nimiteq rOTOBOrO fikapcbKkoro 3acoby (BUny4YeHHs yNnakoBKU NEBHOMO

Mr/1000 wmr in bulk:
no 10 conakoHie 3
MOPOLLKOM Y
rpynosin Tapi i3
KapTOHY

po3mipy). BunyuyeHHs ynakoBok «in bulk» Ne 50 Ta Ne 100.
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[TponoBkeHHs noaaTka 3

Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
129, MEQITAH kancynu no 100 MAT "®apmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianiB: yTOYHEHHS 3a UA/12318/01/01
mr, no 10 kancyn y HanucaHHsA Ha3BU 3asABHMKa B Haka3i MO3 YkpaiHu Ne 270 Big | peuenmom
6nicTepi; no 3 06.02.2020 B npoueci BHECEHHS 3MiH (BUMNPaBIEHHs TEXHIYHOT
Gnictepun y nayui 3 nomunku, ska 6yna gonyLieHa Nnpu BHECEHHI 3MiH A0
KapTOHY Cneuudikauii/ MeToais BUNpobyBaHHS rOTOBOIO MikapCbKoro
3acoby, a came: Npuv 3a3HaYeHHi BiAMOBIAHOrO NOCKNAaHHA Ha
nitovy pepakuito EP ta d®Y 3a nokasHukom "MikpobionoriyHa
uncrota"). Pegakuia B Hakasi: AT "®apmak”, YkpaiHa.
3anponoHoBaHa peaakuin: MAT "®Papmak”, YkpaiHa.
130, MEQITAH kancynu no 300 MAT "®apmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianiB: yTOYHEHHS 3a UA/12318/01/02
mr, no 10 kancyn y HanucaHHsA Ha3BU 3asiBHMKa B Haka3i MO3 Ykpainu Ne 270 Big | peuenmom
6nicTepi; no 3 abo 06.02.2020 B npoueci BHECEHHS 3MiH (BUMNPaBIEHHs TEXHIYHOT
6 bnictepiB y nomunku, ska 6yna gonyLeHa Nnpu BHECEHHI 3MiH A0
naJui 3 KapToHy Cneuudikauii/ MeToais BUNpobyBaHHS rOTOBOIO fikapCbKoro
3acoby, a came: Npuv 3a3HaYeHHi BiAMOBIAHOIrO NOCUNAaHHA Ha
gitovy pepakuito EP ta Y 3a nokasHukom "MikpobionoriyHa
uncrota"). Pegakuia B Hakasi: AT "®apmak”, YkpaiHa.
3anponoHoBaHa peaakuin: MAT "®Papmak”, YkpaiHa.
131 MEOQOKAPOW | tabnetku no 6,25 Mepokemi Kinp Mepokemi T Kinp BHECEHHS 3MiH 0 peecTpaLinHMxX maTtepianis 3MiHu | Tuny - 3MiHn 3a UA/9479/01/01
n mr; no 10 1O (3aBog AZ), Kinp; Lwono 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay. BeeaeHHst abo | peuenmom
Tabnetok y Mepokemi NTA 3MiHW O y3aranbHeHVX AaHNX Npo cuctemy bapmMakoHarnsgy
6nicTtepi; no 3 abo (UeHTpanbHui (BBEAEHHS y3aranbHeHUX AaHUX NPo cuctemy dapmakoHarnsay,
10 6nicTepiB y 3aBog), Kinp 3MiHa ynoBHOBaXeHOi 0cobu, BianoBigansHOI 3a 3aiCHEHHSI
KapTOHHIl kopoOui hapmakoHarnsay; KOHTakTHOi ocobu 3 hapmakoHarnsay 3asBHUKa
Ons 3gincHeHHs chapMakoHarnsgy B YKpaiHi, SKLWO BOHA BigMiHHA
Bi ynoBHOBaxeHOi ocobu, BianoBiganbHOI 3a 34iCHEHHSI
dapmakoHarnsaay (BKMOYarym KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MiLLeHHi MacTep-channa cuctemy hapmMmakoHarnsgy) - 3miHa
YNOBHOBaXeHOI 0cobu 3asiBHMKa, BigNoBiAanbHOT 3a 30iNCHEHHS
dapmakoHarnsay: MNponoHoBaHa peaakuis: Marina Couva. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXeHOI ocobu, BignoBsigansHoi 3a
34iicHeHHs dhapmakoHarnagy. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cOobM 3asiBHUKA, BiANOBIAANbHOI 3a 3AiICHEHHS
hapmakoHarnsgy B YkpaiHi. 3miHa micus 3AiicCHeHHS OCHOBHOI
fisnbHocTi 3 dhapmakoHarnsgy. 3MiHa MicLle3HaxooKeHHs MacTep-
danna
132 MEOOKAPOWU | Tabnetku no 25 Mepokemi Kinp Mepokemi T Kinp BHECEHHS 3MiH O peecTpaLinHMxX maTtepianis 3MiHu | Tuny - 3MiHK 3a UA/9479/01/02
n mr; no 10 1O (3aBog AZ), Kinp; Lwono 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay. BeeaeHHst abo | peuenmom
Tabnetok y Mepokemi NTA 3MiHW 0O y3aranbHeHVX AaHNX Npo cuctemMy bapmMakoHarnsgy

6nictepi; no 3 abo
10 6nicTepiB y
KapTOHHI KopoOui

(UeHTpanbHui
3aBog), Kinp

(BBEOEHHS y3aranbHeHVX AaHuX Npo cucTemMy chapmMakoHarnsiay,
3MiHa ynoBHOBaXeHOi ocobu, BianoBiganbHOI 3a 3aiCHEHHSI
hapmakoHarnsay; KOHTakTHOi ocobu 3 hapmakoHarnsay 3asBHUKa
Ons 3gincHeHHs chapMakoHarnsagy B YKpaiHi, SKLWO BOHA BigMiHHA
Bi ynoBHOBaxeHOi ocobu, BianoBiganbHOI 3a 34iCHEHHSI
dapmakoHarnsay (BKMOYaKym KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MiLLeHHi MacTep-channa cuctemy hapmakoHarnsgy) - 3miHa
YMNOBHOBaXeHOI 0coby 3asiBHMKa, BigNoBiAanbHOT 3a 30iNCHEHHS
dapmakoHarnsay: MNponoHoBaHa peaakuis: Marina Couva. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXeHOI ocobu, BignoBsigansHoi 3a
34iicHeHHs dhapmakoHarnagy. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0CO0M 3asiBHMKA, BignoBiganbHoi 3a 34iMCHEHHS
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Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
hapmakoHarnsgy B YkpaiHi. 3miHa micusi 34iicCHEHHS! OCHOBHOI
fisnbHoCTi 3 hapmakoHarnsgy. 3MiHa MicLle3Haxo4KeHHs MacTep-
danna
133 MEOOUMUIMNPKU | Ttabnetku, BKpUTI Mepokemi Kinp Mepokemi T Kinp BHECEHHS 3MiH O peecTpaLinHmMx maTtepiania 3MiHu | Tuny - 3MiHK 3a UA/6922/01/01
H NniBKOBOIO nTa (3aBog AZ) oo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay. BeegeHHst abo | peuenmom
o6onoHKot, Nno 3MiHW [0 y3aranbHeHVX AaHNX Npo cuctemMy bapmMakoHarnsgy
500 mr; no 10 (BBEAEHHS y3aranbHeHUX AaHMX Npo cuctemy dapmakoHarnsay,
Tabnetok y 3MiHa ynoBHOBaXeHOi ocobu, BianoBigansHOI 3a 3aiCHEHHSI
6nictepi; no 1 hapmakoHarnsiay; KOHTakTHOi ocobu 3 hapmakoHarnsay 3asiBHUKa
Gnictepy B Ons 34iMCHeHHs dhapmakoHarnsgy B YKpaiHi, SiKLOo BOHa BigMiHHa
KapTOHHIN kopobLyi Bi ynoBHOBaxeHOi ocobu, BianoBiganbHOI 3a 34iCHEHHSI
dapmakoHarnsaay (BKMOYaKym KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-daina cuctemu papmakoHarnsay) - 3aMmiHa
yMNOBHOBaXeHOI 0cobu 3asiBHMKa, BigNoBiAanbHOT 3a 30iNCHEHHS
dapmakoHarnsay: MNponoHoBaHa peaakuis: Marina Couva. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXeHOi 0cobu, BignoBigansHoi 3a
34iicHeHHs dhapmakoHarnagy. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cOobM 3asiBHUKA, BiANOBIAANbHOI 3a 3AiICHEHHS
hapmakoHarnsgy B YkpaiHi. 3miHa micus 3A4iicCHeHHS OCHOBHOI
fisnbHocTi 3 hapmakoHarnsgy. 3MiHa MicLle3Haxo4KeHHs MacTep-
danna
134 MENNIOKCUKA | tabnetku no 7,5 TOB «TeBa YkpaiHa BUPOGHULITBO IHais/ BHECEHHS 3MiH 0 peecTpauinHMxX maTtepianis: 3miHu | Tuny - 3a UA/6308/01/01
M-TEBA mr: no 10 YkpaiHa» npoaykuii in bulk: HimevunHa AnMiHicTpaTuBHI 3MiHU. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom
Tabnetok y Lnnna Jliviteg, 3asiBHUKA (BNacHWKa peecTpauinHoro nocsigvyeHHs). 3MiHa agpecu
6nicTepi; no 2 IHais; 3asiBHUKa (BNacHUKa peecTpauiniHoro nocBigYeHHst)
6nictepu B nepBuHHa Ta
KapTOHHI kopoOui BTOPWHHA yNaKkoBKa,
KOHTPOrb SIKOCTI:
Mepkne MvbX,
HimeuyumHa;
[003BiN Ha BUNYCK
cepii:
Mepkne M'M6X,
HimeuunHa
135 MEJNIOKCUKA | tabnetku no 15 TOB «TeBa YkpaiHa BMPOGHULITBO IHgis/ BHECEHHS 3MiH 40 peecTpauinHMxX maTtepianis: 3miHu | Tuny - 3a UA/6308/01/02
M-TEBA mr: no 10 YkpaiHa» npoaykuii in bulk: HimeyunHa AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom
Tabnetok y Lwnnna Jlimiteg, 3asiBHMKa (BNacHWKa peecTpauiiHoro noceigveHHs). 3miHa agpecu
6nictepi; no 1 abo IHais; 3asiBHUKA (BNacHUKa peecTpauiiHoro nocBigYeHHst)
2 6nictepu B nepBuHHa Ta
KapTOHHI kopobLyi BTOPUHHA YMaKoOBKa,
KOHTPOIb SIKOCTI:
Mepkne M'M6X,
HimeuuuHa;
[003BiN Ha BUNYCK
cepii:
Mepkne M'vbX,
HimeyunHa
136, MENbOOHIN pPO34MH Ans TOB "HOpisi- YkpaiHa TOB "HOpis-dPapm” YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/14638/01/01
iH ekuin, 100 dapm” AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHs1 Ta/abo agpecu peuenmom

Mr/mn; no 5 mn B
amnyni; no 5

MicLsl NpOBaXXEHHS OisNbHOCTI BUPOOHUKa/iMnopTepa rotoBoro
nikapcbkoro 3acoby, BKOYauM ginbHYLI BUNYCKy cepii abo micue
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Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
amnyn y KOHTYPHin npoBefeHHs KOHTPOIIO SIKOCTI. (AiSNbHICTb, 3a SKy Bignosigae
YapyHKOBIN BMPOGHMK/iIMNOpTEp, BKIOYaKUM BUMYCK Cepiit) - 3MiHa agpecu
ynakoBLi; no 2 BMpobHuka TOB «HOpis-®apm», 6e3 3miHM MicLs BUPOOHULITBA
KOHTYpHi (BBepeHHS 3MiH MPOTArom 6-Tv MicsALIB MiCNs 3aTBEPIKEHHS)
YapyHKOBI
YNaKoBKM B MayLli
137, MEHOIYP NOPOLLIOK DeppiHr F'M6X | HimeuunHa DeppiHr M'mbX, HimeyuunHa/ BHECEHHS 3MiH O peecTpaLinHmMx maTtepianis 3mMiHu | Tuny - 3MiHK 3a UA/6705/01/01
niodpinisoBaHnn HimeuyunHa Yecbka oo 6esnekn/edekTUBHOCTI Ta hapmakoHarnsay. BeeaeHHst abo | peuenmom
Onsi IpUroTyBaHHS (BMPOBHWMK roTOBOTO Pecnybnika 3MiHWM [0 y3aranbHeHVX AaHWUX Npo cucTemMy hapmMakoHarnsgy
PO34MHY Ang npoaykTy); PeppiHr- (BBEOEHHS y3aranbHeHVX AaHnX Npo cuctemy chapmakoHarnsgy,
iH'ekuin no 75 MO NeuwnBa, a.c., 3MiHa ynoBHOBaXeHOi 0cobu, BianoBigansHOI 3a 34iCHEHHSI
OCIr ta 75 MO N Yecbka Pecnybnika hapmakoHarnsay; KOHTakTHOi ocobu 3 hapmakoHarnsay 3asBHUKa
no 10 conakoHie 3 (BTOpPWHHE Ons 34iNCHeHHs dhapmakoHarnsgy B YKpaiHi, SIKLO BOHa BigMiHHa
nopotukom i no 10 nakyBaHHS) Bi ynoBHOBaxeHOi ocobu, BianoBiganbHOI 3a 3aiCHEHHSI
amnyn i3 dapmakoHarnsaay (BKMOYarym KOHTaKTHI AaHi) Ta/abo 3miHn y
po34mnHHukom (0,9 po3MilLieHHi MacTep-daina cuctemu papmakoHarnsay) - aMmiHa
% PO34MH HaTpito KOHTaKTHOT 0COBM YyNOBHOBaXeHOI 0COOU 3asiBHIKA,
xnopwvay, kucrnota BiANOBIAanNbHOI 3a 34iiCHEHHS hapmakoHarnsay B YKpaiHi.
XIOpUCTOBOAHEBA MponoHoBaHa pepakuisa: Kyuma Bonogumup OnekcaHaposuy.
po3BefeHa, Boaa 3MiHa KOHTaKTHUX JaHUX KOHTAKTHOT 0cobM YyNoBHOBaXeHOI 0cobu
ans iH'ekuin) no 1 3asBHUKa, BiAMNOBIAANbHOI 3a 34iiCHEHHs dhapmakoHarnsay B
M1 B KAQPTOHHI YKpaiHi
ynakoBLi
138, MEHOMNYP NMOPOLLIOK PeppiHr LLiseviLapis deppiHr M'M6X, HimeyuunHa/ BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis 3aMmiHu | Tuny - 3MiHu 3a UA/6705/01/02
niodpinisoBaHun IHTepHeLwwHn HimeuyunHa Yecbka oo 6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsay. BeegeHHst abo | peuenmom
ONs po3ynHy Ans Centep CA (BUPOBHWMK rOTOBOIO Pecny6nika 3MiHM [0 y3aranbHEeHUX AaHuX Npo cuctemy dapmakoHarnsgy
iH'exuin no 600 npoaykTy); PeppiHr- (BBEOEHHS y3aranbHeHVX AaHnX Npo cuctemy chapmakoHarnsgy,
MO ®CrI ta 600 NeuwnBa, a.c., 3MiHa ynoBHOBaXeHOi ocobu, BianoBigansHOI 3a 3ailCHEHHSsI
MO JTTy Yecbka Pecnybnika hapmakoHarnsiay; KOHTakTHoOi ocobu 3 hapmakoHarnsay 3asiBHUKa
dnakoHax Ne 1y (BTOpPUHHE Ons 34iMCHeHHs dhapmakoHarnsgy B YKpaiHi, SKLO BOHa BigMiHHa
KOMMMEKTi 3 nakyBaHHS) Bi ynoBHOBaxeHOi ocobu, BianoBiganbHOI 3a 34iCHEHHSI
PO34MHHUKOM MO 1 papmakoHarnsay (BKMoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
My nonepeaHbo po3MilLieHHi MacTep-daina cuctemu papmakoHarnsaay) - aMmiHa
3aMoBHEHMX KOHTaKTHOT 0cobu ynoBHOBaXKeHOi 0cobu 3asBHYKa,
wnpuuax Ne 1 BignoBiganbHoI 3a 3aiMcHeHHs chapmakoHarnsay B YKpaiHi.
MponoHoBaHa pepakuisa: Kyuma Bonognmup OnekcaHaposuy.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOi 0cobu ynoBHOBaXKeHOi 0cobu
3asiBHUKA, BiANOBIAanNbHOI 3a 34iIMCHEHHS bapMakoHarnagy B
YKpaiHi
139., MEHOIYP NOPOLLIOK DdeppiHr LLisenuapis DdeppiHr M'mbX, HimeyuunHa/ BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis 3miHn | Tuny - 3miHn 3a UA/6705/01/03
niodpinisoBaHmn IHTepHeLwwHn HimeuyunHa Yecbka Lwono 6esnekn/edekTUBHOCTI Ta hapmakoHarnsay. BeeaeHHst abo | peuenmom
Onsi po34vHy Ans CeHTtep CA (BPOBHWMK roTOBOrO Pecnybnika 3MiHWN 0O y3aranbHeHVX AaHNX Npo cuctemMy bapmMakoHarnsgy

iH'ekuin no 1200
MO ®CT T1a 1200
MO Ny
dnakoHax Ne 1y
KOMMIEKTi 3
PO34MHHUKOM MO 1
M1y nonepeaHbo
3aMOBHEHMX
wnpuuax Ne 2

npoaykty); ®eppiHr-
Neuwnsa, a.c.,
Yecbka Pecnybnika
(BTOpYHHE
nakyBaHHS)

(BBEOEHHS y3aranbHeHVX AaHnX Npo cucTemMy chapmMakoHarnsiay,
3MiHa ynoBHOBaXeHOi ocobu, BianoBigansHOI 3a 3aiCHEHHSsI
hapmakoHarnsiay; KOHTakTHOi ocobu 3 hapmakoHarnsay 3asBHUKa
Ons 3gincHeHHs chapMakoHarnsagy B YKpaiHi, SKLWO BOHA BigMiHHA
Bi ynoBHOBaxeHOi ocobu, BianoBiganbHOI 3a 3aiCHEHHSI
dapmakoHarnsay (BKMOYaKym KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MiLLeHHi MacTep-channa cuctemy hapmakoHarnsgy) - amiHa
KOHTaKTHOT 0COBM YyNOBHOBaXEHOI 0COOM 3asiBHIKA,
BignoBiganbHoI 3a 3giMCHEHHs1 chapmakoHarnsay B YKpaiHi.
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Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
MponoHoBaHa pepakuisa: Kyuma Bonognmup OnekcaHaposuy.
3MiHa KOHTaKTHUX AaHUX KOHTAKTHOT 0cobM YyNoBHOBaXeHOI 0cobu
3asBHUKaA, BiAMNOBIAANbHOI 3a 34iiCHEHHS dhapmakoHarnsaay B
YKpaiHi
140, MEPONEHEM | nopotuok ans MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa/ BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis BUNpaBneHHs 3a UA/17669/01/01
PO34MHY Ang akuioHepHe akuioHepHe ITanis TexHiyHoi nomunku y MKA, sika 6yna gonyuieHa npv peectpauii | peyenmom
iH ekuin no 500 mr TOBapuCTBO TOBapuCTBO M3 (Haka3 Ne 2004 Big 02.10.2019 p.) Npu nepeHeceHHi
y cbnakoHi; no 1 "Nekxim- "Nekxim-Xapkis", iHdbopMalii 3 peecTpauiiHoro gocbe (p.3.2.P.7) y poagini
abo 10, abo 50 XapkiB" YkpaiHa, «YnakoBKay, a came ynyLieHo iHdopMaLiiio o0 MapKyBaHHs!
dnakoHiB y navui (BUPOBOHMLTBO 3 NepBUHHOI YNaKoBKX Ta BKMadaHHS iHCTPYKLii B nayky
npoaykuii in bulk
dipMu-BupobHMKa
PakTa
dapmacbloThyi
C.n.A., ltanis)
141, MEPONEHEM | nopotuok ans MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa/ BHECEHHS 3MiH [0 peecTpauiiHux maTtepianiB BUNpaBneHHs 3a UA/17669/01/02
pPO34MHy Ans akuioHepHe akuioHepHe ITanis TexHiyHoi nomunku y MKA, sika 6yna gonyuieHa npu peecTtpauii | peyenmom
iH ekuin no 1000 TOBapuUCTBO TOBapuUCTBO M3 (Haka3 Ne 2004 Big 02.10.2019 p.) npy NepeHeceHHi
Mr y ¢pnakoHi; no 1 "Nekxim- "Nekxim-Xapkis", iHdbopMalii 3 peecTpauiiHoro gocbe (p.3.2.P.7) y po3agini
abo 10, abo 50 XapkiB" YkpaiHa, «YnakoBka», a came ynyLieHo iHopmaLito LoA0 MapKyBaHHS
dnakoHiB y navui (BPOOHMLTBO 3 NepBUHHOI YNaKoBKW Ta BKNaAaHHS iHCTPYKLii B nayky
npoaykuii in bulk
ipMun-BUpoGHYMKa
dakTa
dapmacbloThyi
C.n.A., Itanis)
142 METOTPEKC pPO34MH Ans TeBa I3painb dapmaxemi b.B. HinepnaHau | BHeCeHHs 3MiH A0 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3aMiHu 3a UA/9609/01/01
AT-TEBA iH'ekuin, 25 mr/mn; dapmaveBTika [0 IHCTPYKLUIi ANst Me4M4YHOro 3acToCyBaHHS fikapcbkoro 3acoby y | peyenmom
no2mny n IHpacTpi3 po3ginu "B3aemopis 3 iHLWMMK nikapcbkMMn 3acobamu Ta iHLi
dnakoHi; no 1 Nto. BMAM B3aemogin", "Cnocib 3actocyBaHHs Ta 4o3n" BiANoOBiAHO A0
dnakoHy B OHOBMeEeHOI iHdopmaLii 3 6e3neku aitovoi peyoBrHU. BBeaeHHs
KopooLi 3MiH NpoTArom 3-X MicsUiB Nicns 3aTBEpAXKEHHs!
143, METOTPEKC pPO34MH Ans TeBa I3painb dapmaxemi b.B. HipepnaHau | BHeCeHHs 3MiH A0 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3aMiHu 3a UA/0818/01/02
AT-TEBA iH'ekuin, 100 dapmaveBTika [0 IHCTPYKLUIi ANst Me4MYHOro 3acToCyBaHHS fikapcbkoro 3acoby y | peyenmom
mr/mn, no 10 mny n IHpacTpis po3ginu "B3aemopis 3 iHLWMMK nikapcbkMMm 3acobamm Ta iHLi
dnakoHi; no 1 Nto. BmAan B3aemogin", "Cnocib 3actocyBaHHs Ta 4o3n" BiANoOBiAHO A0
dnakoHy B OHOBMeEHOI iHdopmaLlii 3 6e3neku aitovoi peyoBrHU. BBeaeHHs
KopooLi 3MiH NpoTArom 3-X MicsUiB Nicns 3aTBepAXKEHHs!
144, METPOHIOA3 | po3unH ans TOB "HOpisi- YkpaiHa TOB "HOpis-dapm” YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/4860/01/01
on iHdy3in 5 mr/mn, dapm” AnMiHicTpaTuBHI 3MiHU. 3MiHa HallMeHyBaHHs1 Ta/abo agpecu peuenmom
no 100 mny MicList NPOBaMKEHHS AisiNbHOCTI BUPOOHMKa/imnopTepa roToBoro
nnsawekax; no 100 nikapcbKkoro 3acoby, BKIOYa4u AinbHULI BUNYCKy cepii abo micue
M Y KOHTeHepax NPOBEAEHHS1 KOHTPOIIO SAKOCTI. (AIANbHICTb, 3a AKy Bignosigae
BMPOGHMK/iIMNOpTEp, BKIOYaKUM BUMYCK CEpiit) - 3MiHa agpecu
BMpobHuka TOB «HOpis-®apmy», 6e3 3miHM MicLs BUpOOHULITBA
(BBegeHHs 3MiH NpOTAroM 6-T1 MicsLiB Nicnsa 3aTBePAXKEHHS)
145, MIHIPUH Tabnetkn no 0,1 PeppiHr LLiseviLapis deppiHr MM6X, HinepnaHau | BHeCeHHs 3MiH [0 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3aMiHu 3a UA/16236/01/01
mr; no 30 IHTepHeLHN HimeuyunHa / Weenuapia | wopo 6e3nekun/ecdekTnBHOCTI Ta hapmakoHarnagy. BeegeHHs abo | peyenmom
Tabnetok y Centep CA (BignoBiganbHuM 3a 3MiHM [0 y3aranbHEeHUX AaHuX Npo cuctemy dapmakoHarnsgy

donakoHi; no 1
¢nakoHy B

BWNYCK cepii);
PeppiHr

(BBEAEHHS y3aranbHEHUX AaHMX NPo cucteMy dbapmakoHarnsay,
3MiHa YNoBHOBa)keHOi 0cobu, BiANoBiAanbHOI 3a 34iNCHEHHS
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Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
KapTOHHiIN IHTepHeLwwHn CeHTep hapmakoHarnsiay; KOHTakTHoOi ocobu 3 hapmakoHarnsay 3asiBHUKa
ynakoBLi CA, Lsewnuapis Ons 3giicHeHHs chapMakoHarnsgy B YKpaiHi, SKLWO BOHA BigMiHHA
(B1pOBHMLTBO) Bi yNOBHOBaXkeHOi 0cobw, BignoBiganbHOI 3a 34iCHEHHS!
dapmakoHarnsay (BKMOYarym KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MiLLeHHi MacTep-channa cuctemy hapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0cobu ynoBHOBaXeHOi 0cobu 3asiBHYIKA,
BiANOBIAanNbHOI 3a 34iiCHEHHS hapmakoHarnsay B YKpaiHi.
MponoHoBaHa pepakuis: Kyuma Bonogumup OnekcaHgposuy.
3MiHa KOHTaKTHMX JaHUX KOHTaKTHOi 0coby ynoBHOBaXKeHOi 0cobu
3asBHUKa, BiAMNOBIAANbHOI 3a 34iiCHEHHS dhapmakoHarnsaay B
YkpaiHi
146, MIHIPUH Tabnetku no 0,2 PeppiHr LLiseviLapis deppiHr M'M6X, HigepnaHau | BHeCeHHs 3MiH A0 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3aMiHu 3a UA/16236/01/02
mr; no 30 IHTepHeLwHN HimeuyunHa / Weenuapia | wopo 6eanekn/edekTnBHOCTI Ta hapmakoHarnagy. BeegenHs abo | peyenmom
Tabnetok y Centep CA (BignoBiganbHUM 3a 3MiHM [0 y3aranbHEeHUX AaHuX Npo cuctemy dapmakoHarnsgy
dnakoHi; no 1 BWNYCK cepii); (BBEeOEHHS y3aranbHeHVX AaHnX Npo cuctemy chapmakoHarnsay,
dnakoHy B PeppiHr 3MiHa YNoBHOBa)eHOi 0cobw, BignoBiaanbHOI 3a 34ilCHEHHS!
KapTOHHiIN IHTepHewwHn CeHTep hapmakoHarnsiay; KOHTakTHoOi 0cobu 3 hapmakoHarnsay 3asiBHUKa
ynakoBLi CA, Leenuapis Ons 34iMCHeHHs dhapmakoHarnsgy B YKpaiHi, SiKLO BOHa BigMiHHa
(BpPOGHULTBO) Bi yNnoBHOBakeHOi 0cobw, BignoBiaanbHOI 3a 34iCHEHHSI
papmakoHarnsay (BKMoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-daina cuctemu papmakoHarnsaay) - 3aMmiHa
KOHTaKTHOT 0cobuM yNnoBHOBaXeHOi 0cobu 3asBHYKa,
BignoBiganbHoOI 3a 3aiMCHeHHs chapmakoHarnsay B YKpaiHi.
MponoHoBaHa pepakuisa: Kyuma Bonogumup OnekcaHapoBuy.
3MiHa KOHTaKTHMX JaHUX KOHTaKTHOi 0cobu ynoBHOBaXKeHOi 0cobu
3asiBHUKA, BiANOBIAaNbHOI 3a 34iIMCHEHHS hapMakoHarnsagy B
YKpaiHi
147, MIHIPUH niodpinizat deppiHr LLisenuapis BMPOGHMLTBO, Benukobput | BHECEHHsI 3MiH 10 peecTpaLiiHux maTtepianis 3miHu | Tuny - 3aMiHu 3a UA/5118/02/01
MENT opanbHui no 60 IHTepHeLwwHn nepBuHHE aHis/ Lwono 6esnekn/edekTUBHOCTI Ta hapmakoHarnsay. BeeaeHHst abo | peuenmom
Mkr, no 10 CeHntep CA nakyBaHHS, Lsenuapis/ 3MiHW 0O y3aranbHeHVX AaHWX Npo cuctemy hapmMakoHarnsgy
niodpinizaTtis y KOHTPOIb SIKOCTi: HimevuunHa (BBEAEHHS y3aranbHeHUX AaHUX NPo cuctemy dapmakoHarnsay,
6nicTtepi; no 1, abo KaTaneHT 1O.K. 3MiHa ynoBHOBaXeHOi ocobu, BianoBigansHoI 3a 3aiCHEHHSsI
no 3 abo no 10 CeiHgoH 3igic hapmakoHarnsiay; KOHTakTHOi ocobu 3 hapmakoHarnsay 3asBHUKa
GnictepiB y Nimiten, Ons 34iMCHeHHs dhapmakoHarnsgy B YKpaiHi, SiKLOo BOHa BigMiHHa
KapTOHHIN kopobLyi BenukobpuTaHis; Bi ynoBHOBaxeHOi ocobu, BianoBiganbHOI 3a 3aiCHEHHSI
BTOPUHHE dapmakoHarnsay (BKMOYaKym KOHTaKTHI AaHi) Ta/abo 3miHn y
nakyBaHHS: po3MilLieHHi MacTep-daina cuctemu papmakoHarnsaay) - aMmiHa
®eppiHr KOHTaKTHOT 0cOBM YyNOBHOBaXEHOI 0COOM 3asiBHIKA,
IHTepHeLwwHn CeHTep BiANOBIAanNbHOI 3a 34iiCHEHHS dhapmakoHarnsay B YKpaiHi.
CA, Weenuapis; MponoHoBaHa pepakuisa: Kyuma Bonognmup OnekcaHaposuy.
BiANoBiganbHUIA 3a 3MiHa KOHTaKTHUX JaHUX KOHTaAKTHOT 0cobM YyNoBHOBaXeHOI 0cobu
KOHTPOSb SIKOCTI, 3asBHUKa, BiAMNOBIAanNbHOI 3a 34iiCHEHHs dhapmakoHarnsay B
BUWMYCK cepil: YKpaiHi
DeppiHr M'mbX,
HimeudnHa
148. MIHIPUH niodpinizat deppiHr LLisenuapis BMPOGHMLTBO, Benukobput | BHECEHHsI 3MiH 10 peecTpaLiiHux maTtepianis 3miHu | Tuny - 3aMiHu 3a UA/5118/02/02
MENT opanbHui no 120 IHTepHeLwwHn nepBuHHE aHis/ oo 6esnekn/edekTUBHOCTI Ta hapmakoHarnsay. BeeaeHHst abo | peuenmom
MKr, no 10 CeHntep CA nakyBaHHS, Lseniuapis/ 3MiHM [0 y3ararnibHEHUX AaHUX NpPOo cuctemy dpapmakoHarnsgy
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niodinisaris y KOHTPOMb SIKOCTI: HimeuunHa (BBEeOEHHS y3aranbHeHVX AaHnX Npo cuctemy chapmakoHarnsay,
6nictepi; no 1, abo KaTtaneHT 1O.K. 3MiHa ynoBHOBaXeHOi ocobu, BianoBigansHOI 3a 3ailCHEHHSI
no 3 abo no 10 CeiHgoH 3igic hapmakoHarnsay; KOHTakTHOi ocobu 3 hapmakoHarnsay 3asBHUKa
GnictepiB y Nimiten, Ons 34iCHeHHs dhapmakoHarnsgy B YKpaiHi, SiKLLO BOHa BigMiHHa
KapTOHHI kopobLyi BenukobpuTaHis; Bi ynoBHOBaxeHOi ocobu, BianoBiganbHOI 3a 3aiCHEHHSI
BTOPUHHE dapmakoHarnsaay (BKMOYarym KOHTaKTHI AaHi) Ta/abo 3miHn y
nakyBaHHS: po3MilLileHHi MacTep-daina cuctemu papmakoHarnsaay) - aMmiHa
®eppiHr KOHTaKTHOT 0COBM YyNOBHOBaXEHOI 0COOM 3asiBHIKA,
IHTepHeLwwHn CeHTep BiANOBIAanNbHOI 3a 34iCHEHHS dhapmakoHarnsay B YKpaiHi.
CA, Weenuapis; MponoHoBaHa pepakuisa: Kyuma Bonogumup OnekcaHaposuy.
BiANoBiganbHUIA 3a 3MiHa KOHTaKTHUX JaHUX KOHTaAKTHOT 0cobM YyNoBHOBaXeHOi 0cobu
KOHTPOIb SIKOCTI, 3asBHUKa, BiAMNOBIAanbHOI 3a 34iiCHEHHs dhapmakoHarnsay B
BUWMNYCK cepil: YKpaiHi
DeppiHr MmbX,
HimeyunHa
149, MIHIPUH niocpinizat PeppiHr LLiseviyapis BUPOBHMLTBO, Benukobput | BHeceHHst 3MiH 40 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3aMiHu 3a UA/5118/02/03
MENT opanbHui no 240 IHTepHeLwwHn nepBuHHE aHis/ Lwono 6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsay. BeeaeHHst abo | peuenmom
Mkr, no 10 CeHntep CA nakyBaHHS, Lsenuapis/ 3MiHWN [0 y3aranbHeHVX AaHNX Npo cuctemMy bapMakoHarnsgy
niodinisaris y KOHTPOMb SKOCTI: HimeuunHa (BBEeOEHHS y3aranbHeHVX AaHnX Npo cuctemy chapmakoHarnsgy,
6nicTtepi; no 1, abo KaTtaneHT 1O.K. 3MiHa ynoBHOBaXeHOi 0cobu, BianoBigansHOI 3a 3aiCHEHHSsI
no 3 abo no 10 CeiHgoH 3igic hapmakoHarnsiay; KOHTakTHOi ocobu 3 dhapmakoHarnsay 3asBHUKa
6nictepiB y Nimiten, Ons 30iMCHeHHs dhapmakoHarnsgy B YKpaiHi, SiKLO BOHa BigMiHHa
KapTOHHIN kopobLyi BenukobpuTaHis; Bi ynoBHOBaxeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
BTOPUHHE dapmakoHarnsay (BKMOYarym KOHTaKTHI AaHi) Ta/abo 3miHn y
nakyBaHHS: po3MilLieHHi MacTep-daina cuctemu papmakoHarnsaay) - aMmiHa
®eppiHr KOHTaKTHOT 0COBM YyNOBHOBaXeEHOI 0COOM 3asiBHIKA,
IHTepHeLwwHn CeHTep BiANOBIAanNbHOI 3a 34iiCHEHHS dhapmakoHarnsay B YKpaiHi.
CA, Weenuapis; MponoHoBaHa pepakuisa: Kyuma Bonognmup OnekcaHaposuy.
BiANoBiganbHUIA 3a 3MiHa KOHTaKTHUX AaHUX KOHTAKTHOT 0cobM YyNoBHOBaXeHOI 0cobu
KOHTPOIb SIKOCTI, 3asBHUKa, BiAMNOBIAANbHOI 3a 34iiCHEHHS dhapmakoHarnsay B
BUWMYCK cepil: YKpaiHi
DeppiHr M'm6X,
HimeyunHa
150., MIO3UM NMOPOLLIOK A4S [bxeHsavim  [Higepnangm HaMoBHEHHS Ipnangis/ BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 3a UA/11618/01/01
NPUroTyBaHHs HOpon B.B. dnakoHiB Ta Benvka AnMiHicTpaTuBHI 3MiHU. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuenmom
KOHLIEHTpaTy Ans BUPOBHMLUTBO BputaHis/ 3asBHUKa (BracHUKa peecTpaliinHoro noceig4yeHHs) 3miHa agpecu
PO34MHY Ans KiHLLeBOro NpoayKTy, Benebriga 3asBHUKa: 3MiHN BHECEHO B iHCTPYKLIO ANS MeAUYHOTo

iHdy3in no 50 wr;
1 conakoH 3
MOPOLLIKOM Y
KapTOHHIN navui

MapKyBaHHsI Ta
nakyBaHHS,
KOHTPOMb SKOCTI
M3, Bunyck cepii:
[xeHsanm lpnaHg
Nimiten, lpnaxais;
MapKyBaHHsI Ta
nakyBaHHsi 113,
BUWMYCK cepil:
[xeHsanm Jlimitea,
Benwvka bputaHis;
BMpobHMLUTBO AC,
NMPUroTYBaHHSI
po3uunHy J13 ans

3aCTOCYBaHHS LLOAO MIiCLLe3HAXOMKEHHS 3asiBHUKA, SIK HACMiAoK —
BiAMOBIAHI 3MiHW y TEKCT MapKyBaHHS YNaKoBKM NiKapCbKOro
3acoby. BeegeHHs 3miH npoTarom 6-Tu MicauiB nicns
3aTBEPMKEHHS
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niocpinisauii:
[>xeH3anm
dnaHpepc 6864,
Benebris
151 MOBECIMA3M | Tabnetku, BKpUTI Mosi Xenc LLisenuapis Megaiton YropuuHa/ BHECEHHS 3MiH 0 peecTpaLinHmMxX maTtepianis 3MiHu | Tuny - 3MiHK be3 UA/10010/01/01
obonoHkoto, no 10 MmeX dapmackioTikan IHais Lwopo 6esnekn/edekTMBHOCTI Ta dhapmakoHarnsaay. BeegenHs abo | peuyenma
Tabnetok y JIta., YropwuHa; 3MiHM [0 y3aranbHEeHUX AaHuX Npo cuctemy dapmakoHarnsgy
6nictepi; no 1 abo CaBa Xenckea Jltg, (BBEAEHHS y3aranbHeHUX AaHUX Npo cuctemy dapmakoHarnsay,
2 bnictepu y IHAis 3MiHa YNoBHOBa)keHOi 0cobw, BignoBiaanbHoi 3a 34ilCHEHHS!
KapTOHHI nayui; hapmakoHarnsiay; KOHTakTHOi ocobu 3 hapmakoHarnsay 3asBHUKa
no 20 TabneTtok y Ons 3gincHeHHs chapMakoHarnsgy B YKpaiHi, SKLWO BOHA BigMiHHA
6nicTtepi; no 1 Bi yNOBHOBa)keHOi 0cobw, BignoBiaanbHOI 3a 34iCHEHHS!
Gnictepy B dapmakoHarnsaay (BKOYaKym KOHTaKTHI AaHi) Ta/abo 3miHn y
KapTOHHIN navui po3MiLLeHHi MacTep-thanna cuctemn chapmakoHarnsagy) -
npornoHoBaHa pefakuis: YnoBHoBaxeHa ocoba, BignosiganbHa 3a
3pincHeHHs dapmakoHarnsgy - bypaaesa Hatanis €sreHiBHa.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0cobwu, BianoBigansHoi
3a 3[iCHeHHsA dpapmakoHarnagy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0cobu 3asiBHUKA, BiANOBIAANbHOI 3a 3AiICHEHHS
dapmakoHarnagy B YkpaiHi. 3MiHa micus 34iCHEeHHS OCHOBHOT
LisnbHOCTI 3 dhapmakoHarnsagy. 3miHa MicLe3HaxXo[KeHHst macTep-
canna
152/ MOBECIMA3M | tabnetku, BKpUTI Mosi Xenc LLisenuapis Megaiton YropuuHa/ BHECEHHS 3MiH 0 peecTpaLinHmMx maTtepiania 3MiHu | Tuny - 3MiHn - UA/10011/01/01
06OJIOHKOH, in X dapmackioTikan IHais oo 6esnekn/edekTMBHOCTI Ta dhapmakoHarnsaay. BeegeHHs abo
bulk: no 5000 JIta., YropwuHa; 3MiHM [0 y3aranbHEeHUX AaHuX Npo cuctemy dapmakoHarnsgy
Tabnetok y CaBa Xenckea Jltg, (BBEAEHHS y3aranbHeHUX AaHUX NpPo cuctemy dapmakoHarnsay,
noAgiiHomy IHAisa 3MiHa YNoBHOBa)KeHOi 0cobw, BignoBiaanbHOI 3a 34iCHEHHS!
nonieTuneHoBoMy (hapmakoHarnsiay; KOHTakTHoOi 0cobu 3 hapmakoHarnsay 3asiBHUKa
naketi y Ons 3gincHeHHs chapMakoHarnsgy B YKpaiHi, SKLWO BOHA BigMiHHa
KOHTeWHepi Bi yNnoBHOBakeHOi 0cobw, BignoBiganbHOI 3a 34iCHEHHS!
papmakoHarnsay (BKMYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLeHHi MacTep-thanna cuctemn chapmakoHarnsagy) -
npornoHoBaHa pefakuis: YnoBHoBaxeHa ocoba, BignosiganbHa 3a
3aincHeHHs hapmakoHarnsagy - bypaaesa Hatania €srexisHa.
3MiHa KOHTaKTHUX AAaHUX YNOBHOBaXeHOT 0cobu, BianoBigansHoi
3a 3[iCHeHHs dhapmakoHarnagy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0cobu 3asiBHUKA, BiANOBIAANbHOI 3a 3AiICHEHHS
dapmakoHarnagy B YkpaiHi. 3MiHa micus 34iCHEHHS OCHOBHOT
LisnbHOCTI 3 dhapmakoHarnsagy. 3miHa MicLe3HaxXo[KeHHst macTep-
danna
153, MOBIKCUKA po34nH Ans Mosi Xenc LLisenuapis Xenn CA peuis BHECEHHS 3MiH 0 peecTpauinHmMx maTtepianis 3miHu | Tuny - 3a UA/14916/01/01
M® iH ekuin, 15 mr/1,5 meX OHOBIEHHS BXe 3aTBEPAXEHOro TEKCTY MapKyBaHHSA NepPBUHHOI Ta | peuernmom
mnno 1,5mvmnB BTOPWHHOI ynakoBku 13 (BHECEHHS NO3Ha4YeHb OANHULIb
amnynax Ne 5 BMMIPIOBaHHS1, 3 BUKOPUCTaHHSAM fiTep NaTUHCLKOro andgasiTy;
BHECEHHS 3MiH A0 po3ainy “MapkyBaHHa” MKA J13:
3anponoHoBaHo: 3rigHO 3aTBEPAXEHOro TEKCTY MapKyBaHHS.
BBeaeHHsi 3MiH NpOTAroM 6-Tn MicsiLiB NicNsi 3aTBepAKEHHS
154, MOOENIb TabneTtkn, BKpUTI TOB «TeBa YkpaiHa BUPOOHMLUTBO HimeyuunHa/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/14091/01/01
NbOP o6onoHkoto; no 21 YkpaiHa» Hepo3dacoBaHOl XopsarTis AnMiHicTpaTuBHI 3MiHU. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom

Tabnetui y
6nicTepi, no 1

npoaykuii, nepBnHHa
Ta BTOPWHHA

3asiBHMKa (BNacHUKa peecTpauiiHoro NocBigvYeHHs1) - 3MiHa agpecu
3asBHUKA
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IIponoBxkeHHs qoaaTka 3

Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
Gnictepy B ynakoBKa, KOHTPOIb
KopooLi AKOCTI:
XaynT ®apma
MtoHcTep T'MBX,
HimeuuuHa;
[03BiN Ha BUMYCK
cepii
MIIBA XpBatcka
0.0.0., XopBarTisi
155, MOMOPAUK pPO34MH Ans Bionoriwe HimeuyunHa Bionoriwe HimeuuunHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3aMiHu 3a UA/8257/01/01
A iH'ekuin, no 2,2 mn XannbMmiTTenb XannbMmiTTenb Lwono 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsay. BeeaeHHst abo | peuenmom
KOMMO3UTY | B amnyni; no 5 Xeenb 'M6X Xeenb M6X 3MiHW [0 y3aranbHeHVX AaHNX Npo cuctemMy bapmakoHarnsgy
M amnyn y KOHTYPHin (BBEeOEHHS y3aranbHeHVX AaHnX Npo cuctemy chapmakoHarnsgy,
YapyHKOBIN 3MiHa ynoBHOBaXeHOi 0cobu, BianoBigansHOI 3a 3ailCHEHHSI
ynakoBLij; no 1 hapmakoHarnsay; KOHTakTHOi ocobu 3 hapmakoHarnsaay 3asBHUKa
KOHTYpHi# Ons 34iCHeHHs dhapmakoHarnsgy B YKpaiHi, SiKLO BOHa BigMiHHa
YapyHKOBIN Bi ynoBHOBaxeHOi ocobu, BianoBiganbHOI 3a 34iCHEHHSI
ynakoBLji B dapmakoHarnsaay (BKMOYarym KOHTaKTHI AaHi) Ta/abo 3miHn y
KopobLi 3 KapTOHY; po3MilLieHHi MacTep-daina cuctemu papmakoHarnsay) - 3aMmiHa
no2,2mvmne KOHTaKTHOI 0COOM 3asiBHUKa, BianoBiaansbHoI 3a 3AiNCHEHHS
amnyni; no 5 hapmakoHarnsgy B YkpaiHi: NponoHoBaHa pepakuis —
amnyn y KOHTYPHin LLlanoBanosa IHHa AHaToniiBHa. 3MiHa KOHTaKTHUX AaHNX
YapyHKOBIN KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBiaanbHoI 3a 3AiNCHEHHS
ynakoBLi; no 2 dapmakoHarnsay B YkpaiHi
KOHTYpHi
YapyHKOBI
yMakoBKM B
KopobLi 3 KapTOHY;
no2,2vmne
amnyni; no 5
amnyn y KOHTYPHin
YapyHKOBIN
ynakosLi; no 20
KOHTYPHMX
YapyHKOBUX
yMakoBOK y
KOpobLii 3 KAPTOHY
156, MO®JIAKCA TabneTku, BKpUTI KPKA, a.4., CnoBeHis KPKA, a.4., HoBo CnoseHis/ BHECEHHS 3MiH 0 peecTpauinHmMx maTtepianis 3miHu | Tuny - 3a UA/14876/01/01
® NniBKOBOKO HoBo mecTO mecTo, CroBeHis Xopsaris/ noAaHHsi OHOBIIEHOrO cepTudikaTty BiANOBIQHOCTI €BpONenchkii | peuernmom
0BOOHKO MO (BignoBiganbHWM 3a HimeyuunHa dapmakonei R1-CEP 2008-067-Rev 01 Big 3aTBepaxeHoro
400 mrno 5 KOHTpOnb cepi); BMPOGHWKa Jit040i pevoBUHM MOKCUdbroKcaLMHy rigpoxnopua
Tabnetok y KPKA, p.4., Hoeo
6nictepi, no 1 mecTo, CroBeHis
6nictepy B (BignoBiganbHuM 3a
KapTOHHiIN NMOBHWIA LMKI
kopobui; no 7 BMPOBHMUTBA,
Tabnetok y BKITOYAKUM BUMYCK
6nictepi, no 1 abo cepii); KPKA-
no 2 6nictepu B PAPMA g.0.0.,
KapTOHHIN XopsarTis

Kopobui; no 10

(BignoBiganbHun 3a
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IIponoBxkeHHs qoaaTka 3

Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
Tabnetok y nepBuHHE Ta
6nicTepi, no 1 BTOPUHHE
6nictepy B nakyBaHHS,
KapTOHHI kopoOui KOHTpOrb cepii Ta
Bunyck cepii); TALQ
dapma 'M6X,
HimeuunHa
(BignoBiganbHuM 3a
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTpOIb cepii Ta
BMNYCK cepii)
157, MC140 crnpew HasanbHUi, AT "dapmak” YkpaiHa AnoTekc IHk. Kanaga BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu | Tuny - - UA/14952/01/01
cycneHsis, 50 AnMiHicTpaTmBHi 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu
MKr/gosy 3asiBHUKA (BnacHWKa peecTpaLiiHoro NocBig4eHHs) 3mMiHa Ha3Bu
no 140 po3sy Ta agpecu 3asBHUKa. BBeaeHHsi 3MiH npoTaromM 6-T1 micauis nicns
dnakoHax (6e3 3aTBEPOKEHHS
eTUKETKN) 3
HacocoMm-
[03aTopoMm 3
posnunioBayem
HasarnbHOro
NpU3HaYeHHs 3
HaHeceHo
Has3Boto
npenapary Ta
HOMepOM cepii Ha
OHi cbrnakoHy; no
56 dnakoHiB y
KopobLi
158, MYKO3A po34nH Ans Bionoriwe HimeuyunHa Bionoriwe HimevunHa BHECEHHS 3MiH O peecTpaLinHmMxX maTtepianis 3mMiHu | Tuny - 3MiHn 3a UA/2946/01/01
KOMMO3UTY | iH'ekuin no 2,2 mn Xannemitrens Xannbemittens oo 6esnekn/edekTMBHOCTI Ta dhapmakoHarnsaay. BeegeHHs abo | peuenmom
M B amnynax, Ne 5 Xeenb 'M6X Xeenb M6X 3MiHW 00 y3aranbHeHUX AaHuX Npo cuctemy papmakoHarnsgy
(5x1), Ne 10 (5x2), (BBEAEHHS y3aranbHEHUX AaHUX NPO cuctemy dapmakoHarnsay,
Ne 100 (5x20) 3MiHa YNoBHOBa)eHOi 0cobw, BignoBiaanbHOI 3a 34ilCHEHHS!
hapmakoHarnsiay; KOHTakTHOi ocobu 3 hapmakoHarnsay 3asBHUKa
Ons 3gincHeHHs chapMakoHarnsgy B YKpaiHi, SKLWO BOHA BigMiHHA
Bi yNnoBHOBakeHOi 0cobw, BignoBiaanbHOI 3a 34iCHEHHSI
dapmakoHarnsay (BKMOYarym KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MiLLeHHi MacTep-channa cuctemy hapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CcOobM 3asiBHUKA, BiANOBIAANbHOI 3a 3AiICHEHHS
hapmakoHarnsgy B YkpaiHi: NponoHoBaHa pepakuis —
LLlanoBanosa IHHa AHaToniiBHa. 3MiHa KOHTAKTHUX AaHNX
KOHTaKTHOI 0cobu 3asiBHUKA, BiANOBIAANbHOI 3a 3AiICHEHHS
dapmakoHarnagy B YkpaiHi
159. HATPIO po34nH Ans TOB "HOpisi- YkpaiHa TOB "lOpis-®apm" YkpaiHa BHECEHHS 3MiH 0 peecTpauinHMxX maTtepianis: 3miHu | Tuny - 3a UA/8602/01/01
FAPOKAPBO | iHdysin, 40 mr/mn; Papm” AfMiHicTpaTmBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuenmom
HAT no 100 mn a6o MicLl NpOBaXXEHHS OisnNbHOCTI BUPOOHUKa/iMnopTepa rotoBoro

200 mn, abo 400
MI1 Y NAswKax

nikapcbkoro 3acoby, BKMYa4u AinbHuULI BUNycky cepii abo micue
NpoBeAEeHHs1 KOHTPOJHO AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
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IIponoBxkeHHs qoaaTka 3

Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
cknsiHmx; no 100 BMPOGHMK/IMNOpTEp, BKIOYaKuM BUMYCK cepiit) - 3miHa agpecu
mn a6o 250 mny BrpoGHMKa TOB «tOpisi-dapm», 6e3 3MiHN MicLs BUPOGHULTBA.
KOHTEeWHepax BBefeHHs 3MiH NpOTArom 6-Tu MicALIB Micnst 3aTBEPOXKEHHS.
nonimepHux; no 2
mMn abo 5 mny
KOHTEWHepiI
0[iHOO030BOMY; MO
10 KOHTENHepIB y
nayui 3 KapToHy
160., HEYPOBEKC- | TabneTku, BKpUTI TOB «TeBa YkpaiHa BankaHthapma- Bonrapis BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - bes UA/7313/01/02
TEBA NniBKOBOIO YkpaiHa» OynHuusa AT, AnMiHicTpaTuBHI 3MiHU. 3MiHa HallMeHyBaHHs Ta/abo agpecu peuernma
0BOJI0HKOLO; MO Bonrapis; 3asBHUKa (BracHUKa peecTpauiinHoro noceig4yeHHs) 3miHa agpecu
60, abo no 90, abo BankaHdhapma- 3asBHUKA
no 150 Tabnetok y Pasrpag AT,
6aHui; no 1 6aHui Bonrapis
B KAPTOHHI nayui
161, HIKOPETTE® | nboasiHuku MakHin Ab LLBeuis MakHin Ab LLBeuis BHECEHHS 3MiH 40 peecTpauinHMX maTtepiania 3MiHu | Tuny - 3MiHu, b6e3 UA/14535/01/01
KPUXXAHA npecoBaHi no 2 mr noB'si3aHi 3 HeOOXiAHICTIO NpMBEAEHHS Y BiANOBIAHICTb 0 peuenma
M'ATA no 20 nboAsiHikiB y MoHorpadii 1dY abo €sponelicbkoi dhapmakonei, abo iHLwoi
dnin-ynakosLi HauioHanbHoi hapmakonei aepxasu €C po3sgin «MikpobionoriyHa
YucToTa» Yy METOAAaxX KOHTPOIO AKOCTI Ha Ailody PeYOBUHY
HIKOTUHY pe3uHaTy NnpvBeAeHO Y BiANOBIAHICTb 4O BUMOT
3aranbHuX ctaTen 3 mikpobionorii 5.1.4, 2.6.12, 2.6.13 EP; 3miHu |
Tuny - 3MiHa y metogax BunpobysaHHA APl abo BuxigHoro
MaTepiany/npoMiKHOro NpoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci BupobHuuTBa AD| 3a nokasHukamu «KinbkicHe
BM3HaYeHHs» Ta «CynyTHi JOMILLKMY Y MeToAax KOHTPOIO Aitoyoi
pPEeYOBUHM HIKOTUHY pe3uHaTty; 3anponoHoBaHo: YBEPX (UHPLC);
3MiHU | TUNY - 3MiHa y MeTogax BUNpobyBaHHsI FOTOBOMO
nikapcbkoro 3acoby
3MiHM aHaniTUYHOI MeTOAMKM 3a nokasHukamu «KinbkicHe
BU3HAYeHHA» Ta «CynyTHi AOMILLKNY (BMITyYEHO ABi CynyTHI
OOMILWKN (KOTUHIH Ta HOPKOTUHIH), A0AAHO AOMYCTUME BiAXUMNEHHS
TemnepaTypu KONMOoHKM Ta xpomatorpamy ans SST, pegakuiviHi
npaBku); 3a NOKa3HNKOM «P0O34rHHiICTbY» (NpoboniaroToBka,
[04aHo XxpoMaTorpamy Ta pefakuiiHi npaBku)
162, HIKOPETTE® | nboasiHUKu MakHin Ab LLBeuis MakHin Ab LLBeuis BHECEHHS 3MiH 40 peecTpauinHMxX maTtepiania 3MiHu | Tuny - 3MiHu, 6e3 UA/14535/01/02
KPUXAHA npecoBaHi no 4 mr noB'si3aHi 3 HeOBXiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL 0 peuenma
M'ATA no 20 NboAsHIKiB y

dnin-ynakosL,i

MoHorpadii JPY abo €sponeickkoi hapmakonei, abo iHwoil
HauioHanbHol dhapmakonei agepxasu €C po3sgin «MikpobionoriyHa
YncToTa» y MeTofax KOHTPOSHO SIKOCTi Ha Aitody peyoBUHY
HIKOTWMHY pesuHaTy NpuBEeAEeHO Y BiOMOBIAHICTb 4O BUMOT
3aranbHux ctaTten 3 mikpobionorii 5.1.4, 2.6.12, 2.6.13 EP;. 3minu |
TUny - 3MiHa y metogax sunpobysaHHs A®l abo BuxigHoro
maTepiany/npomiXHOro NpoayKTy/peareHTy, O BUKOPUCTOBYETHLCSH
y npoueci BupobHuuTBa AD| 3a nokasHukamu «KinbkicHe
BU3Ha4YeHHs» Ta «CynyTHi AOMILLKMY y MeToAax KOHTPOSIO 4itoYoi
PEYOBUHM HIKOTUHY pe3nHaTy; 3anponoHoBaHo: YBEPX (UHPLC);
3MiHU | TUNY - 3MiHa y MeTogax BUNpobyBaHHsI FOTOBOIO
nikapcbkoro 3acoby
3MiHM aHaNITMYHOI METOAMKM 3a nokasHukamu «KinbkicHe




52 [TponoBkeHHs noaaTka 3
Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
BU3Ha4eHHa» Ta «CynyTHi AOMILLKMY (BUIyYeHO ABi CynyTHI
OOMILLKN (KOTUHIH Ta HOPKOTUHIH), A0AAHO AONYCTUME BiAXUMEHHS
TemnepaTypu KONMOoHKM Ta xpomatorpamy ans SST, penakuiviHi
npaBKu); 3a NOKa3HNKOM «P0o34MHHICTb» (NpobonigroToBka,
[04aHo xpoMaTorpamy Ta pefakuiriHi npaBku)
163.| HIMEOQOAP® Tabnetkn no 100 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - 3MiHn 3a UA/9104/01/01
mr, no 10 "®apmaLneBTu "®apmaLeBTUYHa 3 sikocTi. FoToBUIA Nikapcbkmii 3aci6. CTabinbHicTb. 3MiHa y peuenmom
Tabnetok y YHa chipma ipma "OapHuus" TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs roTOBOro
KOHTYpHi# "OapHuus” nikapcbkoro 3acoby (36inbLeHHs TepMiHy MPUAATHOCTI FOTOBOrO
YapyHKOBIN nikapcbkoro 3acoby) - [1na ToproBoi ynakoBku (MigTBEPAKYETbCS
ynakosui; no 3 OaHUMKU peanbHOro Yacy) - 36inblUeHHS TEPMiIHY NpuAaTHOCTI
KOHTYpHi roTOBOro MikapCbKoro 3acoby Ha OCHOBI NO3UTUBHUX pe3ynbTaTiB
YapyHKOBI [OBroCTPOKOBMX AOCHiMKEHb CTabiNbHOCTI y peanbHOMy Yaci:
yNaKkoBKW y navui 3arteepaxeHo: TEPMIH MPUNOATHOCTI 2 poku 3anponoHOBaHoO:
TEPMIH NMPUOATHOCTI 3 poku (BBegeHHs 3MiH NpOTSiroM 6-Tu
MicsiLiB Micns 3aTBepAXeHHS); 3MiHu | Tuny - 3MiHM 3 AKOCTI.
[oToBwMI nikapcbkuii 3aci6. CTabinbHicTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs roToBoro fnikapcbKoro 3acoby
(3MiHa y 3aTBEpAPKEHOMY NMPOTOKOMi CTaBINBbHOCTI) - 3MEHLLIEHHS
YacToTu gocnifkeHHs ctabinbHocTi Hivenap®, Ha ocHOBI aHanisy
CTaTUCTUYHUX AaHux (BBeaeHHst 3MiH MpOTArom 6-Tu micauiB nicns
3aTBEPAKEHHS)
164., HOBOKAIH po34nH Ans TOB "HOpis- YkpaiHa TOB "HOpis-dapm” YkpaiHa BHECEHHS 3MiH 40 peecTpauinHMxX maTtepianis: 3miHu | Tuny - 3a UA/6394/01/01
iH'ekuin, 2,5 dapm” AnMiHicTpaTuBHi 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuenmom
mr/mn, no 200 mn MicLl NpOBaXXEHHS OisNbHOCTI BUPOOHUKa/iMnopTepa rotoBoro
abo no 400 mny nikapcbKkoro 3acoby, BKMYa4u AinbHULI BUNycky cepii abo micue
nnsiLkax npoBefeHHs KOHTPOIO SKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
BMPOGHMK/iIMNOpTEp, BKIOYaKUM BUMYCK CEpiit) - 3MiHa agpecu
BuMpoGHuKa TOB «tOpisi-dapmy, 6e3 3MiHN MicLis BUPOOHMLUTBA
(BBeAeHHS 3MiH MPOTArom 6-Tn MicsUiB nicnsa 3aTBepAXKEHHS)
165., HOBOKAIH po34nH Ans TOB "HOpis- YkpaiHa TOB "HOpis-dapm” YkpaiHa BHECEHHS 3MiH 0 peecTpauinHMxX maTtepianis: 3miHu | Tuny - 3a UA/6394/01/02
iH'ekuin, 5 mr/mn dapm” AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuenmom
no 200 mn a6o no MicList NpOBaMKEHHS AisiNbHOCTI BUPOOHMKa/imnopTepa roToBOro
400 mn y nnswkax nikapcbKkoro 3acoby, BKMYa4u AinbHULI BUNycky cepii abo micue
NPOBEAEHHS1 KOHTPOIIO SAKOCTI. (AIANbHICTb, 3a AKy Bignosigae
BMPOGHMK/iIMNOpTEp, BKIOYaKUM BUMYCK CEpiit) - 3MiHa agpecu
BMpoGHMKa TOB «tOpisi-dapmy, 6e3 3MiHN MicList BUPOOHMLUTBA
(BBegeHHs 3MiH NpOTAroM 6-T1 MicsLiB Nicnsa 3aTBePAXKEHHS)
166, HOPMAKC Kpanni O4Hi/ByLUHI Inka IHais AnkoH MNapeHTepanc IHais BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/4980/01/01
0,3 %; no5mny Ilabopatopia (1) Nimiten ApmiHicTpaTuBHI 3MiHW. 3MiHa HalimeHyBaHHs Ta/abo agpecu peuenmom
nnacTUKoBOMY Timiteq MicLs NpOBaXXEHHS OisNbHOCTI BUPOOHUKa/iMnopTepa rotoBoro
dnakoHi- nikapcbKkoro 3acoby, BKIOYa4u AinbHULI BUNYCKy cepii abo micue
KpanenbHuLi abo NPOBEAEHHS1 KOHTPOIIO SAKOCTI. (AiANbHICTb, 3a AKy Bignosigae
CKISAHOMY chInaKoHi BMPOGHMK/IMNOPTEP, BKIOYAOUM BUMYCK CEPIll) - 3MiHa Ha3BM Ta
3 KpanenbHULElo; agpecy BupobHuka 113, 6e3 3miHu micua BUpoGHUUTBa. 3MiHK |
no 1 dpnakoHy B TUny - 3MiHK Wopao 6e3nekn/edpeKTUBHOCTI Ta hapmakoHarnsay
KapTOHHIN navui (iHWi 3miHK) - BHECEHHs 3MiH o posginy “MapkyBaHHs” MKA J13
167, HOPNPOJIAK | Ttabnetkn no 75 ®deppiHr TM6X | HimewunHa €nbda Monbwa/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3aMiHu 3a UA/9338/01/01
MKr, no 10 dapmaceTikan Himeuyunna oo 6esnekn/ecekTUBHOCTI Ta hapmakoHarnsay. BeeaeHHst abo | peuenmom
Tabnetok y KomnaHi CA, 3MiHW [0 y3aranbHeHVX AaHNX Npo cucTemy bapmMakoHarnsgy
6nicTepi, no 3 Monbwa (BBEAEHHS y3aranbHEHUX AaHMX NPo cuctemy drapmakoHarnsay,
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n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
Gnictepu B (BignoBiganbHWM 3a 3MiHa YNoBHOBa)KeHOi 0cobw, BignoBiaanbHOI 3a 34ilCHEHHS!
KapTOHHI kopobLyi BMPOGHMLTBO, (hapmakoHarnsiay; KOHTakTHoi ocobu 3 hapmakoHarnsay 3asiBHUKa
ynakoBKy Ta Ons 3AiCHeHHs dhapmakoHarnsgy B YKpaiHi, SKLO BOHa BigMiHHa
KOHTPOSb SIKOCTI Bi yNnoBHOBakeHOi 0cobw, BignoBiaanbHOI 3a 34iCHEHHSI
roTOBOro NPOAYKTY); papmakoHarnsay (BKMYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
DdeppiHr M'M6X, po3MilLleHHi MacTep-tharina cuctemm hapmakoHarnagy) - 3viHa
HimeuunHa KOHTaKTHOT 0cobu ynoBHOBaXeHOi 0cobu 3asiBHIIKa,
(BignoBiganbHuM 3a BignoBiganbHOI 3a 34iMcCHeHHs chapmakoHarnsay B YKpaiHi.
BUMYCK Cepii) MponoHoBaHa pepakuisa: Kyuma Bonogumup OnekcaHaposuy.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0cobu ynoBHOBaXKeHOi 0cobu
3asiBHUKA, BiANOBIAanNbHOI 3a 34iIMCHEHHS bapMakoHarnsagy B
YKpaiHi
168. HOPMPOJAK | Tabnetku no 150 DdeppiHr TM6X | HimewunHa €nbda Monbwa/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3aMiHu 3a UA/9338/01/02
MkKr, no 10 dapmaceTikan Himeuyunna Lwono 6esnekn/edekTUBHOCTI Ta hapmakoHarnsay. BeegeHHst abo | peuenmom
Tabnetok y KomnaHi CA, 3MiHWN [0 y3aranbHeHVX AaHNX Npo cuctemy bapmMakoHarnsgy
6nictepi, no 3 MonbLa (BBEOEHHS y3aranbHeHVX AaHuX Npo cucTemy chapmakoHarnsay,
6nictepu B (BignoBiganbHuM 3a 3MiHa ynoBHOBaXeHOi ocobu, BianoBigansHOI 3a 3aiCHEHHSI
KapTOHHIl kopoOui BUPOBHMLTBO, hapmakoHarnsiay; KOHTakTHOi ocobu 3 hapmakoHarnsay 3asiBHUKa
yMakoBKy Ta Ans 34iMCHeHHs dhapmakoHarnsgy B YKpaiHi, SiKLO BOHa BigMiHHa
KOHTPOIb SIKOCTIi Bi ynoBHOBaxeHOi ocobu, BianoBiganbHOI 3a 3aiCHEHHSI
roTOBOro NPOAYKTY); dapmakoHarnsaay (BKMOYarym KOHTaKTHI AaHi) Ta/abo 3miHn y
deppiHr M'M6X, po3MilLieHHi MacTep-thaiina cuctemm hapmakoHarnagy) - 3viHa
HimeuuunHa KOHTaKTHOT 0COBM YyNOBHOBaXEHOI 0COOM 3asiBHIKA,
(BignoBiganbHWM 3a BiANOBIAanNbHOI 3a 34iiCHEHHS dhapmakoHarnsay B YKpaiHi.
BUMYCK Cepii) MponoHoBaHa pepakuisa: Kyuma Bonogumup OnekcaHaposuy.
3MiHa KOHTaKTHUX AaHUX KOHTAKTHOT 0cobM YyNoBHOBaXeHOI 0cobu
3asBHUKa, BiAMNOBIAANbHOI 3a 34iiCHEHHS dhapmakoHarnsay B
YKpaiHi
169, HO-LUNA® Tabnetku no 40 TOB "CaHodi- Ykpaina XIHOIH 3aBop YropumHa/ BHECEHHS 3MiH 40 peecTpauinHmMx maTepianis: 3miHu | Tuny - be3 UA/0391/01/02
mr; Ne 12: no 12 ABeHTIC dapmaleBTUYHUX Ta Monbla 3MiHu 3 gkocTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. peuenma
Tabnetok y YkpaiHa" XimiyHmx MpoaykTis 3amiHa abo BBeEHHS 10AAaTKOBOI AiNbHULL BUPOOGHMLUTBA ANsi
6nicTtepi; no 1 Mpamsit Ko. Jita. YacTuHM abo BCbOro BUPOGHMYOrO MPOLECY FOTOBOIO NiKapCbKOro
onictepy B MNignpuemcrteo 2 3aco0y (AinbHMLA, Ha SKin NpoBoAATbLCHA OyAb-Aki BUPOOHUYI
KapTOHHIN (nignpuemcTBo cTagii, 3a BUHSITKOM BUMYCKY Cepill, KOHTPOIHO SKOCTi, NePBUHHOIO
kopob6ui; Ne 24: no Bepelueabxas), Ta BTOPVHHOTO NakyBaHHS, AN HECTEPUNbHUX MiKapCbKMX
24 tabneTtkn y YropuwuHa; 3acobiB) AogaBaHHs BUpobHuyoi ginbHuui 13 ans Beix eTanis

6nicTepi; no 1
6nictepy B
KapTOHHiIN
kopobui; Ne 60: no
60 TabneTok y
[03ylo4oMy
KOHTEWHeEpI,
3aKpUTOMY
KPULLKOIO 3
3aXM1CHOIO
CTpiyKoI0 Big
BigKpuTTS; Mo 1
[03ylo4oMy
KOHTeNHepy B

CaHodbi — ABeHTic
Cn. 3 0.0., MNonbLua

npouecy BupobHuuTtea npoaykty CaHodi — ABeHric C.n. 3 0.0.,
Monblwa. BBeaeHHsi 3MiH NpoTaromM 6 micsauis nicns
3aTBepAkeHHS. 3MiHu | Tuny - 3miHK 3 sKkocTi. [OToBMI NikapcbKkui
3aci6. 3MiHn y BMpobHMUTBI. 3amiHa abo BBeAeHHSA A0AaTKOBOI
AinbHULI BUpOBHULITBA Ast YaCTUHU abo BCbOTro BUPOGHUYOrO
npoLiecy roToBOro nikapcbKoro 3acofy (AinbHUUS Ans NepBUHHOIO
nakyBaHHs1) - 4oAaBaHHSA BUPOGHWYOI AinbHuui 13,
BignosiganbHoi 3a NnepBMHHE NakyBaHHs. BBegeHHs 3MiH
npoTarom 6 micAuiB nicnsa 3aTBepmkeHHs. 3miHu | Tuny - 3miHum 3
sikocTi. [oTOBMI Nikapcbkui 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
abo BBe[leHHs1 4OAATKOBOI AiNbHULI BUPOOHULITBA AN YaCTUHU
abo BCbOro BUPOBHMYOro NpoLecy roToBoro fikapcbkoro 3acoby
(BiNbHWUS ANs BTOPUHHOTO NaKkyBaHHSA) AoAaBaHHS BUPOOHNYOI
AinbHuui M3, BignosigansHOro 3a BTOpMHHE NakyBaHHA CaHodi —
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Ne
n/

Hasea
JliKapcbKo20
3acoby

@Popma sunycky

3aseHuUkK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

KapTOHHiIN
kopo6ui; Ne 100:
no 100 TabneTtok y
dnakoHi; no 1
dnakoHy B
KapTOHHI kopoOui
3 Haknewnkow Ha
Kopobui aAns
KOHTpOMto
nepLuoro
BiAKPUTTS

AseHrTic C.n. 3 0.0., [NonbLya. BBeaeHHs1 3mMiH npoTarom 6 micsauis 3
natu 3atBepgKeHHs. 3MiHu | Tuny - 3miHn 3 skocTi. FoToBKM
nikapcbkuii 3aci6. 3mMiHW y BUpoOHMLTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYHOTBCS BUMYCKY Cepii Ta KOHTPOIO SKOCTi FOTOBOrO
nikapcbkoro 3acoby (3amiHa abo foaaBaHHs BUPOOHUKa, LLO
BiAnoBigae 3a BBe3eHHsi Ta/abo Bunyck cepii) - Bkrovyatoum
KOHTpOrnb/BMNPoOyBaHHS cepii - oAaBaHHA BUPOBHWYOIT AinbHUL
M3, wo Bignosigae 3a KOHTpPonb Ta BuUNyck cepii CaHodi —
AgeHrTic C.n. 3 0.0., NonbLwa. BBeageHHs 3miH npoTsirom 6 micauis
nicns 3aTBepaKeHHs. 3MiHn | Tuny - 3miHm 3 gKkocTi. FoToBUIA
nikapcbkuii 3aci6. 3miHu y BUpobHULTBI. 3miHa po3mipy cepii
(BkMtoyaroym gianasoH po3Mipy cepii) roToBoro fikapcbKoro 3acoby
(36inbLueHHs oo 10 pasiB NOPIBHSHO i3 3aTBEPAXXEHUM PO3MIPOM) -
BBEJEHHS anbTepHaTMBHOIO PO3Mipy cepii, WO 3yMOBNneHe
BMPOGHMYMMYM NOTY>KHOCTAMMW AOAATKOBOro BMpobHuka CaHodi —
AgeHTic C.n. 3 0.0. BBeaeHHsi 3amiH npoTarom 6 micauis nicns
3aTBepAKeHHs. 3MiHu | Tuny - 3MiHK 3 aKocTi. [0TOBMI NiKapcbkui
3aci6. 3MiHn y BUpo6HMUTBI. 3MiHM BUNpobyBaHb abo AonycTuMmx
MeX, BCTAHOBIEHWX y creumdikauisx, nig yac BMpobHMUTBa
roTOBOrO nikapcbKkoro 3acoby (AogaBaHHs HOBOro MeToay
BMNPOOYBaHHSA Ta AOMYCTUMMX MEX) 3MiHU KpUTEPIiB MPUAHATHOCTI
3a nokasHWKoM «BTpara B Maci npu BUCYLLYBaHHI» nif 4ac
BMPOGHMYOro NpoLecy Ha cTagii rpaHynsiuis B NnceBaopiguHHOMY
wapi (ans BupobHunka CaHodi — ABeHTic C.n. 3 0.0., MonbLa).

BBeaeHHs 3MiH NpoTArom 6 MicsLiB Nicnsi 3aTBEPYKEHHS.
npu BUCYLLYBaHHI» BignosigHo Ao EP 2.2.32, Ha cTapaii
BVCYLLYBaHHS NiCNS NepeMillyBaHHS i3 KOMMOHEHTaMMW 30BHILLHbOI
asn/nepep kanidopysaHHaMm (Step ll./a Blending - nimit 5,0 — 5,8
%) (ans BupobHuka CaHodpi — ABeHTic C.n. 3 0.0., MonbLua).
BBeaeHHst 3MiH NpoTAromM 6 micsauiB nicnsa 3aTBepkeHHs. 3MiHu |
TMny - AOMiHiCTpaTuBHI 3mMiHW. 3MiHa HaiMeHyBaHHSA Ta/abo
aapecu Micus NpoBafKeHHs AianbHOCTI BUpOBHMKa/iMnopTepa
roTOBOro MikapCbKOro 3acoby, BKIOYauu AinbHUL BUNYCKY cepil
abo MicLe NpoBeAeHHs1 KOHTPOSIK SKOCTI. (QiANbHICTb, 3@ AKY
BiANoBigae BUpOGHMK/IMNOPTEp, BKIOYAKUN BUNYCK CEPIlt)
YTOUHEHHS Ha3B BUpoBHuka M3 «XIHOIH 3asog
dPapmaueTnyHux MNpoaykTis Mpamsit Ko., Jta., YropwwuHa. Micue
NpOBaKeHHS AiSNbHOCTI He 3MiHMNocs. BBeaeHHs 3mMiH NpoTarom
6 micauiB nicns 3atBepaXeHHs. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
["oToBUMI Nikapcbkuin 3aci6. 3MiHM Yy BUPOOHMUTBI. 3MiHK Y NpoLeci
BMPOGHMLITBA rOTOBOTO Nikapcbkoro 3acoby, BKrovaym
NPOMIDXHUIA NPOAYKT, LLIO 3aCTOCOBYETLCSI MPY BUPOOHMLTBI
roTOBOrO fikapcbKoro 3acoby (He3HayHa 3MiHa y NpoLeCi
BMPOGHMUTBA) - 3MiHa Yy npoLeci BupobHuuTea 13, a came: 3miHa
KiNbKOCTI Nigcepin Ha cTagii rpaHyntoBaHHs (MOXe BUrOTOBNATUCSA
y 0fHi abo KinbKox niacepisix B 3anexHOCTi Bif, BUKOPUCTaHOro
obnagHaHHs). BBeaeHHst 3MiH npoTsirom 6 micsiuis nicnsi
3aTBEPKEHHSI.

170,

HYBIDXUN®

Tabnetku no 50
mr: no 10
Tabnetok y

TOB «TeBa
YkpaiHa»

YkpaiHa

BUPOOHMLBTO
Hepo3dacoBaHOl
npoayKLuii, KOHTPOsb

CnonyyeHi
Wratn
Amepuku/

BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny -
AnMiHicTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHs1 Ta/abo agpecu
3asiBHMKA (BACHUKA peecTpauiiHoro NocBigvyeHHs) - 3miHa

3a
peuenmom

UA/17446/01/01
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Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
6nicTepi, no 3 cepii: Xopsaris agpecy 3asBHMKA
6nictepu B LledpanoH IHk.,
Kopobui Cnonyyeni WraTn
AmMepuky;
nepBUHHE, BTOPUHHE
nakyBaHHsi Ta [03Bin
Ha BUMYCK cepii:
MIIBA XpBatcka
0.0.0., XopBsarTisi
171, HYBIXKUN® | Tabnetkn no 150 TOB «TeBa YkpaiHa BUPOOHMLBTO CnonyyeHi BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/17446/01/02
Mr: no 7 Tabnetok YkpaiHa» Hepo3dacoBaHOl Wratn AnMiHicTpaTuBHI 3MiHU. 3MiHa HallMeHyBaHHs Ta/abo agpecu peuernmom
y bnicTepi, no 1 NpoAyKLii, KOHTPOIb Amepukun/ 3asiBHUKA (BNnacHWKa peecTpauinHoro noceig4yeHHs) - 3miHa
Gnictepy y cepii: Xopsaris agpecy 3asBHMKA
kopobui; no 10 LledpanoH IHk.,
Tabnetok y Cnonyyeni WraTn
6nicTepi, no 3 AmMepuKy;
Gnictepu y nepBUHHE, BTOPUHHE
Kopobui nakyBaHHs Ta [03Bin
Ha BUMYCK cepii:
MIIBA XpBatcka
0.0.0., XopBsarTisi
172, HYBIXKUN® | tabnetkn no 250 TOB «TeBa YkpaiHa BUPOGHULBTO CnonyuyeHi BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3miHu | Tuny - 3a UA/17446/01/03
Mr: no 7 Tabnetok YkpaiHa» Hepo3dacoBaHOl Wratn AnMiHicTpaTuBHI 3MiHU. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom
y bnicTepi, no 1 NpoAyKLii, KOHTPOb Amepuku/ 3asiBHUKA (BnacHWKa peecTpauiiHoro noceig4yeHHs) - 3miHa
6nictepy y cepii: XopsarTis agpecu 3asBHUKa
kopobui; no 10 LledpanoH IHk.,
Tabnetok y Cnonyyeni WraTn
6nictepi, no 3 Amepukuy;
Gnictepu y nepBUHHE, BTOPUHHE
Kopobui naKyBaHHs Ta J03Bin
Ha BUMYCK cepii:
MIIBA XpBatcka
0.0.0., XopBsarTisi
173, OBAPIYM po34nH Ans Bionoriwe HimeuyunHa Bionoriwe HimevunHa BHECEHHS 3MiH O peecTpaLinHMxX maTtepianis 3MiHu | Tuny - 3MiHn 3a UA/3973/01/01
KOMMO3UTY | iH'ekuint no 2,2 mn XannbMmiTTenb XannbmitTenb oo 6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsay. BeeaeHHst abo | peuenmom
M B amnyni; no 5 Xeenb M6X Xeenb M6X 3MiHW 0O y3aranbHeHVX AaHWX Npo cuctemMy bapmMakoHarnsgy
amnyn y KOHTYpPHIn (BBEAEHHS y3aranbHeHUX AaHUX NPO cuctemy dapmakoHarnsgy,
YapyHKOBIN 3MiHa ynoBHOBaXeHOi 0cobu, BianoBiganbHOI 3a 3aiCHEHHSI
ynakosLi; no 1 abo hapmakoHarnsiay; KOHTakTHOi ocobu 3 dhapmakoHarnsaay 3asBHUKa
2, abo 20 Ons 3aincHeHHs chapMakoHarnsgy B YKpaiHi, SKLWO BOHA BigMiHHa
KOHTYPHMX Bi ynoBHOBaxeHOi ocobu, BianoBiganbHOI 3a 3aiCHEHHSI
YapyHKOBUX dapmakoHarnsaay (BKMOYarym KOHTaKTHI AaHi) Ta/abo 3miHn y
yNakoBOK y po3MiLLeHHi MacTep-channa cuctemy hapmakoHarnsgy) - 3miHa
KOpOOGLi 3 KapTOHY KOHTaKTHOI 0CO0M 3asiBHWUKa, BiAnoBiaanbHoI 3a 3AiNCHEHHS
hapmakoHarnsgy B YkpaiHi: NponoHoBaHa pepakuis —
LLlanoBanosa IHHa AHaToniiBHa. 3MiHa KOHTAKTHUX AaHNX
KOHTaKTHOI 0CO0M 3asiBHUKa, BianoBiaanbHoI 3a 3AiNCHEHHS
dapmakoHarnagy B YkpaiHi
174, OPHIOA301- | kancynu no 500 mr TOB YkpaiHa TOB "AcTtpadapm” YkpaiHa BHECEHHS 3MiH 0 peecTpauinHmMx maTtepianis 3miHu | Tuny - 3a UA/4987/01/01
ACTPA®APM | no 10 kancyn y "Actpadapm” OHOBIEHHS 3aTBEPKEHOrO TEKCTY MapKyBaHHs yrnakoBok J13 peuernmom

6nictepi; no 1
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n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
Gnictepy B
KOpOOGLii 3 KapTOHY
175, OPHI3ON® pPO34MH ans MAT YkpaiHa MAT "Tannudapm” YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3a UA/12227/01/01
iHy3in, 5 mr/mn "Tanuudapm” npuBeaeHHs cneuudikadii Ta MeToaiB KOHTPOMIO AN AONOMDKHUX | peuernmom
no 100 mny peyoBuH Boga ans iH’ekuin Ta HaTtpito xnopug oo moHorpadii
nnswui; no 1 E®/ODY, pitove BUAaHHS; CynyTHSA 3MiHa: MPUBEAEHHS
nnswui B navui Cneuudpikauii’/MeTogis BUnpobyBaHHS Ans AONOMIKHUX PEYOBUH
Bopa ans iH'ekuivi Ta Hatpito xnopug y BignoBigHICTbL 40 BUMOT
MoHorpagii EP ta dY
176, OYULLEHA NOPOLLIOK MAT YkpaiHa OecTinacboHec Icnanis BHECEHHS 3MiH [0 peecTpaLinHmx maTtepianis 3mMiHu | Tuny - amiHa - UA/10816/01/01
MIKPOHI3OB | (cy6cTaHuisi) y "KuiBmegnpen Bopaac YiHuypperTa, HalMeHyBaHHsI 3asiBHUKa, 6e3 3miH y MKA J13 - 3anponoHoBaHo:
AHA nakeTax apat” C.A. MoBHa Ha3Ba AkLioHepHe ToBapucTBo "KniBmeanpenapat”
®JIABOHOIL, | noagiiiHux CkopoueHa Ha3ga MNAT "Kuismeanpenapat”
HA ®PAKUIA nonieTUNeHoBux
(AIOCMIH ans BUpobHuuTBa
9:1) HECTEePUNbHNX
nikapcbknx popm
177, NAHTEHON Tabnetkn no 100 mibe MmbX HimeyumnH mibe MmbX HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - be3 UA/11523/01/01
mr; no 20 a6o 50, ApuHanmitten a ApuHanmiTTens AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuenma
abo 100 TabneTok b MicLsl NpOBaXXEHHS OisNbHOCTI BUPOOHUKa/iMnopTepa rotoBoro
y CKINsitHOMY nikapcbkoro 3acoby, BKIOYa4u AinbHULI BUNYCKy cepii abo micue
dnakoHi; no 1 NPOBEAEHHS1 KOHTPOIIO SAKOCTI. (AIANbHICTb, 3a AKy Bignosigae
dnakoHy B BMPOGHMK/IMNOpTEp, BKIOYaKuM BUNYCK cepiil) 3miHa agpecu
KapTOHHIN navui BupobHuka M3 mibe MME6X ApuHanmitTens, HimewdnHa, 6e3 3aMiHn
MicLs BAPOGHMLTBA. 3MiHWM BHECEHO B iHCTPYKLitO AN MEAUYHOrO
3aCTOCYBaHHS LLOAO MiCLE3HaxXOMKEHHS BUPOOHMKa, sIKk Hacnigok
— BiANOBIAHI 3MiHW Y TEKCT MapKyBaHHS! YNaKoBKW IikapCbKoro
3acoby.
178, MAHTOIMPA3 | Tabnetku TOB «TeBa YkpaiHa Tesa ®apma C.J1.Y. Icnanis BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/16874/01/01
ON-TEBA racTpopesnCcTeHTH YkpaiHa» AnMiHicTpaTuBHi 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom
ino40 mr; no 7 3asiBHMKa (BNacHUKa peecTpauiiHoro NocBigvYeHHs1) - 3MiHa agpecu
Tabnetok y 3asBHUKa
6nicTepi, no 2 abo
4 6nictepu B
kopobui; no 10
Tabnetok y
6nictepi; no 3
6nictepu B
Kopobui.
179. MEMETPEKC | niodinisat gns TOB «TeBa YkpaiHa BTOPUHHA YMaKoOBKa, Xopsaris/ BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3miHu | Tuny - 3a UA/16385/01/01
EO-TEBA NPUroTyBaHHS YkpaiHa» [03BiN Ha BUMYCK HioepnaHnamn AnMiHicTpaTuBHi 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom

PO34MHyY Ans
iHdy3in no 100 wmr,
1 conakoH 3
niodiniaatom y
KopooLi

cepii
MIIBA XpBatcka
[.0.0., XopBaris;
BUPOOHMLUTBO
Hepo3dacoBaHOl
npoaykLuii, NnepBuHHa
ynakoBKa, KOHTPOIb
SIKOCTi:

3asiBHUKA (BnacHWKa peecTpaLinHoro Noceig4eHHs) - 3aMiHa agpecu
3asBHUKA
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n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
dapmaxemi b.B.,
Higepnaxnau
180., MEMETPEKC | niodinisat gns TOB «TeBa YkpaiHa BTOPWHHA yNaKkoBKa, Xopsaris/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/16385/01/02
EO-TEBA NPUroTyBaHHS YkpaiHa» [003BiN Ha BUNYCK HigepnaHnamn AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu peuernmom
pPO34MHy Ans cepii: 3asiBHMKa (BNacHUKa peecTpauiiHoro nocBigyYeHHs1) - 3MiHa agpecu
iHdpysin no 500 wmr, MJIBA XpBatcka 3asiBHMKA
1 conakoH 3 [.0.0., XopBaris;
niogpinizatom y BUPOGHULITBO
KopobLi Hepo3dacoBaHoi
npoaykuii, NnepBuHHa
ynaKoBKa, KOHTPOSlb
SKOCTi:
dapmaxemi b.B.,
Higepnanau
181.| MEMETPEKC | niodinisat gns TOB «TeBa YkpaiHa BTOPWHHA yNaKkoBKa, Xopsaris/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/16385/01/03
EO-TEBA NPUroTyBaHHs YkpaiHa» [003BiN Ha BUNYCK Higepnanamn AnMiHicTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu peuenmom
pPO34MHy Ans cepii: 3asiBHMKa (BNacHUKa peecTpauiiHoro nocBigyYeHHs1) - 3MiHa agpecu
iHdpysin, no 1000 MJIBA XpBatcka 3asiBHMKA
mr; 1 donakoH 3 [.0.0., XopBaris;
niogpinizatom y BUPOGHULITBO
KopoobLi Hepo3dacoBaHoi
npoaykuii, nepBnHHa
ynaKkoBKa, KOHTPOSlb
SKOCTi:
dapmaxemi b.B.,
Higepnaxnau
182, NMEHTACA cycneHsis PeppiHr Lsenuapi DdeppiHr-Jleumsa, Yecbka BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3aMiHu 3a UA/4990/04/01
pekTanbHa no 1 IHTepHeLwHn a a.c. Pecnybnika | wopo 6e3neku/ecdekTnBHOCTI Ta hapmakoHarnaay. BeeaenHs abo | peyenmom
r/100 mn, no 100 Centep CA 3MiHM [0 y3aranbHEeHUX AaHuX Npo cuctemy dapmakoHarnsgy
MI CyCreHsii y (BBEOEHHS y3aranbHeHVX AaHnX Npo cuctemy chapmakoHarnsay,
dnakoHi 3 3MiHa ynoBHOBaXeHOi ocobu, BianoBigansHOI 3a 3aiCHEHHSI
HaKOHEYHMWKOM i hapmakoHarnsiay; KOHTakTHoOi 0cobu 3 hapmakoHarnsay 3asiBHUKa
BHYTPILUHIM Ons 34iMCHeHHs dhapmakoHarnsgy B YKpaiHi, SiKLLO BOHa BigMiHHa
KnanaHowm; no 1 Bi ynoBHOBaxeHOi ocobu, BianoBiganbHOI 3a 3aiCHEHHSI
driakoHy y nakeTi papmakoHarnsay (BKMYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
3 antoMiHieBoi pO3MilLieHHi MacTep-daina cuctemu papMakoHarnsagy) - 3aMmiHa
donbru; no 5 abo KOHTaKTHOT 0COBM YyNOBHOBaXEHOI 0COOM 3asiBHIIKA,
7 cbnakoHiB Ta 5 BignoBiganbHoOI 3a 3aiMCHeHHs chapmakoHarnsay B YKpaiHi.
abo 7 MponoHoBaHa pepakuisa: Kyuma Bonogumup OnekcaHaposuy.
nonieTUNeHoBux 3MiHa KOHTaKTHUX JaHUX KOHTAKTHOT 0CobM YyNOBHOBaXeHOI 0cobu
naketiB y 3asiBHUKA, BiANOBIAanNbHOI 3a 34iIMCHEHHS bapMakoHarnagy B
KapTOHHIl kopoOui YKpaiHi
183. MIPAHTEN cycneHsis MepnaHa Monblua Mepana ®apma Monbwa BHECEHHS 3MiH 0 peecTpauinHmMx maTtepianis 3miHu | Tuny - 6e3 UA/9225/01/01
NMONb®APM opanbHa, 250 mr/5 dapma AkLioHepHe BUMYYEHHS i3 cneumdikauil JONOMDKHOI pe4oBUHM (apomaTtusaTop | peuenma
A mnno 15 mny AKLiOHEpHE ToBapucTBo abpurkocoBwIn) Noka3Huka «Baxxki meTanuy;
dnakoHi, no 1 ToBapucTBo 3MiHuM | TUNY - BUNyYeHHs i3 cneuudikauii 4ONOMIKHOT pe4oBUHN

drakoHy i Mipkoto
3 noginkamu B
KapTOHHIN kopobLyi

(apomaTtusaTop abpumkocoBuit) napameTpy «CnocobHoCTb
apomMaTn3npOBaHKA MO OTHOLLEHWIO K caxapy»; 3MiHu | Tuny -
npuBeaeHHs nokasHuky «MikpobionoriyHa ynctoTa» cneuumdikauii
[OMNOMiXXHOI pe4oBUHM (apoMaTm3aTop abprKOCOBUIA) A0 AiYnX
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ByMoOr €®; 3miHu | TNy - foAaBaHHS MEAMYHOrO NPUCTPOLD, a
came [03Yy40ro NpUCTpoLo 3 Mipkoto i3 mapkyBaHHAM CE, Big
HOBOro nocTavanbHuka — Lubelskie Zaklady Farmaceutyczne
«POLFA» S.A; 3MiHn | Tuny - 36inbLueHHst po3Mipy cepii
nikapcbkoro 3acoby
184, NMNALIEHTA pPO34MH ans Bionoriwe HimeuyunHa Bionoriwe HimeuunHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3aMiHu 3a UA/2465/01/01
KOMMNO3UTY | iH'ekuin, no 2,2 mn XannbMmiTTenb XannbMmiTTenb Lwono 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsay. BeeaeHHst abo | peuenmom
M B amnyni; no 5 Xeenb M6X Xeenb MM6X 3MiHM [0 y3aranbHEeHUX AaHuX Npo cuctemy dapmakoHarnsgy
amnyn y KOHTYPHin (BBEeOEHHS y3aranbHeHVX AaHnX Npo cuctemy chapmakoHarnsay,
YapyHKOBIN 3MiHa YNoBHOBa)eHOi 0cobu, BignoBiaanbHOI 3a 34ilCHEHHS!
ynakoBLi; no 1 abo hapmakoHarnsiay; KOHTakTHoOi ocobu 3 hapmakoHarnsay 3asiBHUKa
no 2, abo no 20 Ons 30iCHeHHs dhapmakoHarnsgy B YKpaiHi, SiKLO BOHa BigMiHHa
KOHTYPHMX Bi yNnoBHOBakeHOi 0cobwu, BignoBiaanbHOI 3a 34iCHEHHSI
YapyHKOBUX papmakoHarnsay (BKMoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
yNakoBOK B po3MilLieHHi MacTep-daina cuctemu papmakoHarnsagy) - 3aMmiHa
KopobLi 3 KapTOHY KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBiaanbHoi 3a 34iCHEHHS
apmakoHarnagy B YkpaiHi: [ponoHoBaHa peaakuis —
LLlanoBanosa IHHa AHaToniiBHa. 3MiHa KOHTaKTHUX AaHNX
KOHTaKTHOI 0cobM 3asiBHUKA, BiANOBIAANbHOI 3a 3AiICHEHHS
dapmakoHarnagy B YkpaiHi
185, MOCUPOPMI | ma3b oyHa 2 % no YPCA®APM | HimeuunHa YPCA®APM HimeuuunHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3aMiHu 3a UA/12755/01/01
H 5 r masi y Ty6i; no ApuHanmitten ApuHanmiTTens BHECEHO Y TEKCT MapKyBaHHS1 yNakoBKW Nikapcbkoro 3acoby. peuenmom
1 Ty6i y KapTOHHIN b M'MB6X MM6X BBeaeHHsi 3MiH NpOTAroM 6-Tv MicsiLiB NicNs 3aTBEpPAKEHHS
KopobUi
186. NMPAMICTAP TabneTku, BKpUTI d.1.P.M.A. ITanis KOCMO C.IM.A. ITanis BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny - 3a UA/10837/01/01
NniBKOBOIO C.n.A. AnMiHicTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuenmom
060JI0HKOID, MO MiCList MPOBaMKEHHS AisiNbHOCTi BUPOOHMKa/imnopTepa roToBOro
600 mr no 10 nikapcbkoro 3acoby, BKMYa4u AinbHULI BUNycky cepii abo micue
Tabnetok y NPOBEAEHHS1 KOHTPOIIO SAKOCTI. (AIANbHICTb, 3a AKy Bignosigae
6nicTepi; no 2 BMPOGHWK/IMNOpTEp, BKINOYaUM BUMYCK CEpill) 3MiHa Ha3BM Ta
6nictepu B appecu BUpobHuka M3, 6e3 3miHW Micust BUpobHUUTBA: 3MiHK
KapTOHHI kopobLyi BHECEHO B IHCTPYKLIiO AN MEANYHOro 3aCTOCYBaHHS LWOAO
HalMeHyBaHHS Ta MiCLie3HaxXOMKeHHs1 BUpobHMKa 3 BiANOBiAHNMM
3MiHaMK y TEKCTi MapKyBaHHS yNakoBKM NikapCbKoro 3acoby.
BBeaeHHs 3MiH NpOTArom 6-Tv MicsILiB MiCNst 3aTBEPOXKEHHS.
3miHu | TUny - 3miHn Wwopo 6esnekn/edekTMBHOCTI Ta
dapmakoHarnagy (iHwi 3MiHun)
OHOBMEHHS BXE 3aTBEPXXEHOr0 TEKCTY MapKyBaHHS NEPBUHHOI Ta
BTOPUWHHOI ynakoBku J13 (BHeCeHHst Mo3HayYeHb OAUHULIb
BMMIPIOBaHHS, 3 BUKOPUCTaHHSAM fiTep NaTUHCbKOro andgasiTy,
TOLLO); BHECEHHS 3MiH A0 po3ainy “MapkyBaHHs” MKA 113:
3aTtBepakeHo: TeKCT MapKyBaHHS: AOAAETbCA 3anponoHOBaHO:
MapkyBaHHs. 3rigHo i3 3aTBEpPOKEHNM TEKCTOM MapKyBaHHS.
BBeaeHHsi 3MiH NpOTAroM 6-Tn MicsiLiB Nicnsi 3aTBEpAXKEHHS
187.| NPEFABAIIH | kancynu TBepai no TOB «TeBa YkpaiHa BankaHdhapma- Bonrapis BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/16491/01/04
300 mr; no 7 YkpaiHa» Oynunua AT AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu peuenmom
Kancyn y énicrepi; 3asiBHMKa (BNacHUKa peecTpauiiHoro nocBigyYeHHs1) - 3MiHa agpecu
no 2 abo 8 3asiBHUKA
6nictepiB y
KapTOHHIN kopobuyi
188. MPEFABAJIH | kancynu TBepai no TOB «TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH [0 peecTpaLiiHMX maTtepianis: 3miHu | Tuny - 3a UA/16491/01/01
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75 mr; no 7 kancyn YkpaiHa» OynHnua AT AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom
y 6nicTepi; no 2 3asiBHMKa (BNacHUKa peecTpauiiHoro nocBigyYeHHs1) - 3MiHa agpecu
abo 8 bricTepiB y 3asBHUKA
KapTOHHI kopobui
189. MPEFABAIIH | kancynu TBepai no TOB «TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH 40 peecTpauinHMxX maTtepianis: 3miHu | Tuny - 3a UA/16491/01/02
150 mr; no 7 YkpaiHa» OynHnua AT AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom
Kancyn y énicrepi; 3asiBHMKa (BNacHUKa peecTpauiiHoro nocBigyYeHHs1) - 3MiHa agpecu
no 2 abo 8 3asiBHUKA
bnictepiB y
KapPTOHHI Kopobui
190. MPEFABAIIH | kancynu TBepai no TOB «TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH 0 peecTpauinHMxX maTtepianis: 3miHu | Tuny - 3a UA/16491/01/03
225 wmr;no 7 YkpaiHa» OynHnua AT AnMiHicTpaTmBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom
Kancyn y 6nicrepi; 3asiBHMKa (BNacHUKa peecTpauiiHoro NocBigvYeHHs1) - 3MiHa agpecu
no 2 abo 8 3asiBHUKA
GnictepiB y
KapTOHHIN kopobuyi
191, NPETHIN® NMOPOLLIOK ANA LWepinr-NMnay LLisenuapi IhxybinaHT CLUA/ BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis 3miHu | Tuny - 3a UA/3483/01/01
PO34MHY ANg CeHTtpan lct P XonnictepCtaep HinepnaHan | OHOBMEHHS BXe 3aTBEpOKEHOro TEKCTY MapKyBaHHS NEPBUHHOI Ta | peyernmom
iH’ekuin no 1500 Al JINC, CWA BTOPWMHHOI YNaKoOBOK, a8 CaMe HaHEeCEHHS OANHWLb BUMIPY CUCTEMMU
MO 3 dnakoHu 3 (Bupo6HuuTBO, Sl. BHeceHHs 3MiH o po3giny «MapkyBaHHsa» MKA J13: BBegeHHs
nopoLukom Ta 3 KOHTPOIb SIKOCTi Ta 3MiH NPOTArom 6 MicsAUIB Nicns 3aTBepKEHHS
¢nakoHu 3 1 mn BMNYCK cepii,
PO3YMHHUKA nakyBaHHsi
(po34mH HaTpito (po34mHHMK in bulk
xnopuay 0,9 %) B (po34mH HaTpito
KapTOHHIN xnopug 0,9%)); H.B.
ynakoBLi OpraHoH,
HigepnaHnaun
(Bupo6HMUTBO 3a
NMOBHUM LIMKIIOM
(nopowok ans
PO34mMHy Ans
iH'eKLin), BTOPUHHE
nakyBaHHsi Ta
BUNYyCK cepii
(PO3YMHHMK (PO34MH
HaTpilo xnopuay
0,9%))
192, NPECHIN® NMOPOLLIOK A1s LWepiHr-MNMnay Lsenuapi [bxy6inaHT CLWA/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3a UA/3483/01/02
pO34nHy Ans CeHTtpan lct a XonnictepCraep HigepnaHam | OHOBREHHS BXe 3aTBEPXXEHOro TeKCTY MapKyBaHHSA NEPBUHHOI Ta | peyenmom
iH’ekuin no 5000 Al JINC, CWA BTOPWMHHOI YNaKoBOK, a8 CaMe HaHEeCEHHS OANHWLb BUMIPY CUCTEMMU
MO 1 ¢nakoH 3 (Bupo6HuuTBO, Sl. BHeceHHs 3miH go po3ainy «MapkyBaHHa» MKA J13: BBegeHHs
nopotukom Ta 1 KOHTPO~b SIKOCTi Ta 3MiH NPOTArom 6 MicsAUIB NicNs 3aTBepKEHHS
dnakoH 3 1 Mn BMNYCK cepii,
PO3YMHHUKA nakyBaHHsi

(pO34unH HaTpito
xnopuay 0,9 %) B
KapTOHHIN
ynakoBLji

(pO34mHHMK in bulk
(pO34unH HaTpito

xnopua 0,9%)); H.B.

OpraHoH,
Higepnanamn
(Brpo6bHMUTBO 3a
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MOBHUM LIMKIIOM
(nopowok ans
PO34MHyY Ans
iH'eKLin), BTOPUHHE
nakyBaHHsi Ta
BMNYCK cepii
(PO3YMHHMK (PO34MH
HaTpilo xnopuay
0,9%))
193.| MPEAHITON kpeM, 0,25% no 10 | [Oepmadchapm HimeyumnH mibe MmbX HimeyunHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3aMiHu 3a UA/10283/03/01
r, abo 30 r, abo 50 Al a ApuHaimiTTenb y MeTogai BunpobysaHHs Particle size distribution A®I Big Crystal, | peyenmom
ry Ty6i; no 1 Ty6i 3miHeHo 3 Optical Microscopy (EP 2.9.37) Ha Laser Diffraction (EP
B KapPTOHHIN nayui 2.9.31); 3minm Il Tuny - oHoBneHHas ASNF Crystal Pharma S.A.U. 3
Bepcii DMF 05 /AP01 C336/V5.1 October 2006 Ha November 2018
194, NPUNAMILO Tabnetku, 4 CaHnpos CnoBeHis Jlex CnoBeHis BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3aMiHu 3a UA/14225/01/02
mr/1,25 mr no 10 dapmacbloTika dapmaueBTMYHa [0 IHCTPYKLUIi ANst Me4MYHOro 3acTOCyBaHHS fikapcbkoro 3acoby y | peyenmom
Tabnetok y n3 a.a. KomMnaHisa a.4a., po3ainu: "MpoTunokasaHHs", "B3aemogis 3 iHWMMK NikapCbKMM
6nicTtepi, no 2, abo CnoBeHis 3acobamu Ta iHWi Buam Bzaemoginn”, "OcobnuneocTi 3acTocyBaHHSA",
3,abono 6 (BUPOBHULTBO "in "Oitn" (peparyBaHHs iHpopmalii), "MobivHi peakuii” BignosigHo oo
6nictepiB y bulk", nakyBaHHs, OHOBMeHoT iHdopMaLii Wwoao 6e3neku AilYnx peyoBUH; 3MiHu |
KapTOHHiI kopobLyi KOHTpOrb Ta BUMYCK TUMY - 3MiHW A0 IHCTPYKLUIT ANst MeQNYHOro 3acToCyBaHHS
cepii); INek nikapcbkoro 3acoby y po3sainu: "Cknag", "lNikapcbka
dapmaLeBTNYHa opma/OcHoBHiI disuko-ximiuHi BnactusocTi", "Cnoci6
KOMnaHis 4.4., 3acTocyBaHHS Ta 4o3n". BBeaeHHs 3MiH NpoTarom 6-Tu micauis
CnoseHis nicnsa 3aTBepAXEeHHsI
(naKkyBaHHs)
195, MPO3EPUH NMOPOLLIOK ToBapwucTBo 3 YkpaiHa ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - 3MiHn - UA/7351/01/01
(cybeTaHuis) y [104aTKOBOK [104aTKOBOK 3 sikocTi. ADI. BUpobHUUTBO (iHLUi 3MiHW) - AoAaBaHHSI BUPOBHUYOI
nakeTax NoTpiMHWX | BignosiganbHi BiAnoBiganbHIiCTIO ninsiHkK (y cknagi 3aTBepaxeHoi BUpobHuyoi ainbHuui TAB
i3 nniBkn CTHo "IHTEPXIM" "IHTEPXIM"), fe 3AiACHI0ETECA BUPOOHMLTBO, MEPBUHHE Ta
nonieTuneHoBol "IHTEPXIM" BTOPUHHE NakyBaHHs, 36epiraHHs roToBoi NpoaykKLii, CUpOBUHM Ta
abo y 6aHkax 3i MaTepianis; - BBE1€HHS arlbTepPHATUBHOIO BUPOBHMKa BUXIAHOMO
cknomMacw ans /npomixxHoro npoaykty (TOB"XBOI"), Lo BUKOPUCTOBYETLCS Y
BMPOGHMLTBA BMpOGHMYOMY npoueci ADI
CTepunbHUX Ta
HEeCTepUIIbHNUX
nikapcbknx popm
196. NMPOKTO- cynosuTopii Pekoppaari Ipnangis Oenbdapm KOHiHT DdpaHuis/ BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3MiHu | Tuny: 3miHn be3 UA/4678/02/01
rMIBEHON pekTanbHi no 5 AineHg Nnto C.A.C., ®paHuis; ITanis 3 AkocTi. [oToBuUiA nikapcbkni 3acib. 3miHn y BUpobHuuTBi. 3MiHM Y | peuyenma
Cyno3nTopiiB y 3ETA npoLeci BUpoGHMLTBa rOTOBOrO Nikapcbkoro 3acoby, Bkrovaym
6nicTtepi; no 2 DOAPMACEBTIMI NPOMIDXHUIA NPOAYKT, LLIO 3aCTOCOBYETLCSI NPY BUPOOHULITBI
Gnictepu B C.N.A., ITanis roTOBOrO fikapcbKoro 3acoby (He3HayHa 3MiHa y NpoLeCi

KapTOHHIN kopobLyi

BMPOGHMUTBA) HesHauHi 3MiHW y npoLeci BUpobHULTBa Ha
anbTepHaTUBHIN AiNbHULI 3 METOI TeXHIYHOI aganTauii Ha eTani 3
BMpOoGHMYoro npouecy (combining the 2 sub-batches). 3minu |
TMny: 3MiHK 3 sikocTi. [oTOBMI Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeEHHS 04ATKOBOI AinbHULL
BMPOOHMLTBA ANs1 YaCTUHM abo BCbOro BUPOBHMNYOro npolecy
roTOBOrO MikapcbKoro 3acoby ([inbHUUS, Ha sikili NPOBOAATLCS
Oyab-siki BUpPOOHWYI cTagii, 338 BUHATKOM BUMYCKY CEpiii, KOHTPOIO
AKOCTi, NEPBUHHOIO Ta BTOPUHHOTO NaKyBaHHS, AN HECTEPUMbHUX
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nikapcbkux 3acobis) BBegeHHs anbTepHaTUBHOrO BUPOOHMKa
rotoBoro nikapcbkoro 3acoby 3ETA PAPMACEBTIUI C.M.A.,
ITania BignosiganbHoro 3a Bci cTagii BUpoOHMYoro npowecy
roToBOro nikapcbKoro 3acoby, 3atBepmxeHo: [enbdapm FOHIHT
C.A.C., ®paHuis; 3anponoHoBaHo: denbcapm HOHiHF C.A.C.,
®paHuis abo SBETA PAPMACEBTIUI C.MN.A., ITanis. 3miHu | Tuny:
3MiHu 3 gkocTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI.
3MmiHa po3mipy cepii (BkMo4aroumn giana3oH po3mipy cepii)
roTOBOro nikapcbKoro 3acoby (36inbLieHHs Ao 10 pasiB nopiBHAHO
i3 3aTBEpAXEHNM po3mipom) 36inbLueHHs po3Mipy cepii Ao 600 kr,
wo signosigae 300000 cyno3uTopism Anst anbTepHaTUBHOIO
BMpOBHMKa , 3aTBEepAKEHO: Ansa BUpOoGHMKa [denbgapm KOHIHT
C.A.C., PpaHuis 240 kr; 120,000 cynosuTopilt; 3anpornoHOBaHO:
ans BupobHuka Oenbdapm FOHIHT C.A.C., ®paHuis 240 «r;
120,000 cynosuTtopii; anst BupobHnka 3ETA PAPMACEBTIUI
C.M.A., Itania 600 kr; 300,000 cynosutopiit). 3miHu | Tuny: 3miHu 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6. 3miHW y BUpoBHULTBI. 3amiHa
abo BBefleHHS [OAaTKOBOI AiNbHULI BUPOBHULITBA ANS YaCTUHN
abo BCbOro BUPOBHMYOro NpoLecy roToBoro fikapcbkoro 3acoby
(AinbHUUS AN NepBUHHOIO NakyBaHHS) BBeaeHHs
anbTepHaTMBHOIoO BUPOOHWMKa roToBoro nikapcbkoro 3acoby 3ETA
OAPMACEBTIMI C.IM.A., ITanis BianoeiganbHoro 3a BCi cTagii
BMPOGHMYOro NPOLLECY FOTOBOrO NiKapCbKoro 3acofy, BKMHYayu
nepBuHHe NakyBaHHs. 3MiHu | TUny: 3miHn 3 skocTi. [oToBMI
nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3aMiHa abo BBeAEeHHSs!
[04aTKOBOT AinbHULI BUPOBHULITBA ANs YacTuHK abo BCboro
BMPOBGHMYOro NpoLecy roToBOro NikapCbKoro 3acoy (AinbHULA
Ansi BTOPUHHOTO NaKkyBaHHs) BBeaeHHs anbTepHaTUBHOIO
BMPOGHWMKa roToBOro nikapcbkoro 3acoby 3ETA ®APMACEBTIUI
C.M.A., Itanis BignosiganesHoro 3a Bci ctagii BUpobHMYOro
npoLiecy roToBOro NikapcbKoro 3acoby , BKNOYayn BTOPUHHE
nakyBaHHs. 3MiHu | Tuny: 3miHm 3 AKkocTi. FoTOBUI NiKapCbKWN
3aci6. 3miHn y BUpobHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOH0 SIKOCTi FOTOBOTO
nikapcbkoro 3acoby (3amiHa abo foaaBaHHs BUPOOHUKa, L0
BiAnoBigae 3a BBe3eHHsi Ta/abo BuNyck cepii) - Bknrovaroum
KOHTpOnb/BMNpoOyBaHHs cepii. BBeaeHHS anbTepHaTMBHOIO
BMPOGHMKa roTOBOro nikapcbkoro 3acoby 3ETA ®APMACEBTIUI
C.M.A., ITania BignosigansHoro 3a BCi cTagii BUpobHM4oro
npoLiecy roToBOro nikapcbKkoro 3aco0y, BignoeigansHOro y Tomy
yncni 3a BUNYCK cepii , BKINOYA4YM KOHTPOINb cepii. A TakoX 3MiHW
BHECEHIi B IHCTPYKLi0 ANst MeauyHoro 3actocyBaHHs J13 y p.
"BupobHuK", "MicuesHaxomxeHHs BUPOOHMKa Ta Moro agpeca
MicLst NPOBaMKEHHS AisiNbHOCTI" (BBEAEHHSI anbTepHATUBHOMO
BMpOGHWKa MM13) 3 BigNOBIAHMMU 3MiHAMU B TEKCTI MapKyBaHHS!
yNaKoBOK.

197,

nynbMOBPI
3®

TabneTku, BKpUTI
o6ornoHkoto, no 9
Tabnetok y
6nicTtepi; no 1
6nictepy B

Mosi Xenc
meX

LLisenuapis

Megiton
dapmackioTikan
JIta., YropwuHa;

CaBa Xenckea Jl1a,
IHAisa

YropuuHa/
IHais

BHECEHHS 3MiH 0 peecTpaLinHMxX maTtepianis 3mMiHu | Tuny - 3MiHK
Loao 6esnekn/edekTMBHOCTI Ta dhapmakoHarnsaay. BeegeHHs abo
3MiHWN 0O y3aranbHeHVX AaHNX Npo cucTemMy bapmMakoHarnsgy
(BBEOEHHS y3aranbHeHVX AaHnX Npo cucTemMy chapmMakoHarnsiay,
3MiHa ynoBHOBa)KeHOi 0cobu, BiANOBiAanbHOI 3a 34iNCHEHHS

bes
peuenma

UA/10212/01/01
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KapTOHHiIN hapmakoHarnsiay; KOHTakTHOi ocobu 3 hapmakoHarnsay 3asiBHUKa
ynakosui; no 20 Ons 3giicHeHHs chapMakoHarnsgy B YKpaiHi, SKLWO BOHA BigMiHHA
Tabnetok y Bi yNnOBHOBakeHOi 0cobw, BignoBiganbHOI 3a 34iCHEHHS!
6nictepi; no 1 abo dapmakoHarnsay (BKMOYarym KOHTaKTHI AaHi) Ta/abo 3miHn y
no 2 6nictepu B po3MilLeHHi MacTep-thanna cuctemn chapmakoHarnsagy) -
KapTOHHiIN NpOMNoHOBaHa pefakLis: YnoBHoBaXeHa ocoba, BignosigansHa 3a
ynakoBLi 3pincHeHHs dapmakoHarnsgy - bypaaesa Hatania €sreHiBHa.
3MiHa KOHTaKTHUX AAaHUX YNOBHOBaXeHOT 0cobu, BianoBigansHoi
3a 3[iCHeHHsA dpapmakoHarnagy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0CcOobM 3asiBHUKA, BiANOBIAANbHOI 3a 3AiICHEHHS
dapmakoHarnagy B YkpaiHi. 3MiHa micus 34iCHEeHHS OCHOBHOT
LisnbHOCTI 3 dhapmakoHarnsagy. 3miHa MicLe3HaxXomKeHHst macTep-
danna
198. NMYNbMOBEPI TabneTku, BKpUTI Mosi Xenc LLisenuapis Megaiton YropuuHa/ BHECEHHS 3MiH O peecTpaLinHmMx maTtepianis 3mMiHu | Tuny - 3MiHK - UA/10213/01/01
3® 0BOJIOHKOM, in MmeX dapmackioTikan IHais Loao 6esnekn/edekTMBHOCTI Ta dhapmakoHarnsay. BeegeHHst abo
bulk: no 10000 JIta., YropwuHa; 3MiHW 0O y3aranbHeHVX AaHNX Npo cuctemMy papmMakoHarnsgy
Tabnetok y CaBa Xenckea Jltg, (BBEAEHHS y3aranbHeHUX AaHUX NPo cuctemy dapmakoHarnsay,
NoABIAHNX IHAis 3MiHa YNoBHOBa)eHOi 0cobwu, BignoBiaanbHOI 3a 34iCHEHHSI
nonieTuneHoBmnx hapmakoHarnsiay; KOHTakTHOi ocobu 3 hapmakoHarnsay 3asBHUKa
nakeTtax Ons 3gincHeHHs chapMakoHarnsagy B YKpaiHi, AKLWO BOHA BigMiHHa
Bi yNnoBHOBa)keHOi 0cobw, BignoBiaanbHOI 3a 34iCHEHHS!
dapmakoHarnsay (BKMOYarym KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MiLLeHHi MacTep-thanna cuctemn chapmakoHarnsagy) -
npornoHoBaHa peaakuis: YnoBHoBaXeHa ocoba, BignosiganbHa 3a
3aiicHeHHs hapmakoHarnsagy - bypaaesa Hatania €srexisHa.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0cobwu, BianoBigansHoi
3a 3[iCHeHHNA dpapmakoHarnagy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0cobM 3asiBHUKA, BiANOBIAANbHOI 3a 3AiICHEHHS
dapmakoHarnagy B YkpaiHi. 3MiHa micus 34iCHEeHHS OCHOBHOT
LisnbHOCTI 3 dhapmakoHarnsagy. 3miHa MicLe3HaxXoMKeHHst macTep-
danna
199. NMYNbMOIJIOP | nopotuok ans Mosi Xenc LLisenuapis Megaiton YropuuHa/ BHECEHHS 3MiH O peecTpaLinHmMx maTtepianis 3mMiHu | Tuny - 3MiHn be3 UA/10378/01/01
® oparnbHoi X dapmackioTikan IHais Lwopao 6esnekn/edekTMBHOCTI Ta dhapmakoHarnsaay. BeeaernHs abo | peuenma
cycneHsii, 1 JITa., YroplumHa; 3MiHW 0O y3aranbHeHVX AaHWX Npo cuctemMy bapmMakoHarnsgy
nnswka 3 CaBa Xenckea Jltg, (BBEAEHHS y3aranbHeHUX AaHUX NPo cuctemy dapmakoHarnsay,
NOPOLLKOM ANst IHAisa 3MiHa YNoBHOBa)eHOi 0cobw, BignoBiaanbHoI 3a 34ilCHEHHS!
npuroTyBaHHsi 60 hapmakoHarnsay; KOHTakTHoOi ocobu 3 dhapmakoHarnsay 3asBHUKa
mn abo 100 mn Ons 3gincHeHHs chapMakoHarnsagy B YKpaiHi, SKLWO BOHA BigMiHHA
cycneHsii pasom 3 Bi yNnoBHOBakeHOi 0cobw, BignoBiaanbHOI 3a 34iCHEHHSI
MipHMM 3acobom dapmakoHarnsay (BKOYarym KOHTaKTHI AaHi) Ta/abo 3miHn y
Ha KpuLweyLi 3 po3MilLeHHi MacTep-thanna cuctemn chapmakoHarnsagy) -
nonieTunexy B NpoMnoHOBaHa pefakLis: YnoBHoBaxeHa 0ocoba, BignosigansHa 3a
KapTOHHiIN 3pincHeHHs dapmakoHarnsgy - bypaaesa Hatanis €sreHiBHa.
ynakoBLi 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXeHOT 0cobu, BianoBigansHoi
3a 3iCHeHHsA dpapmakoHarnagy. 3MiHa Micus 34ilCHEHHS
OCHOBHOI AiiNbHOCTI 3 dhapmakoHarnsay. 3miHa
MicLe3HaxomMKeHHs macTep-danna
200 NYNbMOJIOP | tabnetku, in bulk: Mosi Xenc LLiBeviLapis Megiton YropwmHa/ BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis 3MiHu | Tuny - 3MiHK - UA/10379/01/01
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® no 5000 TabneTok meX dapmackioTikan IHais Loao 6esnekn/edekTMBHOCTI Ta dhapmakoHarnsay. BeegeHHst abo
y NoaBivHUX JIta., YropwuHa; 3MiHM [0 y3aranbHEeHUX AaHuX Npo cuctemy dapmakoHarnsgy
nonieTuneHoBmnx Caa Xenckea J14, (BBEeOEHHS y3aranbHeHVX AaHnX Npo cuctemy chapmakoHarnsgy,
naketax IHAis 3MiHa YNoBHOBa)keHOi 0cobw, BignoBiaanbHOI 3a 34ilCHEHHS!
hapmakoHarnsiay; KOHTakTHOi 0cobu 3 hapmakoHarnsay 3asiBHUKa
Ons 34iMCHeHHs dhapmakoHarnsgy B YKpaiHi, SiKLO BOHa BigMiHHa
Bi yNOBHOBakeHOi 0cobw, BignoBiaanbHOI 3a 34iCHEHHSI
papmakoHarnsay (BKNYaKym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3milLieHHI macTep-anna cuctemy papmakoHarnagy) -
npornoHoBaHa pefakuis: YnoBHoBaxeHa ocoba, BignosiganbHa 3a
34iicHeHHs dhapmakoHarnagy - bypaaesa Hatanis €sreHisHa.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXeHOi 0cobw, BignoBigansHoi
3a 3[iCHeHHsA dpapmakoHarnagy. 3MiHa Micus 34ilCHEHHS
OCHOBHOI AiAnbHOCTI 3 hapmakoHarnsay. 3miHa
MicLe3HaxomKeHHs macTep-danna
201 NYNbMOJOP | Ttabnetku, no 10 Mogi Xenc Lsenuapi Megaiton YropwmHa/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3aMiHu be3 UA/10378/02/01
® TabneTok y X a dapmacbioTikan IHAia Lwono 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsay. BeeaerHs abo | peuenma
6nicTepi; no 1 abo JIta., YropwuHa; 3MiHW [0 y3aranbHeHVX AaHNX Npo cucTemMy bapmMakoHarnsgy
2 bnictepu B Caa Xenckea J74, (BBEOEHHS y3aranbHeHVX AaHnX Npo cuctemy chapmakoHarnsay,
KapTOHHiIN IHaina 3MiHa ynoBHOBaXeHOi ocobu, BianoBigansHOI 3a 3aiCHEHHSI
ynakoBLi hapmakoHarnsay; KOHTakTHOi ocobu 3 hapmakoHarnsaay 3asBHUKa
Ons 3AiCHeHHs dhapmakoHarnsgy B YKpaiHi, SiKLO BOHa BigMiHHa
Bi ynoBHOBaxeHOi ocobu, BianoBiganbHOI 3a 3aiCHEHHSI
dapmakoHarnsaay (BKMOYaKym KOHTaKTHI AaHi) Ta/abo 3miHn y
po3milLieHHI macTep-dhanna cuctemy papmakoHarnagy) -
npornoHoBaHa pefakLis: YnoBHoBaxeHa ocoba, BianosiganbHa 3a
3aiNcHeHHs hapmakoHarnsagy - bypaaesa Hatania €srexisHa.
3MiHa KOHTaKTHUX AAaHUX YNOBHOBaXXeHOi 0cobw, BignoBigansHoi
3a 3[incHeHHs hapmakoHarnsagy. 3MiHa micus 3A4iMCHeHHS
OCHOBHOI AiANbHOCTI 3 dhapmakoHarnsay. 3miHa
MicLe3HaxomKeHHs macTep-danna
202, PEBMOKCUB | kancynu no 200 mr MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peecTpaLinHmMx maTtepianis 3mMiHu | Tuny - amiHa 3a UA/3808/01/01
no 10 kancyn y "KniBmegnpen "KniBmegnpenapart” HalMeHyBaHHs 3asiBHUKa, 6e3 3miH y MKA J13, iHcTpykuii ans peuenmom
6nictepi, no 1 apat” MeJMYHOro 3aCTOCYBaHHS Ta y TEKCTi MapKyBaHHS J13;
6nictepy B navui 3anponoHoBaHo: NMoBHa Ha3Ba AKLiOHEpHe TOBapUCTBO
"Kuismegnpenapat" CkopoyeHa Ha3sa [NMAT "Kuismegnpenapart”;
3MiHu | TUNy - 3miHa Ha3Bw BMpoGHuka 13, 6e3 3miH y MKA 13,
IHCTPYKLUIii Ans MeAMYHOro 3aCTOCYBaHHS Ta Y TEKCTI MapKyBaHHSI
N3
3anponoHoBaHo: [oBHa Ha3Ba AKLiOHEPHE TOBapUCTBO
"KniBmegnpenapat" CkopoyeHa HasBa AT "KniBmegnpenapat”
203 PEBOHATUB | po3uunH ans OkTachapma ABCTpis Oxtagpapma AB, Lseuis/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - amiHa 3a UA/14323/01/01
iH'ekuin, 625 dapmaueBTUK LseLis (BUpOBHUK, HimevuunHa y MeToaax BunpobyBaHHS rOTOBOrO MikapCbKoro 3acoby - 3amiHa | peyenmom
MO/mn, no 1 mn a BiANoBiganbHUIM 3a ctaHgapTHoro 3pa3sky NIBSC FXla 11/236 Ha cTaHOapTHUIA 3pa3ok
abono2mne MpopykTioHcre BMPOBHMUTBO 3a WHO 13/100 ans BnsHayeHHs1 «Paktop Xla-nogibHoi akTMBHOCTI»
amnyni; no 1 c. M.6.X. NMOBHUM LIMKIOM, 3a 3i 3MiHO oauHULL BUMiptoBaHHS chakTopy Xla-noaibHoi
amnyni B BUKINIOYEHHSM aKTMBHOCTI B KiHLeBIN cneuudikauii npoaykty 3 "'mU/ml" Ha

NaacTUKOBIN

BTOPWHHOI

"|U/ml"; 3amiHa nocTtavanbHuKa cybcTpaty ans Bu3HaveHHs IgA
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6nicTepHin yNaKoBKM); metogom ELISA; 3minum Il Tuny - amiHa napameTpis cneumdikawin
ynakosui; no 1 Oxtadapma [eccay Ta/abo [oMyCTMMUX MEX roTOBOrO fikapcbKkoro 3acoby - 3amiHa
NnacTuKoBiI Mv6X, HimewunHa BunpobyBaHHs "Thrombin Generation Assay (TGA)” Ha «FXla-like
onicTepHin (BUPOBHUK, activity», Bkntoyaroum 3amiHy LLIOA0 BUPaXKEHHS MPOKOoarynaTMBHOI
ynakoBLi B BiANoBiganbHUIM 3a aKTUBHOCTI 3 nika TPOMGIHOBOT koHLieHTpaLii B HMonb Ha FXla-
KapTOHHI kopoOui BTOPUHHE noAibHy aktuBHicTe B MO/Mn
nakyBaHHs1)
204, PUB'AAYUN kancynu 500 wr; TeBa I3painb AT YropwuHa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny - be3 UA/6681/01/01
XUP-TEBA no 10 kancyn y dapmaveBTika dapmaLeBTUYHUIA 3MmiHun wopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnagy. 3miHny | peuenma
6nicTepi; no 7 abo n IHpacTpis 3aBog TEBA TepaneBTUYHUX NOKa3aHHSX (BUIyYEHHSI TepaneBTUYHOro
9 6nictepiB y nra. nokasaHHs) 3MiHVM BHeCeHO A0 [HCTpyKLUii Ans MeguyHoro
KapTOHHIl kopoOui 3acTocyBaHHS Nnikapcbkoro 3acody Ao po3giny "lMoka3aHHsA"
(BUNyYeHo nokasaHHs: "npodinakTuka NOBTOPHOro iHdapKTy nicns
nepeHeceHoro iHpapkTy miokapaa") Bi4noBigHO 40 pekoMeHAaaLin
EMA-PRAC, wopo 6e3nekv 3acTocyBaHHS it040i peYOBUHM
omera-3 XXMpHUX KNCnoT. TepMiH BBEAEHHS 3MiH MPOTSArom 6-tu
MicsLiB HEe pekOMeHOO0BaHWN.
205, PO3YNIN® TabneTtkn, BKpUTI 3AT YropwuHa 3AT YropwuHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3miHa 3a UA/11831/01/01
NniBKOBOIO dapmaneBTuy dapmaLeBTUYHUIA napameTpiB cneuudikauinn Ta/abo AoNyCTUMUX MEX rOTOBOIO peuenmom
0bonoHkKolo, no 5 HWIA 3aBoA 3aBop ElC nikapcbkoro 3acofy - 3MiHa 4YaCcTOTU NPOBEAEHHS TECTY
mr, Ne 14 (7x2), Ne ErFIC «MikpobionoriyHa unctoTa» AN roToBOro fikapcbkoro 3acoby.
28 (7x4), Ne 56 LopaHo npumiTky «McnbiTaHnsa NPoBOAAT He ANSA KaX4on cepun,
(7x8) y bnictepax CHavana ans nepeoun cepuu roga, 3atem ans kaxgomn 10-n
cepuuy»; 3MiHu | TUNY - 3MiHa y MeToaax BUNpobyBaHHS FOTOBOrO
nikapcbkoro 3acoby (BuUny4eHHs MeToay BUNPOBYBaHHS, SIKLLO BXe
3aTBEpAKEHUI anbTepHaTUBHUI MeTof) (iHLWi 3MiHM Yy meTogax
BMNpoOyBaHb (BKOYa4M 3aMiHy abo 4ONOBHEHHS))
206 PO3YNIN® TabneTku, BKPUTI 3AT YropwuHa 3AT YropwuHa BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis 3miHu | Tuny - 3miHa 3a UA/11831/01/02
NniBKOBOIO dapmanesTuy dapmaLeBTUYHUIA napameTpiB cneuudikauinn Ta/abo AonyCTUMUX MEX rOTOBOIO peuenmom
obornoHkot, no 10 HWI 3aBOf, 3aBog ElC nikapcbkoro 3acoby - 3MiHa 4YaCcToTU NPOBeAEHHS TECTY
mr, Ne 14 (7x2), Ne ErFIC «MikpobionoriyHa uncToTay» Ans roTOBOro fikapcbkoro 3acoby.
28 (7x4), Ne 56 LopaaHo npumiTky «McnbiTaHnsa NPOBOAAT He ANS KaX4on cepun,
(7x8) y briictepax CcHavana Ans nepBol cepuu roga, 3atem Ans kaxgon 10-in
cepuuy; 3MiHu | TUNY - 3MiHa y MeTogax BUNpobyBaHHsi FOTOBOIO
nikapcbkoro 3acoby (Buny4eHHs MeToay BUNPOBYBaHHS, SIKLLO BXe
3aTBEPKEHUI anbTepHaTUBHWUIA MeToA) (iHLWi 3MiHM y MeTofax
BMNpobyBaHb (BKMOYaYM 3aMiHy abo JONOBHEHHS))
207 PO3YNIN® TabneTku, BKPUTI 3AT YropwuHa 3AT YropwuHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3miHa 3a UA/11831/01/03
NniBKOBOKO dapmaneBTuy dapmaLueBTUYHUIA napameTpiB cneuudikauin Ta/abo 4ONyCTUMUX MEX rOTOBOIO peuenmom
obonoHkoto, no 20 HWIA 3aBoA 3aBop ElC nikapcbkoro 3acofy - 3MiHa 4YaCcTOTU NPOBEAEHHS TECTY
mr, Ne 14 (7x2), Ne ErFIC «MikpobionoriyHa uncToTay Ans roTOBOro fikapcbkoro 3acoby.
28 (7x4), Ne 56 HopaHo npumiTKy «/cnbiTaHusi NPOBOAAT He ANs KaX[ow cepuu,
(7x8) y bnictepax CHavana ans nepeoun cepuu roga, 3atem ans kaxgomn 10-n
cepuuy; 3MiHu | TUNY - 3MiHa y MeTogax BUNpobyBaHHsSi FOTOBOIO
nikapcbKoro 3acoby (BUIyYeHHs] METOAY BUNPOOYBaHHS, SKLLO BXe
3aTBEpAKEHUI anbTepHaTUBHUMI MeTof) (iHLWi 3MiHM Yy MeTogax
BMNpobyBaHb (BKMYayM 3aMiHy abo JONOBHEHHS))
208. PO3YNIN® TabneTtkn, BKpUTI 3AT YropwuHa 3AT YropwuHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3miHa 3a UA/11831/01/04
NniBKOBOIO dapmaueBTuy dapmaLeBTUYHUIA napameTpiB cneuudikauin Ta/abo AoNyCTUMUX MEX FOTOBOIO peuenmom
o6ornoHkot, no 40 HWI 3aBOf, 3aBog ElC nikapcbkoro 3acoby - 3MiHa YaCcToTU NPOBeAEHHS TECTY
mr, Ne 14 (7x2), Ne Erc «MikpobionoriyHa YucToTay 4ns roTOBOro Nikapcbkoro 3acoby.
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28 (7x4), Ne 56 HopaHo npumiTKy «/cnbiTaHusi NPOBOAAT He ANs KaX[ow cepuu,
(7x8) y bnictepax CHavana ans nepeoun cepuu roga, 3atem ans kaxagomn 10-n
cepvuy; 3MiHu | TUNY - 3MiHa y MeToaax BUnNpobyBaHHS FOTOBOrO
nikapcbKoro 3acoby (BUINyYeHHs] MeTOAY BUNPOOYBaHHS, SKLLO BXe
3aTBEpAKEHNI anbTepHaTUBHMI MeTon) (iHLWi 3MiHM Yy MeTogax
BMNpoOyBaHb (BKOYa4M 3aMiHy abo 4ONOBHEHHS))
209., PO34UH po34nH Ans TOB "HOpisi- YkpaiHa TOB "HOpis-dapm” YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHux matepianis: 3MiHu | Tuny - 3a UA/2400/01/01
PIHFEPA iHdy3in; no 200 dapm” AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu peuenmom
mn abo 400 mny MicList MpOBaMKEHHS AisiNbHOCTI BUPOOHMKa/imnopTepa roToBOro
nnswkax; no 250 nikapcbKkoro 3acoby, BKIOYa4u AinbHULI BUNYCKy cepii abo micue
mn, abo 500 mn, NPOBEAEHHS KOHTPOIIO SAKOCTI. (AIANbHICTb, 3a AKy Bignosigae
abo 2500 mny BMPOGHMK/iIMNoOpTep, BKIOYaum BUMYCK cepiil) 3miHa agpecu
KOHTeWHepax BnpobHuka TOB «HOpis-Papm», 6e3 3amiHWM Micust BUpoOHMLTBA.
TepMmiH BBeQEHHS 3MiH NPOTArom 6-Tn Micsuis nicnsa
3aTBEPKEHHS.
210, CAHOIMYH Kancynu m'siki no Hosapric Lsenuapi Bupo6HuLTBO HimeuyunHa/ | BHecCeHHs 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/3165/01/01
HEOPAIN® 10 mr, no 10 dapma Al A Hepo3dacosaHoi LLisenuapis 3 sikocTi. [oTOBUIA Nikapcbkmii 3acib. 3MiHM y BUpobHUUTBI. 3MiHa | peyenmom
Kancyn y 6nicrepi; NpoAyKLii, KOHTPOmb iMnopTepa/aMiHu, L0 CTOCYIOTBCSA BUMYCKY CEepii Ta KOHTPOIO
no 6 Gnictepis y SIKOCTi: SIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa abo JoaaBaHHs
KapTOHHIN kopobLyi KataneHT BMPOGHMKa, Lo BiAMNOBIgae 3a BBE3EHHs Ta/abo Bunyck cepii) - He
HimeuyunHa E6epbax BKITH0HAOUM KOHTPOMb/BUNPOOYBaHHS cepii - BBEAEHHS
M6X, Himeuunna; anbTepHaTUBHOroO BUPOBHWKa, KW BignoBigae 3a Bunyck cepii J13
[MepBuHHE Ta HoapTic ®apma MM6X, HimeuunHa (BBeeHHs 3MiH npoTsrom 3-x
BTOPUHHE MicAUIB Micnsa 3aTBepAXEHHS)
nakyBaHHs,
KOHTPOMb SIKOCTI,
BUMYCK cepil:
Hosaprtic ®apma
LTenn AT,
Lsenuapis;
lMepBuHHE Ta
BTOPUHHE
nakyBaHHS:
Jlex dapmacbTukanc
a.4a., CnoseHis;
Bunyck cepii:
HosapTtic ®apma
'm6X, Himeydynna
211 CAHOIMYH Kancynu m'ski no HoBapric Lsenuapi BupobHmLTBO HimeuunHa/ | BHeceHHs 3MiH O peecTpauiiHnx maTtepianis: 3amMiHu | Tuny - 3MiHn 3a UA/3165/01/02
HEOPAIN® 25 wmr, no 5 kancyn dapma Al A Hepo3dacosaHoi LLisenuapis 3 sikocTi. [oTOBUIA Nikapcbkmii 3acib. 3MiHK y BUpobHUUTBI. 3MiHa | peyenmom
y 6nicTepi; no 10 npoayKuii, KOHTPONb iMnopTepa/amiHu, Lo CTOCYHOTLCHA BUMYCKY Cepii Ta KOHTPOIo
GnictepiB y SKOCTi: SIKOCTi FOTOBOrO NikapcbKkoro 3acoby (3amiHa abo JoaaBaHHs
KapTOHHI kopobLyi KataneHT BMPOGHMKa, Lo BiAMNOBIgae 3a BBE3EHHs Ta/abo Bunyck cepii) - He

HimeuunHa EGepbax
'mM6X, HimeuuunHa;
lMepBuHHE Ta
BTOPUHHE
nakyBaHHS,
KOHTPOIb SIKOCTI,
BMNYCK cepii:
Hosaprtic ®apma

BKJ10HAKUM KOHTPOMb/BUNPOBYBaHHS cepii - BBEAEHHS
anbTepHaTMBHOro BUPOOHWMKa, SKuUI BignoBigae 3a Bunyck cepii 13
HoapTic ®apma Mv6X, HimeuunHa (BBeeHHs1 3MiH npoTsirom 3-x

MicsILiB Micnsi 3aTBEPOXKEHHS)
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IIponoBxkeHHs qoaaTka 3

Ne
n/

Hazea
JliKapcbKo20
3acoby

@Popma sunycky

3aseHuUkK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo2o

noceid4yeHHs1

LTenH AT,
Lsenuapis;
MepBuHHE Ta
BTOPUHHE
nakyBaHHs:

Jlex dapmacbTukanc
4.4a., CnoseHis;
Bunyck cepii:
Hosaprtic ®apma
'mM6X, HimewynHa

212,

CAHAOIMYH
HEOPAN®

Kancynu m'siki no
50 wmr, no 5 kancyn
y 6nicTepi; no 10
6nictepiB y
KapTOHHI kopoOui

Hosapric
dapma Al

LLsenuapi
A

Bupo6HuLTBO
Hepo3dacoBaHoi
NpoAyKLii, KOHTPOmb
SIKOCTI:
KataneHt
HimeuyunHa E6epbax
M6X, Himeuunna;
MepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOMb SKOCTI,
BUWMYCK Cepil:
Hosaptic ®apma
LTenH AT,
Lsenuapis;
lMepBuHHE Ta
BTOPUHHE
nakyBaHHS:

Jlex ®apmacbTukanc
4.4a., CnoseHis;
Bunyck cepii:
HosapTtic ®apma
'mM6X, HimewynHa

Himeuuunna/
LLiseriapis

BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny - 3MiHn
3 AkocTi. FoToBUIA nikapcbknin 3aci6. 3miHW y BUpobHULTBI. 3MiHa
iMnopTepa/aMiHu, L0 CTOCYIOTBCSA BUMYCKY CEpii Ta KOHTPOIO
SIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa abo JoaaBaHHs
BMPOGHMKa, WO BiAMoBigae 3a BBe3eHHs Ta/abo Bunyck cepii) - He
BKITH04AUM KOHTPOMb/BUNPOOYBaHHS cepii - BBEAEHHS
anbTepHaTUBHOIO BUPOBHWKa, KM BignoBsigae 3a Bunyck cepii J13
Hoaptic ®apma N'M6X, HimeyunHa (BBegeHHS 3miH npoTsrom 3-x
MicALIB Micnsa 3aTBepAXEHHS)

3a
peuyerimom

UA/3165/01/03

213,

CAHAOIMYH
HEOPAN®

Kancynu m'ski no
100 mr, no 5
Kancyn y énicrepi;
no 10 G6nictepiB y
KapTOHHIN kopobLyi

Hoeapric
dapma Al

Lsenuapi
a

BupobHuLTBO
Hepo3dacoBaHOi
NpoAyKLii, KOHTPOIb
SKOCTi:
KaTtaneHt
HimeuyunHa E6epbax
'mM6X, HimeuunHa;
lMepBuHHE Ta
BTOPUHHE
nakyBaHHS,
KOHTPOMb SIKOCTI,
BUMNYCK cepil:
HosapTtic ®apma
LTenn AT,
Lsenuapis;
MepBuHHE Ta
BTOPUHHE
nakyBaHHS:

HimeyuunHa/
LLsevinapis

BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - 3MiHn
3 sikocTi. FoToBUMIA Nikapcbkmii 3aci6. 3MiHK y BUPOBHULTBI. 3MiHa
iMnopTepa/aMiHu, LLIO CTOCYIOTBCSA BUMYCKY CEpii Ta KOHTPOIO
SIKOCTi FOTOBOrO NikapcbKkoro 3acoby (3amiHa abo JoaaBaHHs
BMPOGHMKa, Lo BiAMNOBIgae 3a BBE3EHHs Ta/abo Bunyck cepii) - He
BKITH04AHOUM KOHTPOMb/BUNPOOYBaHHS cepii - BBEAEHHS
anbTepHaTMBHOIoO BUPOOHWKa, SKWUI BignoBigae 3a Bunyck cepii 13
HoapTic ®apma MM6X, HimeuunHa (BBeaeHHs 3MiH npoTsirom 3-x
MicALIB Micnsa 3aTBepAXEHHS)

3a
peuenmom

UA/3165/01/04
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Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
Jlex dapmacbTukanc
a.4a., CnoseHis;
Bunyck cepii:
HosapTtic ®apma
'm6X, Himeuydynna
214, CAHOIMYH Kancynu m'siki no HoBapric Lsenuapi BupobHuLTBO HimeuunHa/ | BHeceHHs 3MiH O peecTpauiiHnx maTtepianis: 3amMiHu | Tuny - 3MiHn - UA/10102/01/01
HEOPAIN® 25 vr, inbulk: no 5 dapma Al A Hepo3dacosaHoi LLisenuapis 3 sikocTi. [oToBUMIA Nikapcbkuii 3aci6. 3MiHW y BUPOBHULTBI. 3MiHa
Kancyn y énicrepi; npoayKuii, KOHTPONb iMnopTepa/amiHu, Lo CTOCYHOTLCA BUMYCKY Cepii Ta KOHTPOIo
no 10 G6nictepiB y SIKOCTi: SIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa abo JoaaBaHHs
KapTOHHIN KaTtaneHt BMPOGHMKa, WO BiAMOBIAae 3a BBE3eHHS Ta/abo Bunyck cepii) - He
kopobui; no 60 HimeuunHa EGepbax BKJ10HAUMN KOHTPOMb/BUNPOBYBaHHS cepii - BBEAEHHS
KopobokK y 'M6X, HimeuuunHa; anbTepHaTMBHOroO BUPOOHWKa, SKWUI BignoBigae 3a Bunyck cepii 13
KapTOHHOMY MepBuHHE Ta HoBaptic ®apma N'M6X, HimeyunHa (BBegeHHs 3miH npoTsrom 3-x
Kopobi BTOPUHHE MicsILiB nmicnsi 3aTBEpPOXKEHHS)
nakyBaHHS,
KOHTPOMb SIKOCTI,
BMNYCK cepii:
HosapTtic ®apma
LTenH AT,
Lsenuapis;
Bunyck cepii:
Hosaprtic ®apma
'M6X, HimevyunHa
215/ CAHOIMYH Kancynu m'siki no HoBapric Lsenuapi BupobHuyTBO HimeuunHa/ | BHeceHHs 3MiH O peecTpauiiHnx maTtepianis: 3amMiHu | Tuny - 3miHn - UA/10102/01/02
HEOPAIN® 50 wmr, in bulk: no 5 dapma Al A Hepo3dacosaHoi LLisenuapis 3 sikocTi. FoToBUIA Nikapcbkmii 3aci6. 3MiHW y BUpOBHULTBI. 3MiHa
Kancyn y énicrepi; npoayKuii, KOHTPOMNb iMnopTepa/amiHu, Lo CTOCYHOTLCH BUMYCKY Cepii Ta KOHTPOIo
no 10 G6nictepiB y SKOCTi: SIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa abo JoaaBaHHs
KapTOHHIN KaTtaneHt BMPOGHMKa, Lo BiAMNoOBigae 3a BBE3EHHs Ta/abo Bunyck cepii) - He
kopobui; no 60 HimeuunHa E6epbax BKJ10HAKUM KOHTPOMbL/BUNPOBYBaHHS cepii - BBEAEHHS
KopobokK y 'M6X, HimeuuunHa; anbTepHaTMBHOIo BUPOOHWKa, SKWUI BignoBigae 3a Bunyck cepii 13
KapTOHHOMY lMepBuHHE Ta HoapTic ®apma MM6X, HimeuunHa (BBeeHHs1 3MiH npoTsirom 3-x
KopooGi BTOPUHHE MicsILiB nmicnsi 3aTBEpOXKEHHS)
nakyBaHHS,
KOHTPOMb SKOCTI,
BMNYCK cepii:
HosapTtic ®apma
LTenH AT,
Lsenuapis;
Bunyck cepii:
HosapTtic ®apma
'm6X, Himeydynna
216, CAHOIMYH Kancynu m'ski no HoBapric Lsenuapi BupobHuLTBO HimeuunHa/ | BHeceHHs 3MiH O peecTpauiiHnx maTtepianis: 3aMiHu | Tuny - 3MiHn - UA/10102/01/03
HEOPAN® 100 wr, in bulk: no dapma Al A Hepo3dacosaHoi LLisenuapis 3 sikocTi. [oToBUIA Nikapcbkmii 3aci6. 3MiHW y BUPOBHULTBI. 3MiHa
5 kancyny npoayKuii, KOHTPONb iMnopTepa/amiHu, Lo CTOCYHOTLCA BUMYCKY Cepii Ta KOHTPOIo
6nictepi; no 10 SKOCTi: SIKOCTi FOTOBOrO NikapcbKkoro 3acoby (3amiHa abo JoaaBaHHs
6nictepiB y KataneHT BMPOGHMKa, Lo BiAMNOBIgae 3a BBE3€HHs Ta/abo Bunyck cepii) - He
KapTOHHIN HimeuunHa E6epbax BKJT0HAKUN KOHTPOMb/BUNPOBYBaHHS cepii - BBEAEHHS
kopobui; no 50 'M6X, HimeuuunHa; anbTepHaTMBHOro BUPOOHWMKa, SKWI BignoBigae 3a Bunyck cepii 13
KOpoBGOoK y [MepBuHHE Ta HoapTic ®apma Mv6X, HimeuunHa (BBeeHHs1 3MiH npoTsirom 3-x
KapTOHHOMY BTOPUHHE MicsILiB Mmicnsi 3aTBEpPOXKEHHS)
Kopobi nakyBaHHS,
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Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
KOHTPOMb SIKOCTI,
BMNYCK cepii:
Hosaprtic ®apma
LTenH AT,
Lsenuapis;
Bunyck cepii:
Hosaprtic ®apma
'm6X, Himeydynna
217 CEQAPUCTO | kancynu; no 10 Ecnapma HimeyumnH ecnapma ®apma HimeuuunHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3aMiHu be3 UA/13150/01/01
H® KANCYINW | kancyny 6nictepi; meX a Cepsices 'M6X, oo 6esnekn/edekTMBHOCTI Ta dhapmakoHarnsaay. BeegenHs abo | peuenma
no 3 abo 6, abo 10 HimeuyunHa 3MiHM [0 y3aranbHEeHUX AaHuX Npo cuctemy dapmakoHarnsgy
GnictepiB y (nepBuHHE (BBEeOEHHS y3aranbHeHVX AaHnX Npo cuctemy chapmakoHarnsgy,
KapTOHHiI kopobLyi nakyBaHHS, 3MiHa YNoBHOBa)eHOi 0cobwu, BignoBiaanbHOI 3a 34ilCHEHHS!
BTOPUHHE (hapmakoHarnsiay; KOHTakTHOi 0cobu 3 hapmakoHarnsay 3asiBHUKa
nakyBaHHs1); ®apma Ons 3AiMCHeHHs dhapmakoHarnsgy B YKpaiHi, SKLO BOHa BigMiHHa
BepHirepoge M'mbX, Bi yNnoBHOBakeHOi 0cobw, BignoBiaanbHOI 3a 34iCHEHHSI
HimeuyunHa papmakoHarnsay (BKMYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
(BUpOGHULTBO po3MilLleHHi MacTep-daina cuctemu papMmakoHarnsay) - aMmiHa
Hepo3dhacoBaHOro YyNOBHOBaXeHOI 0cobu 3asiBHWKa, BignoBiAanbHOI 3a 34iNCHEHHS
npoaykTy, NepBUHHE dapmakoHarnagy: lNponoHoBaHa peagakuis: Mara Dinkel. 3miHa
nakyBaHHS, KOHTaKTHUX AaHWX YNOBHOBaXeHOi 0cobu, BignoBigansHoi 3a
BTOPUHHE 3[iNCHeHHs dhapmakoHarnagy. 3MiHa Micus 30iNCHEHHS OCHOBHOT
nakyBaHHS, fisinbHOCTI 3 hapmakoHarnsgy. 3mMiHa Homepy Ta
KOHTPOJb SIKOCTI, MicLe3HaxomKeHHs macTep-danna
BMNYCK cepii)
218. CKNOBUOHE | po3uuH ans TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH 40 peecTpauinHmx martepianis: 3miHm Il Tuny - 3a UA/2189/01/01
TINO iH'ekuin no 2 mn B "BIO®APMA" "BIO®APMA" 3MiHu 3 skocTi. APl BupobHuuteo. 3miHa BUpobHMKa peuenmom
amnyni, no 5 BMXiQHOro/MPOMiKHOIO NPOAYKTY/peareHTy, Lo BUKOPUCTOBYHOTLCS
amnyn y 6nictepi, y BUpo6Hunyomy npoueci Adl, abo 3miHa BUpoGHYMKa (BKIOYa4n,
no 2 6nictepu B e HeobxigHo, MicLe npoBedeHHs KOHTponto sKkocTi) AdI (3a
nadui 3 KapToHy BiACYTHOCTI cepTudikaTa BignoBigHOCTI €BponenchbKin
hapmakonei y 3aTBepKeHOMY AOCbE) (iHLLi 3MiHM) - 3MiHN
BMPOGHMKa cybcTaHLii rianypoHifasa - BHECEHO anbTepHaTUBHOIO
BMPOGHWMKa Aitoyoi pevoBuHn — CKNoBuAHOrO Tina (oTpuMaHa 3
3aMOPOXEHOrO CKIMOBWUAHOTO Tina o4el pisHnx Buais 3abiiHol
Xynobu (Benukoi poratoi xynobu, ceuHen, ki) — Chempri
Oleochemicals B.V., Netherlands , 3 meTolo 3a6e3neyeHHst
6e3nepebintHoro BupobHuuTea M3. 3aTBepaKeHo: ditoya
peyoBuHa CkrnoBuaHe Tino (OTpMMaHa 3 3aMOPOXEHOT0
CKIOBWAHOTO TiNa oyen pisHux BuaiB 3abinHoi xyaobu (Benukoi
poraToi Xxynobu, cBuHeM, ki), BUpobHuk : TOB «®3» Biodapmay,
YkpaiHa; 3anponoHoBaHo: gitoya pevyoBmHa CKIoBUAHE Tino
(oTpumaHa 3 3aMOpPOXXEHOrO CKITOBUAHONO Tina ovew pisHUX BUAiB
3abiHoi xynobu (Benukoi poraToi Xy4o6u, CBUHEN, Ki3), BUPOOHUK:
1) TOB «®3» biocdapma», YkpaiHa, 2) Chempri Oleochemicals
B.V., Netherlands.
219.) CKNOBUOHE | po3uuH ans TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/2189/01/01
TINO iH'ekuin no 2 mn B "BIO®APMA" "BIO®APMA" 3miHu 3 gkocTi. FoToBUIA nikapcbkuii 3aci6. Onuc Ta cknag (iHwi peuenmom

amnyni, no 5
amnyn y 6nictepi,
no 2 Gnictepu B

3MiHK) -
3MiHa (hOpMyMOBaHHS BUPaXXEHHS Ail040i pe4OoBMHN NO
aKTMBHOMY hapMaLeBTUYHOMY iHIPidiEHTY (OTpUMaHOrO i3
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Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
nayui 3 KapToHy 3aMOPOXXEHOrO CKIMOBMAHOTO Tifla oven pisHnx Buais 3abinHoi
Xyno6u (Benukoi poratoi xynobu, cBUHel, Ki3)) — piamHa, siky
OTPUMYIOTb i3 3aMOPOXKEHOIO CKIIOBMAHOTO Tina oyen pisHWUX BUAIB
3abinHoi xyaobu (Benukoi poraToi xygobu, cBuHen, kis) — 0,26
mr/amnyny (2 mn), 6e3 3miHu kinbkocTi foaaBaHHs AdI, Lo
OTPUMYIOTb i3 3aMOPOXKEHOIO CKIIOBMAHOTO Tina oyen pisHuX BUAIB
3abiiHOi Xynobu. A TakoX 3MiHM BHECEHO B iHCTPYKLIito ANs
MEZMYHOrO 3aCTOCYBaHHSI Ta B KOPOTKY XapaKTepPUCTUKY Y p.
"Cknag" (pitoya peyoBuHa) 3 BiANOBIOHUMW 3MiHAMMW Y TEKCTI
MapKyBaHHs! yakoBKU Mikapcbkoro 3acoby. 3MiHn | Tuny - 3MiHm 3
sikoCTi. [oTOBMIA Nikapcbkuid 3aci6. KOHTpomb roToBOro fikapcbkoro
3acoby. 3miHa y MeTogax BUNpobyBaHHSA roTOBOro MikapCbKoro
3acoby (ans npuseaeHHs y BignosigHicTe 3 APY abo
€BpoNencbKko hapmakoneeto Ta BUIyYEHHs1 NOCUMaHHS Ha
3acTapinuin BHYTPILWHiA MeTod BUNpobyBaHHS i Moro Homep) -
[ofaBaHHS nocunanHsa Ha Eur.Ph B cneundikauii Ta metogax
KOHTpPOrO 3a nokasHukamu: «Mpo3opicTb», «CTyniHb 3a6apBreHHs
po34unHy», «bakTepianbHi eHgoToKcMHM» Ta «KinbkicHe
BU3HAYEHHS»; HE3HAYHI 3MiHM 3a NOKa3HWKOM «laeHTudikauis:
Kucnotu rianypoHoBoi», He3HauHi 3MiHM 3a nokasHukom «KinbkicHe
BM3HaYEHHS» NpUBeAEHHS Po3MipHOCTI BUMor Ao A®Y (ognHuui
cuctemm Cl): 3 «He meHwe 13 mr/%» Ha « He meHwe 0,26
mr/amnyny». 3MiHu | Tuny - 3miHn 3 gkocTi. [0TOBMI NiKapCbKuit
3aci6. KoHTponb rotoBoro nikapcbkoro 3acody. 3miHa napameTpis
cneuudikauin Ta/abo JONyCTUMUX MEX rOTOBOTO MiKapCbKoro
3aco0y (iHLi 3MiHW) - BUNYYEHHSI MOKa3HWKa «AHOMarnbHa
TOKCUYHICTbY Ta «3aranbHui a3oTy i3 cneundikaLii nikapcbkoro
3aco0y; 3minu Il Trny - 3miHmn 3 AkocTi. FoToBUIA Nikapcbkuii 3aci6.
KoHTporb roToBoro nikapcbkoro 3acoby (iHLUi 3MiHW) - BUINyYeHHS
nokasHuka «3aranbHuii a3oT», i3 cneuugikauii nikapcbkoro
3acoby, 00yMOBMEHO HasiBHICTIO BXigHOro koHTponto AdI (3a
NoKasHNKOM «3aranbHui a3oT») Ta KOHTPONIo nig Yac
BMPOGHMLITBA NiKapCbKOro 3aco0y (3a noka3HUKoM «3aranbHui
asoT»)

220, CONEKC® TabneTku, BKPUTI Pisodpapm CA | LUsenuapi Pisodgapm CA LLisenuapis BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis 3miHu | Tuny - 3a UA/14312/01/01
NniBKOBOKO P nogaHHst oHoBneHoro CepTtudikaTy BignoBigHOCTI €EBponencekin | peyenmom
0060SI0HKOMD, MO dapmakonei R1-CEP 2009-397-Rev 01 Big BXe 3aTBEpAKEHOro
400 mr; no 10 BMpoGHuKka Cosma S.P.A., ltaly anst A®I amicynbnpuay
Tabnetok y
6nicTepi; no 3
Gnictepu y
KapTOHHI Kopobui

221 CNA3MAIIO | Ttabnetku; no 10 TOB «TeBa YkpaiHa BankaHthapma- Bonrapis/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - bes UA/7059/01/01

H® TabneTok y YkpaiHa» OynHuus AT, Cepbisi AnMiHicTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu peuenma
6nictepi; no 1 abo Bonrapis; 3asiBHUKA (BnacHWKa peecTpaLinHoro Noceig4yeHHs) - 3aMiHa agpecu
no 2, abo no 5 AT 3asBHUKa
6nictepiB y "®apmaueBTnyHa i
KapTOHHiIN XimiuHa IHgycTpis,
kopobui; no 20 3apaene”, Cepbis
Tabnetok y

6nicTepi; no 1
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Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
Gnictepy B
KapTOHHI kopobuyi
222/ CTPENTOMIL | nopowiok ans MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3miHa 3a UA/3790/01/01
WH pO34MHy Ans "KuiBmegnpen "KuiBmegnpenapat” HalMeHyBaHHsi BUpOOHUKa, 6e3 3MiH B iHCTPYKLIT Ans MeguyHoro | peyenmom
iH'ekuinno 0,51 apat” 3acTOCyBaHHs, y TEKCTi MapkyBaHHsi J13 Ta 6e3 amiH y MKA J13
rakoH 3 (3atBepmkeHo: MNAT "KniBmegnpenapat"); 3anponoHoBaHo: [MoBHa
nopotukom; 10 Ha3Ba AkuioHepHe ToBapucTeo "KuiBmegnpenapat”
drakoHiB 3 CkopodeHa HasBa NAT "KviBmeanpenapat”; 3miHu | Tuny - 3miHa
MOPOLLIKOM Y HalMeHyBaHHs 3asiBHUKa, 6e3 3amiH y MKA J13; 3anponoHoBaHo:
KOHTYpHi# MoBHa Ha3Ba AkLioHepHe ToBapucTBo "KniBmeanpenapat”
YapyHKOBIN CkopoueHa HasBa AT "KvniBmeanpenapat”
ynakoBLi; no 1
KOHTYpHi#
YapyHKOBIN
ynakoBLi B nayui
223, CTPENTOMIU | nopowok ans MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peecTpaLinHmMx maTtepianis 3mMiHu | Tuny - amiHa 3a UA/3790/01/02
WH pPO34MHy Ans "KuiBmegnpen "KuiBmegnpenapat” HalMeHyBaHHsi BUpOOHUKa, 6e3 3MiH B iHCTPYKLIT Ans MeguyHoro | peyenmom
iH'ekuinmo 1,0r apat" 3acTocyBaHHS, y TeKCTi MapkyBaHHs J13 Ta 6e3 amiH y MKA J13
drakoH 3 (3aTBepmkeHo: MNAT "KuiBmeanpenapart"); 3anponoHoBaHo: MoBHa
nopotukom; 10 Ha3Ba AkuioHepHe ToBapucTeo "KuiBmegnpenapat”
crakoHiB 3 CkopoyeHa Ha3sa NAT "KuiBmegnpenapat”; 3amiHu | Tuny - 3miHa
NOPOLLIKOM Y HalMeHyBaHHs1 3asiBHUKa, 6e3 3miH y MKA J13; 3anponoHoBaHo:
KOHTYPHIW MoBHa Ha3Ba AkuioHepHe ToBapucTeo "KuniBmeanpenapat”
YapyHKOBIN CkopoyeHa HasBa AT "KvniBmegnpenapat”
ynakosui; no 1
KOHTYPHIW
YapyHKOBIN
ynakoBLi B nayui
224, CYOOKPEM KpeMm ans TOB «TeBa YkpaiHa Tocapa ®apma Ipnangis BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3miHu | Tuny - bes UA/4451/01/01
30BHILLHLOIO YkpaiHa» NimiTen AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuenma
3aCTOCyBaHHs, Mo 3asiBHMKa (BNacHUKa peecTpauiiHoro NocBigvYeHHs1) - 3MiHa agpecu
10rabo15ry 3asiBHUKA
noninponineHo.in
6aHouyui; no 1
noninponineHosin
6aHouuj y briictep-
kapai; no 60 r abo
125r,a60250ry
noninponineHo.in
6aHouLi 3
KOHTpoOnem
nepLIoro
BigKpUTTS
225 CYNIb®AHIN Kpuctanu abo MAT YkpaiHa Hanran benwa Kutan BHECEHHS 3MiH 0 peecTpaLinHmMxX maTtepianis 3mMiHu | Tuny - amiHa - UA/14910/01/01
AMIOQ NMOPOLLIOK "Tannugapm"” dapmactotikan Ko., HalMeHyBaHHs 3asiBHUKa, 6e3 3amiH y MKA J13; 3anponoHoBaHo:
(cybeTaHuis) y IrAa. lMoBHa Ha3Ba AkLioHepHe ToBapucTBO "lanuydapm” CkopodeHa
nakeTax HasBa NAT "Tannydcapm”
noaBiNHMX 3
nniBku

nonieTuneHoBol
ans
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Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
dapmaueBTUYHOr
0 3aCTOCYyBaHHS
226 CYMAMEO® Tabnetku, Wo TOB «TeBa YkpaiHa MJIBA XpBatcka Xopgaris BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/15994/01/01
ancnepryoTses, YkpaiHa» a.o.0. AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu peuernmom
no 125 wr, no 6 3asiBHMKa (BNacHUKa peecTpauiiHoro nocBigyYeHHs1) - 3MiHa agpecu
Tabnetok y 3asiBHUKA
6nicTtepi; no 1
6nictepy B
KopobLi
227/ CYMAMEO® TabneTku, Wwo TOB «TeBa YkpaiHa MIIBA XpBatcka XopsarTis BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3miHu | Tuny - 3a UA/15994/01/02
ancnepryoTbes, YkpaiHa» a.o.0. AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu peuenmom
no 250 mr, no 6 3asiBHUKA (BnacHWKa peecTpaLinHoro Noceig4eHHs) - 3aMiHa agpecu
Tabnetok y 3asiBHUKA
6nicTtepi; no 1
6nictepy B
KopooLi
228, CYMAMEO® TabneTku, Wwo TOB «TeBa YkpaiHa MIIBA XpBatcka XopsarTis BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3miHu | Tuny - 3a UA/15994/01/03
AVCNepryloTbes, YkpaiHa» n.0.0. AnMiHicTpaTuBHi 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom
no 500 mr; no 3 3asiBHMKa (BNacHUKa peecTpauiiHoro nocBigyYeHHs1) - 3MiHa agpecu
Tabnetku y 3asiBHUKA
6nicTepi; no 1 abo
no 2 6nictepu B
KopooLi
229, CYMAMEO® Tabnetku, Wo TOB «TeBa YkpaiHa MJIBA XpBatcka Xopgaris BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/15994/01/04
ancnepryoTbes, YkpaiHa» a.o.0. AnMiHicTpaTMBHI 3MiHU. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom
no 1000 mr; no 1 3asiBHUKA (BnacHWKa peecTpaLinHoro Noceig4eHHs) - 3aMiHa agpecu
Tabnetui y 3asiBHUKA
6nicTtepi; no 1 abo
no 3 Gnictepu B
KopobLi
230 CYMAMEO® NMOPOLLIOK ANA TOB «TeBa YkpaiHa MIIBA XpBatcka XopsarTis BHECEHHS 3MiH 40 peecTpauinHMxX maTtepianis: 3miHu | Tuny - 3a UA/4612/01/01
oparnbHoi YkpaiHa» n.0.0. AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom
cycneHsii, 100 3asiBHUKA (BnacHUKa peecTpaLinHoro Noceig4yeHHs) - 3aMiHa agpecu
Mr/5 mn; 1 cornakoH 3asBHUKa
3 MOPOLLKOM Ans
oparnbHoi
cycneHsii no 20
mn (400 mr) pasom
i3 JBOCTOPOHHBOO
MipHOIO NTOXEYKOI
Ta WnpvuoM ans
[03yBaHHA B
KopooLi
231 CYMAMEO® NMOPOLLIOK A1s TOB «TeBa YkpaiHa MJIBA XpBatcka Xopgaris BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/15660/01/01
oparnbHoi YkpaiHa» n.0.0. AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu peuernmom
CycneHsii 3i 3asiBHMKa (BNacHUKa peecTpauiiHoro nocBigvYeHHs1) - 3MiHa agpecu

CMaKoM MOonyHULi,
100 mr/5 mn; 1
drakoH 3
NOPOLLKOM ANst
opanbHoi

3adaBHUKa
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Ne
n/

Hasea
JliKapcbKo20
3acoby

@Popma sunycky

3aseHuUkK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

cycneHsii no 20
mn (400 mr) pasom
i3
OOHOCTOPOHHBOI
MipHOIO NTOXEYKOI
Ta LWNpuLom Ans
[03yBaHHSA B
KopooLi

232,

CYMAMEO®
®OPTE

MOpOLLOK AN
oparnbHoi
cycneHaii, 200
Mmr/5 mn; 1 cornakoH
3 MOPOLLKOM AS
opanbHoi
cycneHsii no 15
mn (600 mr), abo
no 30 mn (1200
mr), abo no 37,5
mn (1500 mr)
pasom i3
ABOCTOPOHHbLOIO
MiPHOIO NTOXEYKOI0
Ta LWNpuLoM Ans
[03yBaHHSA y
KopobLi

TOB «TeBa
YkpaiHa»

YkpaiHa

MJIBA XpBatcka
4.0.0.

Xopsaris

BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny -
AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecwu
3asiBHMKa (BNacHUKa peecTpauiiHoro NocBigvYeHHs1) - 3MiHa agpecu
3asBHUKA

3a
peuyerimom

UA/4170/01/01

233,

CYMAMEO®
®OPTE

NopoLLOK AN
oparnbHoi
CycneHasii 3i
cmakom baHaHa,
200 mr/5 mn; 1
drakoH 3
NopoLLKOM Anst
oparnbHoi
cycneHsii no 15
mn (600 mr) pasom
i3
OHOCTOPOHHBLOO
MipHOIO FTOXEYKOI
Ta WnpvuoM ans
[03yBaHHA Y
KopooLi

TOB «TeBa
YkpaiHa»

YkpaiHa

MIIBA XpBatcka
A.0.0.

XopsarTis

BHECEHHS 3MiH 40 peecTpauinHMxX maTtepianis: 3miHu | Tuny -
AnMiHicTpaTmBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu
3asiBHMKa (BNacHUKa peecTpauiiHoro nocBigyYeHHs1) - 3MiHa agpecu
3asBHUKA

3a
peuyerimom

UA/15661/01/01

234,

CYMAMEO®
®OPTE

MOpOLLOK AN
opanbHoi
CycneHsii 3i
CMaKoM MarnuHm,
200 mr/5 mn; 1
drakoH 3
MOPOLLKOM Ans
opanbHoi
cycneHsii no 37,5
mn (1500 mr)

TOB «TeBa
YkpaiHa»

YkpaiHa

MJIBA XpBatcka
4.0.0.

Xopsaris

BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny -
AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu
3asiBHMKa (BNacHUKa peecTpauiiHoro nocBigyYeHHs1) - 3MiHa agpecu
3asBHUKa

3a
peuenmom

UA/15662/01/01
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Ne
n/

Hasea
JliKapcbKo20
3acoby

@Popma sunycky

3aseHuUkK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo2o

noceid4yeHHs1

pasom i3
0OHOCTOPOHHLOI
MipHOI NOXEYKO
Ta WNpuLoM Ans
[03yBaHHs y
KopobLi

235,

CYMAMEO®
®OPTE

MOpOLLOK AN
opanbHoi
cycrneHsii 3i
CMaKoM MOMyHWL,
200 mr/5 mn; 1
drakoH 3
MOPOLLKOM Ans
opanbHoi
cycneHsii no 30
mn (1200 wmr)
pas3om i3
OAHOCTOPOHHBOI
MiPHOIO NTOXEYKOI0
Ta LWNpuLoM Ans
[03yBaHHSA y
Kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

MIIBA XpBatcka
4.0.0.

XopgarTis

BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3miHu | Tuny -
AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu
3asiBHUKA (BnacHWKa peecTpaLinHoro Noceig4eHHs) - 3aMiHa agpecu
3asiBHMKA

3a
peuenmom

UA/15663/01/01

236.

CYCTAMAP®

TabneTku BKpUTI
NniBKOBOO
060noHKol0, Mo
480 mr; no 10
Tabnetok y
6nicTtepi; no 2 abo
no 5 a6o no 10
GnictepiB y
KapTOHHIN kopobLyi

Ecnapma
X

HimeuunH
a

ApgBaHc ®apma
MM6X, HimewunHa
(BUpOBHULTBO
Hepo3dpacoBaHoro
NpoAyKTy, NepBUHHE
nakyBaHHsi,
BTOPUHHE
nakyBaHHS,
KOHTPOb SIKOCTI,
BUNYyCK cepii);
ecnapma ®apma
Cepsices 'M6X,
HimeuyunHa
(BTOPUHHE
nakyBaHHs1); ®apma
BepHirepoge Mv6X,
HimeuunHa
(BUpOGHULTBO
Hepo3dpacoBaHoOro
NpPoOAyKTY, NEpPBUHHE
nakyBaHHS,
BTOPUHHE
nakyBaHHS,
KOHTPOMb SIKOCTI,
BUNYyCK cepii);
tOHiTake
dapmanomkicTik
'm6X, Himeyunna
(BTOPVHHE

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLinHmMx maTtepiania 3MiHu | Tuny - 3MiHn
oo 6esnekn/edekTMBHOCTI Ta dhapmakoHarnsaay. BeegeHHs abo
3MiHW [0 y3aranbHeHUX AaHuX Npo cuctemy chapmakoHarnsgy
(BBEAEHHS y3aranbHEHUX AaHWX Npo cucteMy dhapmakoHarnsay,
3MiHa YNoBHOBa)KeHOi 0cobw, BignoBiaanbHOI 3a 34iCHEHHS!
(hapmakoHarnsiay; KOHTakTHoOi 0cobu 3 hapmakoHarnsay 3asiBHUKa
Ons 3giicHeHHs chapMakoHarnsgy B YKpaiHi, AKLWO BOHA BigMiHHa
Bi yNnoBHOBakeHOi 0cobw, BignoBiganbHOI 3a 34iCHEHHS!
papmakoHarnsay (BKMYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MiLLeHHi MacTep-thanna cuctemy hapmakoHarnsgy) - amiHa
yNOBHOBaXeHOI 0cobu 3asiBHWKa, BignoBiAanbHoOI 3a 34iNCHEHHS
dapmakoHarnsay: NponoHoBaHa peaakuis: Mara Dinkel. 3miHa
KOHTaKTHUX JaHWUX YNOBHOBaXeHOI ocobu, BignoBsigansHoi 3a
3[iNCHeHHs dhapmakoHarnsgy. 3MiHa Micus 30iNCHEHHS OCHOBHOI
[isnbHOCTI 3 dhapmakoHarnsagy. 3miHa Homepy Ta
MicLe3HaxomMKeHHs macTep-danna

bes
peuenma

UA/12869/01/01
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IIponoBxkeHHs qoaaTka 3

Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
nakyBaHHs1)
237 CYPEP® po3unH ans TOB "tOpis- Ykpaina TOB "tOpis-®apm" Ykpaina BHECEHHS 3MiH 40 peecTpaLinHmMx maTepianis: 3miHu | Tuny - 3a UA/13269/01/01
BHYTPILLHBOBEHHMN Papm” AnMiHicTpaTmBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuenmom
X iH’ekuin, 20 MicLsl NpOBaXXEHHS OisNbHOCTI BUPOOHUKa/iMnopTepa rotoBoro

Mr/mn; no 5 mn
abo no 10 mn, abo
no20 mny
dnakoHi
cKnsHoMy; o 1
dnakoHy y nayui 3
KapTOHy; No 5 mn
B aMnyri CKNsHil;
no 5 amnyny
KOHTYPHIW
YapyHKOBIN
ynakoBuj; no 1
KOHTYPHIW
YapyHKOBIN
ynakoBLi y nayui 3
KapToHy; No 5 mn
y bnakoHi
CKnsHOMYy; Mo 1
dnakoHy B
komnnekTi 3 1
KOHTEWHEPOM Mo
100 mn 3
PO3YMHHWNKOM
(po3umH Hatpito
xnopugy—
ContoseH, 9
Mr/MM) Yy KOHTYPHIV
YapyHKOBIN
ynakoBLi; no 1
KOHTYpHi#
YapyHKOBIN
ynakoBLi y nayi;
no 10 mny
dnakoHi
cknsHOMYy; o 1
dnakoHy B
KOMMNeKTi 3 1
KOHTEWHEpPOM Mo
100 mn 3
PO3YMHHWKOM
(po3umH Hatpito
xnopugy—
ContoBeH, 9
Mr/MM) Yy KOHTYPHIV
YapyHKOBIN
ynakosui; no 1
KOHTYPHiW

nikapcbKkoro 3acoby, BKMYa4u AinbHULI BUNYycky cepii abo micue
npoBefeHHs KOHTPOIIO SIKOCTI. (JiSNbHICTb, 3a AKy Bignosigae
BMPOGHMK/iIMNOpTEp, BKIOYaKuM BUNYCK cepiil) 3miHa agpecu
BrpoGHMKa TOB «tOpisi-dapm», 6e3 3MiHN MicLs BUPOGHMLTBA.
TepMmiH BBe4EHHS 3MiH NPOTSrom 6-Tu MicsuiB nicns
3aTBEPAXKEHHS.
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Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
YapyHKOBIN
ynakoBLi y navui
238 CYXUN NMOPOLLIOK AT "dapmak” YkpaiHa An6aH Mionnep PpaHLuis BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - - UA/14694/01/01
EKCTPAKT 3 (cybeTaHuis) y IHTepHeLwwHN AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu
9 POCJIVH nakeTax 3asiBHMKA (BNacHWKa peecTpaLinHoro NocBigYeHHs) - 3MiHa
anioMiHieBnx ans HalMeHyBaHHs Ta agpecu 3asBHUKa
dapmaLeBTUYHOr
0 3aCTOCYyBaHHS
239, TArPICCO TabneTtkn, BKpUTI ACTPA3EHEK LLiseuis Actpa3eHeka Ab LLiseuis BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3miHa 3a UA/16232/01/01
NniBKOBOIO A Ab KinbKiCHOro cknafgy nakyeanbHoro matepiany A®l ocumepTuHidby | peuenmom
obonoHkoto, no 40 Me3unarty, a came 36inblUeHHS TOBLUMHM NakeTa 3 NonieTuneHy
mr no 10 TabneTok HM3bKOI WinbHocTi (LDPE), 3 BHECEHHAM BignoBigHOE 3MiHW y
y 6nicTepi; no 3 crneundikaLilo Ans nakeTa 3 NonieTuneHy HU3bKOoI LWiNbHOCTI
Gnictepu y (LDPE); 3anponoHoBaHo: thickness 76 pm minimum
KapTOHHIl kopoOui
240 TArPIiCCO TabneTtkn, BKpUTI ACTPA3EHEK LLiseuis Actpa3eHeka Ab LLiseuis BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3miHa 3a UA/16232/01/02
NniBKOBOIO A Ab KinbKiCHOro cknafy nakyearnbHoro matepiany A®| ocumepTuHidy | peuenmom
obonoHkoto, no 80 Me3unarty, a caMme 36inblUeHHS TOBLUMHM NakeTa 3 NonieTuneHy
mr no 10 TabneTok HM3bKOI WinbHocTi (LDPE), 3 BHECEHHAM BignoBigHOE 3MiHW y
y 6nicTepi; no 3 crneundikaLilo Ana naketa 3 NonieTuneHy HU3bKOoi LWiNbHOCTI
Gnictepu y (LDPE); 3anponoHoBaHo: thickness 76 pm minimum
KapTOHHIl kopoOui
241 TAKCOTEP® KOHLeHTpaT Ans TOB "CaHodi- YkpaiHa CaHodpi-ABeHTic HimeuuunHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/5488/01/02
pO34nHy Ans ABeHTIC Oonunang MM6X AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuenmom
iHdpysin, 20 mr/mn, YkpaiHa" MiCList NpOBaKEHHS AisiNbHOCTI BUPOOHMKa/imnopTepa roToBoro
Ne1: no 1 mn (20 nikapcbKkoro 3acoby, BKIOYa4u AinbHULI BUNYCKy cepii abo micue
Mr) y donakoHi ; no NPOBEAEHHS KOHTPOIIO SKOCTI. (AIANbHICTb, 3a AKy Bignosigae
1 cprnakoHy B BMPOGHMK/iMNOpTEp, BKIOYaKUM BUMYCK CEpiit) - 3MiHa agpecu
KapTOHHiIN BMpobHuka CaHodi-ABeHTic [Jonunarng MM6X, HimeuunHa, 6e3
kopobui; Ne 1: no 3MiHU MicLs BUpoGHMUTBaA (TepMiH BBEAEHHS 3MiH - NPOTArom 6
4 mn (80 mr) y MicALIB Micnsa 3aTBEPAXEHHS)
cdnakoHi; no 1
dnakoHy B
KapTOHHI Kopobui
242, TAKTPON Kancynuv Teepgi no TOB «TeBa YkpaiHa TeBa I3painb BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/17353/01/01
0,5wmr;no 7 YkpaiHa» dapmavuesTikan AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu peuenmom
Kancyn y 6nicrepi, IHpacTpis JITa. 3asiBHUKA (BnacHWKa peecTpaLinHoro NocBig4eHHs) - 3aMiHa agpecu
no 4 Gnictepu B 3asiBHMKA
kopo6ui; no 10
Kancyn y 6nicrepi,
no 3 Gnictepu B
KopooLi
243 TAMCIH TabneTtku Mera ABcTpanis Bupo6HUUTBO 3a Icnanis/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3a UA/14197/01/01
POPTE nponoHrosaHoi aii | JlandcaneHcis NOBHUM L{MKITOM: Bonrapis nogaHHs OHOBIEHOrO cepTudikaTy BiANOBIQHOCTI €BpONencekii | peuernmom
no 0,4 mrno 10 (ABcTpanisi) CiHToH XicnaHis, dapmakonei R1-CEP 2010-204-Rev 01 Big 3aTBepaxeHoro
Tabnetok y Mri Nimitep, A C.N., IcnaHis; Brpo6Hrka SYNTHON BV gitoyi pe4oBUHM TamcynosunHy
6nicTepi, no 3 MepBuHHE Ta rigpoxnopug
6nictepu B BTOPUHHE

KapTOHHI kopoOui

nakyBaHHst: [xi |
dapmackoTikanc,
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Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
JItg, Bonrapis
244, TADIHNAP® Kancynu Teepgi no Hosaprtic LLisenuapi BupobHuk Benuka BHECEHHS 3MiH 40 peecTpauinHux maTepianis: 3miHu | Tuny - 3a UA/14420/01/01
50 mr no 120 dapma Al P Hepo3dacoBaHoi BpwutaHis/ AnMiHicTpaTmBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuenmom
Kancyny npoayKuii: Icnanis MicLsl NpOBaXXEHHS OisnbHOCTI BUPOOHUKa/iMnopTepa rotoBoro
dnakoHax nakco OnepenwHc nikapcbKkoro 3acoby, BKMYa4u AinbHULI BUNYycky cepii abo micue
HOK IMimiTen, Benuka npoBefeHHs KOHTPOIIO SIKOCTI. (JiSNbHICTb, 3a SKy Bignosigae
BpuTaHis; BMPOGHMK/IMNOPTEP, BKIOYAUM BUMYCK CEPIll) YTOUHEHHS aapecu
Bupo6Huk ans BMpOoGHuKa Makco Bennkom C.A., IcnaHis, 6e3 3amiHu micus
nakyBaHHs Ta BMpoBGHMUTBA. BBEAEHHSI 3MiH NpOTArom 3-x MicsiLiB nmicnsi
BWNYCKY cepil: 3aTBEPOKEHHS.
'makco Bennkom 3MiHM BHECEHO B iHCTPYKLit0 ANS MEeAUYHOro 3aCTOCYBaHHS LWOA0
C.A,, IcnaHis MicLile3Haxo)KeHHs BUPOOHMKa 3 BiANOBIAHUMY 3MiHAMW Y TEKCTi
MapKyBaHHS yNakoBKM Nnikapcbkoro 3acoby. BBegeHHs 3MiH
npoTsirom 3-X MicAUiB Nicns 3aTBepAXXEeHHs!
245 TADIHNAP® Kancynu Teepgi no HoBapric Lsenuapi Bupo6Humk Benwka BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 3a UA/14420/01/02
75 mMrno 120 dapma Al a Hepo3dacoBaHOl BputaHis/ AnMiHicTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu peuenmom
Kancyny npoayKuii: Icnanis MicLs NpOBaXXEHHS OisnbHOCTI BUPOOHUKa/iMnopTepa rotoBoro
cnakoHax nakco OnepenwHc nikapcbKkoro 3acoby, BKIOYaK4u AinbHULI BUNYCKy cepii abo micue
IOK Iimiten, Benuka NpOBEAEHHS1 KOHTPOIIO SAKOCTI. (AIANbHICTb, 3a AKy Bignosigae
BpuTaHis; BMPOGHMK/IMNOPTEP, BKIOYAOUM BUMYCK CEPIll) YTOUHEHHS aapecu
BupobHuk ans BUpobHuka Makco Bennkom C.A., IcnaHis, 6e3 3miHu micus
nakyBaHHs Ta BMPOGHMLTBA. BBEAeHHS 3MiH npoTsirom 3-x MmicsiliB nicrns
BUMYCKY Cepii: 3aTBEPOXKEHHS.
"nakco Bennkom 3MiHM BHECEHO B iHCTPYKLIito 4151 MEAUYHOTO 3aCTOCYBaHHS LLOAO
C.A., IcnaHis MicLLe3HaxoXeHHs1 BUPOOHMKa 3 BiANOBIAHUMY 3MiHAMU Y TEKCTi
MapKyBaHHs1 yNakoBKM Nikapcbkoro 3acoby. BBeaeHHs 3MiH
npoTsaArom 3-x MicauiB nicns 3aTBepAXEHHs!
246 TA®PIHIAP® Kancynu Teepgi no Hosaprtic LLisenuapis BUPOBOHMK Benuka BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis:aminu Il Tuny - 3amiHn 3a UA/14420/01/01
50 mr no 120 dapma Al Hepo3dacoBaHOl BpuraHis/ [0 IHCTPYKLIi ANst Me4UYHOro 3acToCyBaHHS fikapcbkoro 3acoby | peyenmom
Kancyny npoaykuii: Mnakco IcnaHis 0o po3sginy "MobivHi peakuii"(oHoBRNeHHs iHdopmaLii);
dnakoHax OnepenwHc FOK "®apmakonorivHi BnacTuBocTi" (4oKNagHo NpoiHOpPMOBaHO LWOA0
NimiTen, Benuka nopoBxeHHs iHTepany QT), "OcobnueocTi 3acTocyBaHHS",
BpuTaHis; BUpo6HMK "B3aemogis 3 iHWUMKM nikapcbkMmn 3acobamu Ta iHWi Buan
ONs nakyBaHHSA Ta B3aemopin", "MobivHi peakuii"(nogoxeHHs iHTepeany QT
BUMYCKY Cepii: BUMYYNNn)
"nakco Bennkom
C.A., IcnaHis
247, TA®IHNAP® Kancynu Teepgi no Hosaprtic LLisenuapis BUPOBHWMK Benuka BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis:aminu [l Tuny - 3amiHn 3a UA/14420/01/02
75 mrno 120 dapma Al Hepo3dacoBaHoi BpuTaHis/ [0 IHCTPYKLIi 4Ns MEeAUYHOro 3acToCyBaHHS fikapcbkoro 3acoby | peyenmom
Kancyny npoaykuii: Mnakco Icnanis 0o poaginy "Mo6ivni peakuii"(oHoBNEHHs iHdopmaLii);
dnakoHax OnepenwHc FOK "®apmakonorivyHi BnactuBocTi" (4oKnagHo NpoiHOpMOBaHO LWOAO0
NimiTepn, Benuka noposxeHHs iHTepsany QT), "OcobnueocTi 3acTocyBaHHS",
BpuTtaHisi; BUpo6HUK "B3aemogisi 3 iHWMMKM nikapcbkuMKn 3acobamu Ta iHWi Buam
ONs NnakyBaHHSA Ta B3aemopin", "MobivHi peakuii"(nogoxeHHs iHTepsany QT
BWNYCKY cepil: BUINYyYMNn)
[nakco Bennkom
C.A., IcnaHis
248. TENMICAPTA | tabnetku no 80 TOB «TeBa YkpaiHa MepBuHHA Ta YropwmHa/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/14020/01/01
H-TEBA Mr, no 7 Tabnetok YkpaiHa» BTOPUHHA YMaKoOBKa, IHais AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuenmom

y bnicTepi; no 4
6nictepu B

[03BiN Ha BUNYCK
cepint:

3asiBHUKA (BnacHWKa peecTpaLinHoro Noceig4eHHs) - 3aMiHa agpecu
3asBHUKA
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Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
KopobLi AT
dapmaLeBTUYHUIA
3aBog TEBA,
YropLmHa;
Bupo6HuLTBO
Hepo3dacoBaHOi
npoaykuii, NnepBuHHa
Ta BTOpPWHHA
ynakoBKa:
TeBacdpbapm IHgis
Mer. JlTa., IHAOia
249 TUPEOIOEA pPO34MH ons Bionoriwe HimeuyunHa Bionoriwe HimeyunHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3aMiHu 3a UA/4248/01/01
KOMMO3UTY | iH'ekuin no 2,2 mn Xannbemittens Xannbmittens oo 6esnekn/edekTUBHOCTI Ta dhapmakoHarnsay. BeegeHHs abo | peuenmom
M B amnynax Ne 5 Xeenb 'M6X Xeenb 'MBX 3MiHW 40 y3aranbHeHVX AaHuX Npo cuctemy hapmMakoHarnsay
(5x1), Ne 10 (5x2), (BBEOEHHS y3aranbHeHVX AaHnX Npo cuctemy chapmakoHarnsgy,
Ne 100 (5x20) 3MiHa YNoBHOBa)eHOi 0cobu, BignoBiganbHoi 3a 34ilCHEHHS!
hapmakoHarnsiay; KOHTakTHoi ocobu 3 hapmakoHarnsay 3asiBHUKa
Ans 3AiMCHeHHs dhapmakoHarnsgy B YKpaiHi, SiKLO BOHa BigMiHHa
Bi yNOBHOBakeHOi 0cobw, BignoBiaanbHOI 3a 34iCHEHHSI
apmakoHarnsay (BKMoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLileHHi MacTep-daina cuctemu papmakoHarnsaay) - aMmiHa
KOHTaKTHOI 0cobM 3asiBHUKA, BiANOBIAANbHOI 3a 3AiICHEHHS
apmakoHarnagy B YkpaiHi: [ponoHoBaHa peagakuis —
LLlanoBanoBa IHHa AHaToniiBHa. 3MiHa KOHTaKTHUX AaHNX
KOHTaKTHOI 0CcOobM 3asiBHUKA, BiANOBIAANbHOI 3a 3AiICHEHHS
dapmakoHarnagy B YkpaiHi
250, TUPOFEH® NMOPOLLIOK A4S [bxeHsavim  [Higepnangm [xeHsanm lpnaHg Ipnangis/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3aMiHu 3a UA/9743/01/01
0,9 MI' NPUroTyBaHHs HOpon B.B. IlimiTeq, lpnaxgia ClwA/ BMNpobyBaHb y npoueci BupobHuuTea AdI, a came Ha eTani peuenmom
po3uunHy (0,9 (BUpOBHULTBO Benwka BM3Ha4eHHs vesivirus (VV 2117) RT PCR wnsaxom 3amiHu
mr/mn) ans KiHLEEBOro NPOJyKTy BputaHis MOTOYHOro MeTOAY NaHLroBoi peakuii apabigoncmcy 3BopoTHOI
iH ekuin no 1,1 wmr; (fill/finish), koHTpOnb TpaHckpunTasm-noniMmepasn Ha MeToa CeKBeHyBaHHAM 3a
2 dpnakoHu 3 cepii, NnepBMHHa Ta CeHrepom (SangerSequencing); 3MiHu | TUNY - yTOYHEHHS Ta
MOPOLLIKOM Y BTOPWHHA yNaKkoBKa, Y3ro[PKEHHs pe3ynbTarTiB 3BiTiB ANA TecTyBaHHA Vesivirus 2117,
KapTOHHI kopoOui [03BiN Ha BUMYCK nepeniyeHux y Tabnuui 3.2.S.2.4 "In process controls for Harvests"
cepii); IxeHzanm Ta Tabnuui 3.2.S.2.4-4 "Parameters prior to the initial purification
KopnopenwH, CLUA steps"; pegakuinHi npaBku
(BUpOGHULTBO
Hepo3dacoBaHOl
npoaykuii);
DxeHzanm Jimiten,
Benwuka BpuTtaHis
(BTOPWHHA
ynakoBka, A03BiN Ha
BUNYyCK cepii);
Xocnipa IHk., CLLUA
(nepBuHHa
yNakoBKa)
251, TIBIKEMN TabneTtkn, BKpUTI BiiB Xenckep Benuka nakco Bennkom Icnanis/ BHECEHHS 3MiH [0 peecTpauiiHux maTepianis BUNpaBrieHo 3a UA/14146/01/01
NniBKOBOIO IOK Nimiteq BpuTaHia C.A., IcnaHis Benvka TEXHIYHY NOMWIIKY Y TEKCTi MapKyBaHHS! YyNaKOBOK MikapCbKoro peuenmom
o6onoHkot, no 50 (BUpOBHUK Ans BputaHis 3acoby

mr; no 30 abo no

NakyBaHHA Ta
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Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
90 TabneTok y BUMNYCKy cepii);
dnakoHi; no 1 nakco OnepenwHc
dnakoHy B HOK Iimiten, Benuka
KapTOHHI kopoOui BpuTaHisi (BUpo6HMK
Hepo3dacoBaHOl
npogykuii)
252 TIOTPUA3OI | po3uuH ans MAT YkpaiHa MAT "Tannudapm” YkpaiHa BHECEHHS 3MiH O peecTpaLinHmMx maTtepianis 3mMiHu | Tuny - amiHa 3a UA/2931/01/02
IH® iH'exuin, 25 mr/mn, "Tannidapm” HallMeHyBaHHs1 3asiBHUKa, 6e3 amiH y MKA J13 (3atBepmxeHo: MAT | peyenmom
no 2 mn B amnyni; "lanuydapm"), 6e3 3miH B iHCTPYKLUi 4N MEAUYHOro
no 10 amnyny 3acToCcyBaHHS Ta y TeKCTi MapKyBaHHs J13; 3anponoHoBaHo:
KOHTYPHIW [MoBHa Ha3Ba AkuioHepHe ToBapucTeo " Manuudapm”
YapyHKOBIN CkopoyeHa Ha3sa AT " Manuudapm"; 3miHu | Tuny - amiHa
ynakoBLi; no 1 HanMeHyBaHHs BUpobHuka, 6e3 amiH y MKA J13, 6e3 3miH B
KOHTYPHIW IHCTPYKLUIii ANs MeAMYHOro 3aCTOCYBaHHS Ta Y TEKCTI MapKyBaHHS
YapyHKOBIN J13; 3anponoHoBaHo: MoBHa Ha3Ba AKLiOHEpHE TOBapUCTBO
ynakoBLji B nauuj; "Tannudgapm" CkopoyeHa Hasga NAT "Tannddapm”
no 4 mn B amnyni,
no 5 amnyny
KOHTYpHi#
YapyHKOBIN
ynakoBLi; no 2
KOHTYpHi
YapyHKOBI
YNakoBKM B NauLli
253, TI®IM Bl ®/ po3unH ans CaHodi PpaHuis CAHO®I BIHTPOI DpaHuis/ BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis 3miHu | Tuny - 3aMiHu 3a UA/13057/01/01
TYPHIM VI iH'ekUin no 25 Mactep IHOACTPIA, YropwuHa B npotieci BupobHuuTBa AP - 3MiHa pobounx Aiana3oHis peuenmom
BAKLIMHA MKr/gosa; no 0,5 PpaHLuis KPUTUYHMX BUPOBHMYMX NapameTpiB Mig Yac npouecis
anda mn (1 gosa) y (cTepunisytoua depMeHTaLii Ta O4YUCTKM 4ito40i peyoBUHU; 3MiHU | TUNY - 3MiHK
MPO®INAKT nonepenHLo inbTpadis, BMNpobyBaHb abo AoNyCTUMUX MeX Yy npoLieci BupobHuutea Adl,
KU 3aMnoBHEHOMY 3arMoBHEHHS LLIO BCTAHOBNEHI y cneuudikauisx - 4oAaBaHHA ABOX NMPOMIKHUX
YEPEBHOIO | wnpwuui 3 LNpuLiB, KOHTPOINb KOHTpPOMIB Nifg Yac npouecy dpepmeHTaLii npy BUpOGHUUTBI Aitoyol
TUDY NPUKpINneHoto SAKOCTI PEYOBMHU: TECT Ha GiOHABaAHTAXEHHS! Ta TECT Ha XUTTE34ATHICTb
MONICAXAP ronkoto Ne 1 B (cTepunbHicTb)); S. typhi
WAOHA PIOKA KapTOHHiIN CaHodpi MNacrep,
kopo6ui; no 0,5 mn ®dpaHuis (BTOpUHHE
(1 posa) y nakyBaHHS, BUNYCK
nonepegHL0 cepii); CaHodi
3arnoBHEHOMY Mactep, PpaHuia
Lwnpuui 3 (noBHMI LMKN
NPUVKpPINneHot BMpPOBHMUTBA,
ronkoto Ne 1 B KOHTPO-b SIKOCTI,
cTaHAapTHO- 3anoBHEHHS,
E€KCMOPTHIN BTOPUHHE
ynakoBLi, sika nakyBaHHs, BUMYyCK
MiCTUTBCS Y cepii); CaHodi-
KapTOHHIl kopoOui AgeHrTic MNpasiT Ko.
JiTa., YropwuHa
(BTOPUHHE
nakyBaHHs1)
254 TI®IM BI® / po3unH ans CaHodi ®paHuis CaHodi MacTep, DpaHuis/ BHECEHHS 3MiH 40 peecTpauinHmMx maTepianis: 3miHu | Tuny - 3a UA/13057/01/01
TYPHIM VI iH'ekuin no 25 MacTep PdpaHuis (MoBHWI YropwuHa AZMiHIiCTpaTuBHi 3MiHW. 3MiHa HalMeHyBaHHS Ta/abo agpecu peuenmom
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Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
BAKLIMHA MKr/gosa; no 0,5 LMK BUpOBHMUTBA, 3asiBHUKa (BracHUKa peecTpauinHoro noceig4yeHHs) 3miHa
anda mn (1 gosa) y KOHTPOMb SIKOCTI, HaliMeHyBaHHA Ta agpecu 3asiBHMKa (BNacHUKa peecTpauinHoro
NMPO®INAKT nonepeaHL0 3anoBHEHHS, NOCBiAYEHHS).
UKH 3arnoBHEHOMY BTOPUHHE TepMiH BBeAEHHS 3MiH: MPOTAroM 6 MicauiB nicnsa 3aTBepaXKEHHS.
YEPEBHOIO | wnpwuui 3 nakyBaHHS, BUMYCK 3MiHn | TMNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BM NiKapCbKOro
TUDY NPUVKpINneHoto cepii); 3aco0y - 3miHa Ha3Bu nikapcbkoro 3acoby. 3atBepaxeHo: TIPIM
NMONICAXAP ronkoto Ne 1 B BTopuHHe Bi / TYPHIM Vi BakuuHa ans npodinakTkv yepeBHoro Tudy
WOHA PIOKA KapTOHHIN nakyBaHHS, BUMYCK nonicaxapugHa pigka 3anponoHosaHo: TI®IM Bi® / TYPHIM Vi
kopobui; no 0,5 mn cepii: BakumHa ans npodinakTukim YepeBHOro Tudpy nonicaxapuaHa
(1 posa)y CaHodi MacTep, pioka
nonepegHbo DdpaHuis; TepMiH BBeQEHHS 3MiH: MPOTAroM 6 MicALiB Nicns 3aTBEPAXEHHS.
3arnoBHEHOMY BTopuHHe 3miHu | Tvny - 3miHn Wwopao 6esnekn/edekTMBHOCTI Ta
Lwnpuui 3 nakyBaHHS: dapmakoHarnsay (iHwi 3amiHv) [lopaBaHHS anbTepHaTUBHOI
NPUKpINneHoto CaHodi-ABeHTic BTOPWUHHOI YNaKOBKW 3 BIANOBIAHMM MapKyBaHHSIM Y 3B'A3Ky 3
ronkoto Ne 1 B Mpaneit Ko. lT4., BrnpoBagkeHHsIM Ctparterii komnaHrii «CaHodi Mactep» wono
CcTaHgapTHO- YropLmHa; 60poTbbM 3 hanbcudikoBaHo NPOAYKLie, B paMkax skoi byae
E€KCMOPTHI Crtepunisytoya BMKOPUCTOBYBATUCh MEXaHi3M KOHTPOJIO MEPLLOro PO3KpUTTS
ynakoBLi, sika dinbTpauis, (knanaH-Haknelka abo eTukeTKa KOHTPOIO NEPLLOro PO3KPUTTS).
MiCTUTBCS Y 3anoBHEHHSI TepMiH BBeAEHHS 3MiH: MPOTAroM 6 MicauiB nicnsa 3aTBepaXKEHHS.
KapTOHHI kopobLyi LINpULiB, KOHTPOINb
3 iHCTpyKLUi€eto Ans AKOCTI
MeaNYHOro (cTepunbHicTb):
3aCTOCyBaHHs CAHO®I BIHTPOI
IHOACTPIA,
PpaHLuis
255 TI®IM BI® / pPO34MH ans CaHodi PpaHLuis CAHO®I BIHTPOIN DdpaHuis/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - amiHa 3a UA/13057/01/01
TYPHIM VI iH'ekuin no 25 MacTep IHOACTPIA, YropwuHa y meTofax BunpobysaHHa APl abo BuxigHoro peuenmom
BAKLUMHA Mkr/go3sa; no 0,5 PpaHuis MaTepiany/npoMiKHOro NpoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS
ansa mn (1 gosa) y (cTepunisytoua y npoueci BupobHuutea A®| - 3amiHa Tpbox BUNpobyBaHb
MPO®PIAKT nonepegHLo dinbTpauis, (ToHKOLapoBa xpomaTorpadisi, peakuis 3 cynbgaTom Migi
UKH 3arnoBHEHOMY 3aMnoOBHEHHSI (biypeToBa peakuis), peakuis 3 ocdopHOBOMbHPaMOBOO
YEPEBHOIO | wnpwui 3 LNpuLiB, KOHTPOSb KWUCNOTO) 3 ifeHTudikaLii KUCNOTHOrO rigponisaTy kaseiHy
TNy NMPUKPINMeHo AKOCTI (Hydrolysate Casein Acid) Ha meTop igeHTudikaLii 3a JonoMoro
MONICAXAP ronkoto Ne 1 B (cTepunbHicTb)); 14 cnektpodoTomeTpii
WAOHA PIOKA KapTOHHiIN CaHodpi MNacrep,
kopobui; no 0,5 mn PpaHuist (BTOPUHHE
(1 pos3a) y nakyBaHHS, BUMYCK
nonepegHLo cepii); CaHodi
3arnoBHEHOMY Mactep, PpaHuia
wnpuui 3 (noBHWI LMKN

NPUVKpPINneHoto
ronkoto Ne 1 B
CTaHAapTHO-
E€KCMOPTHIN
ynakoBLi, sika
MiCTUTBCA Y
KapTOHHI KopoOui

BMpPOBHMUTBA,
KOHTPOMb SKOCTI,
3aMOBHEHHS,
BTOPUHHE
nakyBaHHs, BUNYCK
cepii); CaHodi-

AgeHrTic MNpaiBiT Ko.

Jta., YropwuHa
(BTOPVHHE
nakyBaHHs1)
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Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
256. TI®IM BI® / pPO34MH ans CaHodi PpaHLuis CAHO®I BIHTPOIN DdpaHuis/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3miHa 3a UA/13057/01/01
TYPHIM VI iH'ekuin no 25 MacTep IHOACTPIA, YropwuHa y 6e3nocepepaHiit ynakosLi ADI - 3MiHM 0 CUCTEMM 3aKPUTTS peuenmom
BAKLIMHA MKr/gosa; no 0,5 PpaHLuis KOHTEeWHepy, WO BUKOPVCTOBYETLCSA ANs 36epiraHHs NPOMiXKHOro
ansa mn (1 posa) y (cTepunisytoua npoaykTy (Vi polysaccharide-cetrimide precipitate) — 3amiHa
MPO®INAKT nonepegHb0 dinbTpauis, arntoMiHIEBOI NMIBKN Ha KPULLIKY 3 HepXKaBitodoi cTani; 3miHu | Tuny -
UKH 3arnoBHEHOMY 3arnoBHEHHSI 3MiHM B npoueci BupobHuuTea APl - 3amiHa aBOX 36ipHMKIB 3
YEPEBHOIO | wnpwui 3 LNpuLiB, KOHTPOSb Hepxagitoyoi cTani (3 1) Ha oaWH 36ipHKK 3 Hepxaeitoyoi cTani (6
TUDY NpUKpINneHoto SAKOCTI n) ans 36epiraHHs npoMixHoro npoaykty (Vi polysaccharide-
MONICAXAP ronkoto Ne 1 B (cTepunbHicTb)); cetrimide precipitate)
WAOHA PIOKA KapTOHHiIN CaHodpi MNacrep,
kopobui; no 0,5 mn ®dpaHuis (BTOpUHHE
(1 posa) y nakyBaHHs, BUNYyCK
nonepegHeo cepii); CaHodi
3arnoBHEHOMY Mactep, PpaHuia
wnpuui 3 (noBHMI LMKN
NPUVKpPINneHoto BMpPOBHMUTBA,
ronkoto Ne 1 B KOHTPOMb SIKOCTI,
cTaHpgapTHO- 3aMnoBHEHHS,
€KCMopTHIN BTOPUHHE
ynakoBLi, sika nakyBaHHsi, BUNYCK
MiCTUTBCS Y cepii); CaHodi-
KapTOHHIl kopoOui AgeHrTic MNpaiBiT Ko.
JiTa., YropwuHa
(BTOPUHHE
nakyBaHHs1)
257 TI®IM BI® / po3unH ans CaHodi ®paHuis CAHO®I BIHTPOI DpaHuis/ BHECEHHS 3MiH 0 peecTpauiiH1x maTtepianis 3miHu | Tuny - 3aMiHu 3a UA/13057/01/01
TYPHIM VI iH'ekuin no 25 MacTep IHOACTPIA, YropwuHa BMNpobyBaHb abo AOMYCTUMMX MeX, BCTAHOBIEHUX Y peuenmom
BAKLIMHA MKr/gosa; no 0,5 PpaHLuis crneumdikauisix, nig Yac BUPOOHULITBA rOTOBOTO JliKapCbKOro
oanda mn (1 gosa) y (cTepunisytova 3acoby - 3BY>XEHHSI MeX 3a Noka3HUKOM sikocTi "OcMonsinbHiCTL"
NMPO®PIAKT nonepegHLo dinbTpauis, Ha eTani Final Bulk Product; 3ByxeHHS MeX 3a NoKasHUKOM SIKOCTI
KU 3aMoBHEHOMY 3arMoBHEHHS "O6'em HanoBHeHHS" Ha eTani Filled; nogaBaHHS Noka3HUKa SKOCTI
YEPEBHOIO | wnpwui 3 LNpULIB, KOHTPOINb "Container Closure Integrity Test (CCIT)" Ha eTani Filled Product;
TUDY NpUVKpINneHo AKOCTI 3MiHM | TUNY - 3MiHa NnapameTpiB cneuundikauii Ta/abo AonycTUMMX
MONICAXAP ronkoto Ne 1 B (cTepunbHicTb)); Me>X roTOBOrO NMikapCbKOro 3acoby - AoAaBaHHSA NOKa3HUKa AKOCTI
WAOHA PIOKA KapTOHHiIN CaHodpi MNactep, "Molecular size determination” Ha eTani Filled Product; 3amiHu |
kopobui; no 0,5 mn PpaHuisi (BTOPUHHE TUMy - 3MiHa y MeTtoax BMNpobyBaHHSA roTOBOro fikapCbKoro
(1 posa) y nakyBaHHS, BUNYyCK 3aco0y - 3mMiHM 3a nokasHuKoM sikocTi Vi polysaccharide content
nonepegHb0 cepii); CaHodi test (cTaHgapTu3auia yacy onepauiiHoi npoueaypw Ta AOAATKOBI
3aMoBHEHOMY Mactep, PpaHuin KpuTepii BanigHoCTi); 3MiHM 3a NOKa3HWKOM sikocTi Vi
Lwnpuui 3 (noBHMI LMKN polysaccharide identification test (onTumisauis onepauiiHoi

NpUKpInneHoto
ronkoto Ne 1 B
cTaHAapTHO-
EeKCMOPTHIN
ynakoBLi, sika
MiCTUTBCS Y
KapTOHHiI kopobLyi

BMPOGHMLTBA,
KOHTPOSb SIKOCTI,
3aMOBHEHHS,
BTOPWHHE
nakyBaHHs, BUMYyCK
cepii); CaHodi-

AseHrTic Npameit Ko.

Nta., YropwuHa
(BTOPWHHE
nakyBaHHS)

npoueaypv 3 METOI MOKpaLLeHHs iHTepnpeTauii pe3ynbTariB);
3MiHM | TUNY - 3MiHa y TepMiHax npuaaTHoCTi abo ymoBax
36epiraHHs rOTOBOrO NiKapCbKOro 3acoby - 4oAaBaHHs
cneuudikauii Ha KiHeLb TepMiHy 36epiraHHst ansi Filled Product;
3MiHM | TUMY - KOHTPOMb rOTOBOTO MiKapCbKoro 3acoby -
nepesaTBepXeHHst AHaNITUYHOT HOPMAaTUBHOI AOKyMeHTaLii
(AHO) Ha MeToau koHTponto sikocTi (MKA) 3 meToto npuBegeHHS
0o Bumor Hakady MOS3 Ykpainu Ne460 Big 23.07.2015 p; 3minm |l
TUMY - NOBHE OHOBMEHHS po3diniB gocbe 3.2.P. i 3.2.A.2.
[opnaBaHHA KpUTUYHKX NapameTpiB Ha eTanax "Final Bulk Product"”
Ta "Filled Product". BHeceHHs1 pegakuiHuxX NpaBokK A0 cknagy
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Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
OOMOMIXKHMX PeYOBUH (dheHor) 6e3 XOAHMX 3MiH y MpaKTuLi
BMPOGHMUTBA; 3MiHU |l TUNY - 3mMiHa napameTpiB cneuudikaLin
Ta/abo [OMyCTMMUX MEX roTOBOIO FliKkapCbKoro 3acoby; cynyTHsi
3MiHa: 3MiHa y MeToaax BUNpoOyBaHHS roTOBOrO NiKapCbKoro
3aco0y - BUNYYEHHs1 MOKa3HWKIB SKOCTi «[liporeHn», «AHomarnbHa
TOKCUYHICTb (MULLI)» Ta « AHOMarbHa TOKCUYHICTb (Mypyaku)» 3i
cneundikauii M3
258, TI®IM BI® / po3unH ans CaHodi ®paHuis CAHO®I BIHTPOI DpaHuis/ BHECEHHS 3MiH 0 peecTpauiiHiX maTtepianis 3miHu | Tuny - 3MiHn, 3a UA/13057/01/01
TYPHIM VI iH'ekuin no 25 MacTep IHOACTPIA, YropwuHa NoB'si3aHi 3 HeOOXiAHICTIO NpMBEAEHHS Y BiANOBIAHICTb 40 peuenmom
BAKLIMHA MKr/gosa; no 0,5 PpaHLuis MoHorpadii JPY abo €sponencekoi hapmakonei, abo iHLwoil
oanda mn (1 gosa) y (cTepunisytova HauioHanbHoi hapmakonei gepxasu €C - 3MiHM y cneumdikauii
MPO®PINAKT nonepegHLo dinbTpauis, BuXigHoro npogykTy Ethanol, anhydrous, ans npuBeaeHHs y
UKH 3arMoBHEHOMY 3arnoBHEHHSI BiANoBigHICTb 40 MoHorpadii 1318 €Bponelicbkoi Papmakoner;
YEPEBHOIO | wnpwuui 3 LINpULIB, KOHTPOINb 3MiHM | TUNY - 3mMiHa y napameTpax cneumdikauin Ta/abo
TUDY NPUVKpPINneHo AKOCTI OONYCTUMMUX MEX, BU3HaYeHuX y crieumdikauisx Ha A®l, abo
MONICAXAP ronkoto Ne 1 B (cTepunbHicTb)); BUXiAHUIN/NPOMIXXHWI NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCS Y
WOHA PIOKA KapTOHHIN CaHodpi MNacrep, npoueci BupobHuuTBa AP - BUNy4YeHHs BUNPOOyBaHHS Ha
kopobui; no 0,5 mn PpaHuist (BTOpUHHE PO3YMHHICTB 3i cneuudikauii BUXigHoro npogykty Ammonium
(1 posa) y nakyBaHHS, BUNYyCK sulfate; Buny4yeHHs BUNpoOyBaHHSA Ha PO3YMHHICTb 3i cneumdikauii
nonepegHb0 cepii); CaHodi BuxigHoro npoaykty Orthophosphoric acid; BunyyeHHs
3arnoBHEHOMY Mactep, ®paHuis BMNPOOYyBaHHS 3 BU3HAYEHHS BMICTY BaXKKUX MeTaniB 3i
wnpwui 3 (NoBHMI LMKN cneumdikauii BuxigHoro npoaykty Orthophosphoric acid;
NpUKpInneHoto BMPOGHMLTBA, BUIYYEHHSI BUNPOOYBaHHS 3 BU3HAYEHHS! BMICTY BaXKKUX MeTanis 3i
ronkoto Ne 1 B KOHTPOJb SIKOCTI, cneumdikauii BuxigHoro npogykty Ammonium sulfate
cTaHpgapTHO- 3anoBHEHHS,
EKCMOPTHIN BTOPUHHE
ynakoBLi, sika nakyBaHHs, BUNYyCK
MiCTUTBCS Y cepii); CaHodi-
KapTOHHI kopobLyi ABeHTic MNpaiisit Ko.
Jta., YropwuHa
(BTOpPUHHE
nakyBaHHs)
259, TI®IM BI® / pPO34MH Ans CaHodi PpaHLuis CAHO®I BIHTPOIN DdpaHuis/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3miHa 3a UA/13057/01/01
TYPHIM VI iH'ekuin no 25 MacTep IHOACTPIA, YropwuHa y meTofax BunpobysaHHa APl abo BuxigHoro peuenmom
BAKLUMHA Mkr/go3sa; no 0,5 PpaHuis MaTepiany/npoMiKHOro NpoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS
ansa mn (1 posa) y (cTepunisytoua y npoueci BupobHuuTea A®| - 3mMiHM npoueaypu KOHTPOno
MPO®PIAKT nonepegHL0 dinbTpauis, XapaKTepuCTWK POCTY (AoAaBaHHA TPbOX CTaHAAPTHMX Ta
UKH 3arnoBHEHOMY 3aMnoOBHEHHSI cneuundivHnX NOXUBHUX cepenoBull) 6aktepii Salmonella typhi.
YEPEBHOIO | wnpwui 3 LWNpuLiB, KOHTPOSb [MpuvBeAeHHS y BiANOBIAHICTb A0 NOTOYHOI AOKYMeEHTaLii po3ainy
TUDY NPUVKpPINneHot AKOCTI 3.2.S peecTpaLiiHOro A0Cke; 3MiHM 4O METOAUKN BU3HAYEHHS
MONICAXAP ronkoto Ne 1 B (cTepunbHicTb)); Bwmict O-auetunbHux rpyn ans ouvwieHoro Vi-nonicaxapuay;
WAOHA PIOKA KapTOHHIN CaHodpi MNacrep, He3HayHi 3MiHK o MeToauKK «laeHTudikauis» ouniieHoro Vi
kopobui; no 0,5 mn PpaHuisi (BTOPUHHE nonicaxapugy; 3miiu | Tuny - 3miHa nepiogy NOBTOPHMX
(1 posa) y nakyBaHHsi, BUNYCK BunpobyBaHb/nepiogy 36epiraHHst abo ymoB 36epiraHHs ADI -
nonepegHeLo cepii); CaHodi npuBeaeHHs TEPMiHY NpMAATHOCTI Ail040i peYoBUHM A0
3aMnoBHEHOMY MacTep, PpaHuin NPOMWCIIOBOI NPAaKTWKW; 3anpOonoHOBaHo: 3 poku; 3miHu | Tuny -
wnpuui 3 (noBHWUA LMKN 3MiHa y napameTpax cneuudgikadivi Ta/abo 4onycTUMUX MEX,

NPUVKpPINneHoto BMpPOBHMUTBA, BM3Ha4veHux y cneuudikauisx Ha APl, abo BUXigHNIA/MPOMIKHMIA
ronkoto Ne 1 B KOHTPOMb SKOCTI, NpoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECi BUPOGHMLUTBA
cTaHgapTHO- 3anoBHEHHS, Al - Buny4eHHsa napameTpy cneumdikauii "OuiHka 3anaxy" ons
EKCMOPTHIN BTOPUHHE 3HeXxupeHoro moroka (Skim milk) Ta Tensyoro iHgysiiHoro arapy
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n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
ynakoBLi, sika nakyBaHHs, BUNYyCK (Veal infusion agar)
MiCTUTBCA Y cepii); CaHodi-
KapTOHHI kopoOui AgeHrTic MNpaiBiT Ko.
Jta., YropwuHa
(BTOPVHHE
nakyBaHHs1)
260., TOBPOCOIT | kpanni O4Hi, BapLuaBcbkuit Monbwa BapLuaBcbkuit Monblwa BHECEHHS 3MiH 0 peecTpauinHmMx maTtepianis 3miHu | Tuny - 3a UA/14326/01/01
®-AEKC cycnensis (3,0 apmaueBTny dapmaueBTUYHUIA OHOBJIEHHS BXe 3aTBEPXXEHOro TEKCTY MapKyBaHHSA BTOPUHHOI Ta | peuernmom
mr/1,0 mr) B 1 mm; HUI 3aBof 3aBog Monbda AT nepBuHHOI ynakoBku J13 (BHeCeHHsi No3HaYeHb OANHULb
no5wmny Monbca AT BMMIPIOBaHHS, 3 BUKOPUCTaHHSM fiTep NaTUHCbKOro andasiTy,
dnakoHi- TOLLO); BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA” MKA 113:
KpanenbHuui; no 1 3anponoHoBaHo: MapkyBaHHS: 3rigHO 3aTBEPAXKEHOIO TEKCTY
dnakoHy- MapKyBaHHsi. BBegeHHs 3MiH npoTsirom 6-Tu micauis nicns
KpanenbHuLi B 3aTBEPOKEHHS
KapPTOHHI Kopobui
261 TPAKTOLUMUN KOHLeHTpaT Ans DeppiHr 'M6X | HimeuunH DdeppiHr M'm6X, HimeyuunHa/ BHECEHHS 3MiH O peecTpaLinHmMxX maTtepiania 3mMiHu | Tuny - 3MiHn 3a UA/8850/01/01
pPO34MHy Ans a HimeuyunHa Yecbka Lwono 6esnekn/edekTUBHOCTI Ta hapmakoHarnsay. BeeaeHHst abo | peuenmom
iHdpysin, 7,5 (BignoBiganbHWM 3a Pecnybnika 3MiHW [0 y3aranbHeHVX AaHNX Npo cuctemy dbapmMakoHarnsgy
Mmr/mn, no 5 mny BMPOGHMLTBO, (BBEAEHHS y3aranbHeHUX AaHUX NPo cuctemy dapmakoHarnsay,
dnakoHi; no 1 nepBuHHE 3MiHa ynoBHOBaXeHOi ocobu, BianoBigansHOI 3a 34iCHEHHSI
dnakoHy B nakyBaHHS, hapmakoHarnsiay; KOHTakTHOi ocobu 3 hapmakoHarnsay 3asiBHUKa
KapTOHHI kopobLyi KOHTPOb SIKOCTi Ta Ons 3gincHeHHs chapMakoHarnsagy B YKpaiHi, AKLWO BOHA BigMiHHa
BUNYCK cepii Bi ynoBHOBaxeHOi ocobu, BianoBiganbHOI 3a 34iCHEHHSI
roTOBOro NPOAYKTY); dapmakoHarnsaay (BKMOYarym KOHTaKTHI AaHi) Ta/abo 3miHn y
DdeppiHr-Jleumea, po3MiLLeHHi MacTep-thanna cuctemy hapmakoHarnsgy) - amiHa
a.c., Yecbka KOHTaKTHOT 0COBM YyNOBHOBaXEHOI 0COOM 3asiBHIKA,
Pecnybnika BiANOBIAanNbHOI 3a 34iiCHEHHS hapmakoHarnsay B YKpaiHi.
(BignoBiganbHuM 3a MponoHoBaHa pegakuis: Kyuma Bonogummnp OnekcaHgposuy.
BTOPUHHE 3MiHa KOHTaKTHUX AaHUX KOHTAKTHOT 0CobM YNOBHOBaXeHOI 0cobu
nakyBaHHS) 3asBHUKa, BiAMNOBIAANbHOI 3a 34iiCHEHHS dhapmakoHarnsay B
YkpaiHi
262 TPAYMENb C | mazbno 50ry Bionoriwe HimeyumnH Bionoriwe HimevuunHa BHECEHHS 3MiH 0 peecTpaLinHMxX maTtepiania 3MiHu | Tuny - 3MiHK be3 UA/5934/01/01
Ty6i, no 1 Ty6i B Xannbemitrens a Xannemitrens oo 6esnekn/edekTMBHOCTI Ta dhapmakoHarnsaay. BeeaernHs abo | peuenma
KOpOOGLi 3 KapTOHY Xeenb 'MBX Xeenb M'M6X 3MiHM [0 y3aranbHEeHUX AaHuX Npo cuctemy dapmakoHarnsgy
(BBEOEHHS y3aranbHeHVX AaHnX Npo cucTeMy chapmMakoHarnsiay,
3MiHa YNoBHOBa)eHOi 0cobw, BignoBiaanbHoI 3a 34ilCHEHHS!
hapmakoHarnsiay; KOHTakTHoOi 0cobu 3 hapmakoHarnsay 3asiBHUKa
Ons 3giicHeHHs chapMakoHarnsgy B YKpaiHi, SKLWO BOHA BigMiHHa
Bi yNnOBHOBakeHOi 0cobw, BignoBiaanbHOI 3a 34iCHEHHS!
papmakoHarnsay (BKMoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MiLLeHHi MacTep-thanna cuctemy hapmakoHarnsgy) - amiHa
KOHTaKTHOI 0cobM 3asiBHUKA, BiANOBIAANbHOI 3a 3AiICHEHHS
apmakoHarnagy B YkpaiHi: [ponoHoBaHa peaakuis —
LLlanoBanosa IHHa AHaToniiBHa. 3MiHa KOHTAKTHUX AaHUX
KOHTaKTHOI 0CcOobM 3asiBHUKA, BiANOBIAANbHOI 3a 3AiICHEHHS
dapmakoHarnagy B YkpaiHi
263, TPAYMEIb C | Tabnetku, no 50 Bionoriwe HimeyuunH Bionoriwe HimevuunHa BHECEHHS 3MiH 0 peecTpaLinHmMx maTtepianis 3mMiHu | Tuny - 3MiHK be3 UA/5934/02/01
Tabnetok y XannbmitTTenb a XannbmitTTenb Lwopao 6esnekn/edekTMBHOCTI Ta dhapmakoHarnsaay. BeegernHs abo | peuyenma
KOHTeWHepi Xeenb 'M6X Xeenb M6X 3MiHM [0 y3aranbHEeHUX AaHuX Npo cuctemy dapmakoHarnsgy

noninponineHoBom
y, no 1

(BBEAEHHS Y3aranbHEHUX AaHMX Npo cucteMy dhapmakoHarnaay,
3MiHa ynoBHOBa)keHOi 0cobu, BiANoBiganbHOI 3a 34iNCHEHHS
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n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
KOHTEeWHepy B hapmakoHarnsiay; KOHTakTHOi ocobu 3 hapmakoHarnsay 3asiBHUKa
KOpOOGLi 3 KapTOHY Ons 3giicHeHHs chapMakoHarnsgy B YKpaiHi, SKLWO BOHA BigMiHHA
Bi yNOBHOBaXkeHOi 0cobw, BignoBiganbHOI 3a 34iCHEHHS!
dapmakoHarnsay (BKMYarym KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MiLLeHHi MacTep-channa cuctemy hapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CcOobM 3asiBHUKA, BiANOBIAANbHOI 3a 3AiICHEHHS
dapmakoHarnsgy B YkpaiHi: NponoHoBaHa pepakuis —
LLlanoBanosa IHHa AHaToniiBHa. 3MiHa KOHTAKTHUX AaHUX
KOHTaKTHOI 0cOobM 3asiBHUKA, BiANOBIAANbHOI 3a 3AiICHEHHS
dapmakoHarnagy B YkpaiHi
264, TPAYMENbC | renbno50ry Bionoriwe HimeyuunH Bionoriwe HimeuuunHa BHECEHHS 3MiH 0 peecTpaLinHmMx maTtepiania 3mMiHu | Tuny - 3MiHK be3 UA/5934/04/01
FENb Ty6i, no 1 Ty6i B Xannemitrens a Xannbemitrens Lwopo 6esnekn/edekTMBHOCTI Ta dhapmakoHarnsaay. BeegenHs abo | peuenma
KopobLji 3 KapTOHY Xeenb MM6X Xeenb MM6X 3MiHWM [0 y3aranbHeHVX AaHNX Npo cuctemMy bapmMakoHarnsgy
(BBEOEHHS y3aranbHeHVX AaHuX Npo cucTeMy chapmMakoHarnsay,
3MiHa YNoBHOBa)eHOi 0cobwu, BignoBiaanbHOI 3a 34ilCHEHHS!
hapmakoHarnsigy; KOHTakTHOi ocobu 3 hapmakoHarnsay 3asiBHUKa
Ons 3aiicHeHHs chapMakoHarnsgy B YKpaiHi, SKLWO BOHA BigMiHHa
Bi yNOBHOBakeHOi 0cobw, BignoBiaanbHOI 3a 34iCHEHHSI
dapmakoHarnsay (BKMOYarym KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MiLLeHHi MacTep-thanna cuctemy hapmakoHarnsgy) - amiHa
KOHTaKTHOI 0cOobM 3asiBHUKA, BiANOBIAANbHOI 33 3AiICHEHHS
dapmakoHarnsgy B YkpaiHi: NponoHoBaHa pepakuis —
LLlanoBanosa IHHa AHaToniiBHa. 3MiHa KOHTAKTHUX AaHUX
KOHTaKTHOI 0CcObM 3asiBHUKA, BiANOBIAANbHOI 3a 3AiCHEHHS
dapmakoHarnagy B YkpaiHi
265, TPUXOMON® | Ttabnetku no 250 dapmaneBTuy Monbwa dapmaLeBTUYHUIA Monblwa BHECEHHS 3MiH 0 peecTpauinHmMx maTtepianis 3miHu | Tuny - 3a UA/1306/01/01
mr no 10 TabneTok HWUIA 3aBOf, 3aBog BHECEHHS 3MiH A0 po3ainy “MapkyBaHHa” MKA J13; peuenmom
y 6nicTepi; no 2 "TOJIb®APM "TIOJIb®APMA" 3anponoHoBaHo: Po3ain. MapkyBaHHs (BignosigHo Ao
6nictepu B A" C.A. C.A. 3aTBEPAKEHOro TEKCTY MapKyBaHHs). BBegeHHS 3MiH npoTsirom 6-
KapTOHHIN nayui X MicsiLiB nicns 3aTBEpAXEHHSs!
266, TPUXOMON® | Tabnetkn dapmaueBTuy Monbwa dapmaLeBTUYHI Monblwa BHECEHHS 3MiH 0 peecTpauinHmx maTtepianis 3mMiHu | Tuny - 3a UA/1306/02/01
BariHanbHi 500 mr; HWIA 3aBof BMPOGHMLTBA BHECEeHHS 3MiH 4o po3ainy “MapkyBaHHs” MKA N3; peuenmom
no 10 Tabnetok y "MOJIbdAPM Monbcapma C.A. 3anponoHoBaHo: MapkyBaHHS (Bi4MOBIAHO [0 3aTBEPAXKEHOTO
6nicTtepi; no 1 A" C.A. TEeKCTY MapKyBaHHs1). BBegeHHS 3MiH npoTarom 6-x micsAuiB nicns
6nictepy y 3aTBEPOKEHHS
KapPTOHHI Kopobui
267 TYBEPKYIIH | posuuH ans TOB YkpaiHa TOB "NIOM'EP YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/16762/01/01
nnpg RT 23 iH'ekuin 2 TO/0,1 "MIIOM'EP DOAPMA" 3 sikocTi. FoTOBUIA Nikapcbkuii 3acic. Cuctema peuenmom
SSI mn; no 1,5 mn DPAPMA" (BMPOOHMLTBO 3 KOHTeWHep/3aKynoptoBarnbHuiA 3aci6. 3mMiHa po3mipy ynakoBKu

po3unHy (15 go3s)
y cbnakoHi; no 1
dnakoHy y
KoMmMnekTi 3 15
camMobnokyr4nMm
Lnpuuamm y
KOHTYPHIW
YapyHKOBIN
ynakoBLji abo 6e3
KOHTYPHOI
YapyHKOBOI
YNakoBKM y

nakyBaHHs in bulk

ipmMun-BUpo6HMKa

En Oxen BakumHec
Ew/Ec, OaHisi)

rOTOBOrO fikapcbKoro 3acoby (BUMy4YeHHs yNakoBKU NEBHOMO
po3mipy). BunyyeHHs ynakoBku nikapcbkoro 3acoby (no 10
NakoHiB Y KOHTYPHIln YapyHKOBI ynakoBLi abo 6e3 KOHTYpHOI
YapyHKOBOI YMaKOBKM Y KApTOHHI kopobLi). 3miHu | Tuny - 3miHK
wono 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay (iHwi 3amiHu).
3MiHU LOA0 BUKOPUCTaHHS CaMOBMOKyHUMNX LNpULIB B IHCTPYKLT
Onst MEAWYHOrO 3aCTOCYBaHHS fikapcbkoro 3acoby Ta BUNyYeHHs!
iHdbopmaLii Woa0 BUKOPUCTaHHSA 04HOPa30BUX LUNPULIB,
BHaCNiAOK BUIy4YeHHS BMAYy ynakoBku no 1.5 mn posuuHy (15 pos)
y cbrakoHi, 3 BigNOBIAHMMM 3MiHAMKN B TEKCTi IHCTPYKUiT Ans
Me[MYHOro 3acTocyBaHHs B po3zinax "Ocobnusi 3axoau 6e3nekun”,
"Cnoci6 3acTocyBaHHsi Ta fo3u", "YnakoBka" Ta pegaryBaHHs
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n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
KapTOHHI kopoOui po3giny "Moka3aHHsA". 3miHu | Tuny - 3miHK Woao
6e3nekn/edekTMBHOCTI Ta papmakoHarnsay (iHwi 3miHu).
BHeceHHs 3MiH 4O TeKCTY MapKyBaHHS flikapcbKoro 3acoby Ta
MeTOoZiB KOHTPOIIO SIKOCTi, @ came 3a3HavyeHHs Tuny wnpuua.
BatBepmpkeHo: 15 wnpuuis. 3anponoHoBaHo: 15 camobroky4mx
LNpuLiB.
268. YBIXIHOH po34nH Ans Bionoriwe HimeyuunH Bionoriwe HimeuuunHa BHECEHHS 3MiH O peecTpaLinHmMx maTtepianis 3MiHu | Tuny - 3MiHK 3a UA/0018/01/01
KOMMNO3UTY | iH'ekuin, no 2,2 mn XannbMmiTTenb a XannbmiTTenb oo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay. BeeaeHHst abo | peuenmom
M B amnyni; no 5 Xeenb M6X Xeenb M6X 3MiHWM [0 y3aranbHeHVX AaHWUX Npo cucTemMy hapmMakoHarnsgy
amnyn y KOHTYPHin (BBEOEHHS y3aranbHeHVX AaHnX Npo cuctemy chapmakoHarnsgy,
YapyHKOBIN 3MiHa ynoBHOBaXeHOi 0cobu, BianoBigansHOI 3a 34iCHEHHSI
ynakoBLi; no 1 hapmakoHarnsiay; KOHTakTHOi ocobu 3 hapmakoHarnsay 3asBHUKa
KOHTYpHi# Ons 34iCHeHHs dhapmakoHarnsgy B YKpaiHi, SiKLLO BOHa BigMiHHa
YapyHKOBIN Bi ynoBHOBaxeHOi ocobu, BianoBiganbHOI 3a 3aiCHEHHSI
ynakoBLji B dapmakoHarnsaay (BKMOYarym KOHTaKTHI AaHi) Ta/abo 3miHn y
KopobLi 3 KapTOHY; po3MilLieHHi MacTep-daina cuctemu papmakoHarnsay) - aMmiHa
no2,2mvmne KOHTaKTHOI 0CO0M 3asiBHUKa, BianoBiaanbHoI 3a 3AiNCHEHHS
amnyni; no 5 hapmakoHarnsgy B YkpaiHi: NponoHoBaHa pepakuis —
amnyn y KOHTYPHin LLlanoBanoBa IHHa AHaToniiBHa. 3MiHa KOHTaKTHUX AaHUX
YapyHKOBIN KOHTaKTHOI 0COOM 3asiBHUKa, BianoBiaansbHoI 3a 3AiNCHEHHS
ynakosi; no 20 dapmakoHarnsay B YkpaiHi
KOHTYPHMX
YapyHKOBUX
yNakoBOK y
KopobLi 3 KapTOHY;
no2,2mvne
amnyni; no 5
amnyn y KOHTYPHin
YapyHKOBIN
ynakoBLi; no 2
KOHTYPHMX
YapyHKOBUX
yMakoBOK y
KOpobLi 3 KAPTOHY
269.) YTPOXECTA | kancynu no 100 BeseH Benbris BMPOGHULITBO DdpaHuis/ BHECEHHS 3MiH 0 peecTpauinHmMx maTtepianis: TexHiYHy NOMUmKy 3a UA/2651/01/02
H® Mr; no 15 kancyn y Xenckea CA Hepo3dacoBaHoi Icnanis/ BMNpPaBIeHO B IHCTPYKLUii ANS MEAUYHOro 3aCTOCYBaHHS peuenmom
6nictepi, no 2 npoaykujii: Benebriga nikapcbkoro 3acoby (dopaTtok 27). BATBEP>KEHO:
6nictepu B Kancymxenb UTROGESTAN®/YTPOXXECTAH®, kancynu no 100 mr Ne 30
KapTOHHiI kopobLyi Mnoepmens, (15x2) y 6nictepax, kancynu no 200 mr Ne 15 (14x2) y 6nictepax.
PpaHuis; 3AMNPOIMNMOHOBAHO: UTROGESTAN®/YTPOXECTAH®,
BUPOGHULITBO kancynu no 100 mr Ne 30 (15x2) y 6nictepax, kancynu no 200 mr
Hepo3dacoBaHoi Ne 14 (14x2) y 6nictepax. Po3gain «Cknag» (2ONOMiXHI pe4oBUHM):

npoaykuii, NnepBuHHa
Ta BTOPWHHA
ynakoBKa, KOHTPOIb
SIKOCTIi, 4O3BIN Ha
Bunyck cepii: CiHgea
dapma, CJ1, IcnaHis;
nepBuHHa Ta
BTOPWHHA ynaKkoBka,
KOHTPOMb SKOCTI,

SATBEP)XEHO: Cknag: gitova pe4oBuHa: NporectepoH; 1
Karcyrna MiCTUTb NporecTepoHy MikpoHizoBaHoro 100 mr abo 200
MT; JOMOMDKHI PEYOBMHU: OFisi COHSALLUHWMKOBA, NELMUTUH COEBUN,
XenaTtuH, rmiBuepwH, TutaHy giokeug (E 171), Boga oumnieHa.
3AMNPOINMOHOBAHO: Cknaga: gito4a pevyoBuHa: NporectepoH; 1
Kancyna MiCTUTb NporecTepoHy MikpoHizoBaHoro 100 mr a6o 200
MT; JOMOMDKHI PEYOBMHU: OFisi COHSALLUHWMKOBA, NELMUTHH COEBUN,
XenaTuH, rniuepuH, Tutady giokeva (E 171), Boga ouuileHa.
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Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
[03BiN Ha BUNYCK
cepii: beseH
MeHbtodekuypiHr
Benpxiym CA,
Benbris
270, YTPOXECTA | kancynu no 200 BeseH Benbris BUPOOHMLUTBO DdpaHuis/ BHECEHHS 3MiH 10 peecTpauiiHiX maTepianiB: TexHi4Hy NOMUIKy 3a UA/2651/01/01
H® Mr, No 7 kancyny Xenckea CA Hepo3dacosaHoi Icnanis/ BUNPABMEHO B iHCTPYKLIi AN MeQUYHOro 3aCToCyBaHHS peuenmom
6nictepi, no 2 npoaykuii: Benebris nikapcbkoro 3acoby (Oopatok 27). BATBEPO>KEHO:
Gnictepu B Kancyoxenb UTROGESTAN® /YTPOXECTAH®, kancynu no 100 mr Ne 30
KapTOHHiI kopobLyi Mnoepmens, (15x2) y 6nictepax, kancynu no 200 mr Ne 15 (7x2) y 6nictepax.
PpaHuis; 3AMNPOMOHOBAHO: UTROGESTAN® /YTPOXXECTAH®,
BMPOGHMLITBO kancynu no 100 mr Ne 30 (15x2) y 6nictepax, kancynu no 200 mr
Hepo3dacoBaHoi Ne 14 (7x2) y 6nictepax
npoaykuii, nepBnHHa
Ta BTOPWHHA
ynakoBka, KOHTPOmb
SAKOCTI, A03BiN Ha
Bunyck cepii: CiHoea
dapma, CJ1, IcnaHis;
nepBuHHa Ta
BTOPVHHA YNaKoBkKa,
KOHTPOMb AKOCTI,
[003BiN Ha BUNYCK
cepii: beseH
MeHbtodekuypiHr
Bengxiym CA,
Benbris
271 YTPOXECTA | kancynu no 200 BeseH Benbris BMPOGHULITBO DdpaHuis/ BHECEHHS 3MiH O peecTpauinHmMx maTepianis: TexHiYHy NOMUmKy 3a UA/2651/01/01
H® Mr, No 7 kancyny Xenckea CA Hepo3dacosaHoi Icnanis/ BUNPABMEHO B iHCTPYKLIi ANS MeQUYHOro 3aCToCyBaHHs peuenmom
6nictepi, no 2 npoaykujii: Benebriga nikapcbkoro 3acoby (dopaTtok 27). BATBEP>KEHO:
6nictepu B Kancymxenb UTROGESTAN®/YTPOXXECTAH®, kancynu no 100 mr Ne 30
KapTOHHI kopobLyi Mnoepmens, (15x2) y 6nictepax, kancynu no 200 mr Ne 15 (14x2) y 6nictepax.
PpaHuis; SAMNPOIMNMOHOBAHO: UTROGESTAN®/YTPOXECTAH®,
BMPOGHMLTBO kancynu no 100 mr Ne 30 (15x2) y 6nictepax, kancynu no 200 mr
Hepo3dacoBaHOi Ne 14 (14x2) y 6nictepax. Po3ain «Cknag» (4oNoMiXXHI pe4oBUHM):
npoaykuii, NnepBuHHa SATBEP)XEHO: Cknapg: gitova pe4oBuHa: NporectepoH; 1
Ta BTOPVHHA Kancyna MiCTUTb NporecTepoHy MikpoHizoBaHoro 100 mr a6o 200
ynakoBKa, KOHTPOIb MTr; JOMOMDKHI PEYOBMHU: OFisi COHSILLUHWMKOBA, NELUTUH COEBUN,
SIKOCTi, 4O3BIN Ha XenaTtuH, rmiBuepwH, TutaHy giokeung (E 171), Boga oumieHa.
Bunyck cepii: CiHoea SAMNPOIMOHOBAHO: Cknag; gito4a pevyoBuHa: NporecTepoH; 1
dapma, CJ1, IcnaHis; Karcyrna MiCTUTb NporecTepoHy MikpoHizoBaHoro 100 mr abo 200
nepBuHHa Ta MF; AOMOMiXKHI PEYOBUHW: ONist COHALLHUKOBA, NELMUTUH COEBUN,
BTOPWHHA yNaKkoBKa, XenaTtuH, rmiuepwH, TuTany giokevg (E 171), Boga ounwena.
KOHTPOMb SIKOCTI,
[03BiN Ha BUNYCK
cepii: beseH
MeHbtodekvypiHr
Benpxiym CA,
Benbris
272 ®JNAMIOE3 Masbno 20ry OpraHocuH IHais EHK'to6 ETikan3 IHais BHECEHHS 3MiH 40 peecTpauinHmx maTtepianis 3miHu |l Tuny - 3miHa be3 UA/1920/02/01
PITOMNKC KOHTelHepi; no 1 Jandg Mpawsit JlimiTeg BMpOBHMKa BMXiQHOrO/NpOMiXKHOro NpoayKTy/peareHTy, Lo peuenma
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n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
KOHTEeWHepy B CaeHcua MNBT. BMKOPWCTOBYIOTbCH Y BUpobHuyomMy npoueci API, abo amiHa
nayui; no 20 r abo nra. BMPOGHMKa (BKIOYakoun, e HeobxiaHo, MicLe NpoBeAeHHs
no 40 r y Ty6i; no KOHTporto sikocTi) A®I; cynyTHS 3miHa: BUNMyYeHHS BUPOBHMYOI
1 Ty6i y KapTOHHIN OinbHULI (BKMoYaroun AinbHui ans AD|, NpPOMiIXXHOTO NPoayKTy
nayui abo roToBoro nikapcbkoro 3acoby, AinbHULI ANst NPOBEAEHHS!
nakyBaHHsi, BUpOOHWKa, BiANoBiAanbHOro 3a BMNyck cepin, Micue
npoBeaeHHS KOHTPOI cepii) abo nocTavyanbHUKa BUXiAHOTO
marepiany, peareHTy abo JOMNOMIXHOI pe4OBUHU - BBEAEHHS
BnpobHmka APl Kamgopu Oriental Aromatics Limited, India Ta
nocnifoBHe BUNYyYeHHs 3aTBepakeHoro BupobHuka APl Orchid
Chemicals, India; 3miHun Il TUNy - BBEAEHHS1 4OOATKOBOro
BupobHuka A®I onii TepneHTnHOBOT Himachal Terepene Products
Pvt. Ltd., India
273. ®JTIYKOHA30O | nopouuok MpAT YkpaiHa "nenmapk Jland IHais BHECEHHS 3MiH 40 peecTpauinHMX maTtepianis: 3miHu | Tuny - - UA/15256/01/01
n KpUCTaniyHum "TexHonor" CalieHcis Jlimiten AnMiHicTpaTmBHi 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu
(cybeTaHuis) y 3asiBHUKA (BnacHWKa peecTpaLinHoro NocBig4yeHHs) - 3aMiHa agpecu
NOABINHNX 3asBHUKA; 3MiHM | TUNY - AAMiHICTpaTMBHI 3MiHW. 3MiHa
nakeTax 3 nniBku HalMeHyBaHHS Ta/abo agpecu MicLsa NpoBagKeHHS AisnbHOCTI
nonieTuneHoBoi BMPOGHMKa (BKIOYakouun, 3a HeObXiAHOCTI, MicLle MPOBeAEHHS
ansi KOHTPONIO sIKOCTi), abo BnacHuka macTtep-canna Ha Adl, abo
dapmaLeBTUYHOr noctayanbHuka Adl/BuxigHoro maTepiany/peareHTy/npomikHOro
0 3aCTOCYBaHHS NPOAYKTY, L0 3aCTOCOBYOTbCH Y BUpobHUUTBI API (sKLo
3a3HayYeHo Yy 0CbE Ha Nikapcbkuii 3acib) 3a BigcyTHOCTI
cepTudpikaTa BignosigHOCTI €Bponencekii hpapmakonei y
3aTBEpAKEHOMY A0Ckbe, ab0 BUPOOHMKa HOBOT JOMOMIDKHOT
PEYOBUHY (SIKLLO 3a3HaYEHO Y AOChE) - 3MiHA HaNMEHYBaHHS
BMpobHuka API donykoHasony, 6e3 3amiHM Micusi BUpoGHULTBA
274, ®NTYKOHA3O | kancynu TBepai no TOB «TeBa YkpaiHa AT YropwuHa BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/16524/01/01
N-TEBA 50 mr: no 7 a6o 10 YkpaiHa» dapmaLeBTUYHUIA AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom
Kancyn y 6nicrepi; 3aBog TEBA 3asBHUKa (BracHUKa peecTpauiinHoro noceig4yeHHs) 3miHa agpecu
no 1 6nictepy B 3asiBHUKA
KopooLi
275, ®JIYKOHA3O0 | kancynu TBepai no TOB «TeBa YkpaiHa AT YropwuHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 3a UA/16524/01/02
N-TEBA 100 mr: no 7 abo YkpaiHa» dapmaLeBTUYHUIA AnMiHicTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu peuenmom
10 kancyny 3aBog TEBA 3asiBHUKa (BNaCcHUKa peecTpauinHoro noceigyeHHs) 3miHa agpecu
6nictepi; no 1 3asBHUKA
6nictepy B
KOpOoOGLi
276, ®JIYKOHA3O | kancynu TBepai no TOB «TeBa YkpaiHa AT YropwuHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - bes UA/16524/01/03
N-TEBA 150 mr: no 1 YkpaiHa» dapmaLeBTUYHUIA AnMiHicTpaTuBHI 3MiHU. 3MiHa HallMeHyBaHHs Ta/abo agpecu peuernma
Kancyni 'y 6nicrepi; 3aBog TEBA 3asiBHUKa (BNacHWKa peecTpauinHoro noceigyeHHs) 3miHa agpecu
no 1 6nictepy B 3asBHUKa
KopooLi
277, ®NIYKOHA3O0 | kancynu TBepai no TOB «TeBa YkpaiHa AT YropwuHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 3a UA/16524/01/04
N-TEBA 200 mr: no 1 abo 4 YkpaiHa» dapmaueBTUYHUIA AnMiHicTpaTmBHi 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuernmom
abo 7 abo 10 3aBog TEBA 3asiBHUKa (BNacHWKa peecTpauinHoro noceigyeHHs) 3miHa agpecu
Kancyn y 6nicrepi; 3asBHUKa
no 1 6nictepy B
KopooLi
278 ®NYUMHAP® | masb, 0,25 mr/r; no | TOB «BAYLL YkpaiHa dapmsaBog €nbca Monbwa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/1720/01/01
151y TY6i; no 1 XENC» AT. AZMiHiCTpaTVBHI 3MiHW. 3MiHa HalMeHyBaHHS Ta/abo agpecu peuyenmom
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n 3acoby noceid4yeHHs1
Ty6i B KQPTOHHIN 3asiBHUKa (BracHUKa peecTpauinHoro noceig4eHHs). 3MiHa
KopooLi HaViMeHyBaHHS 3asiBHUKa (BNacHMKa peecTpauinHoro
noceigyeHHs). BBegeHHs 3MiH npoTarom 6-Tv micAuiB nicns
3aTBEpPOKEHHS.
279., ®OPIHEKC crnpew HasanbHUNn, AT "dapmak” YkpaiHa AT “dapmak” YkpaiHa BHECEHHS 3MiH 40 peecTpauinHMxX maTtepianis: 3miHu | Tuny - 3a UA/14953/01/01
cycneHsig 50 (nakyBaHHS i3 AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuenmom
MKr/gosy, no 140 dopmum in bulk MicLl NpOBaXXEHHS OisNbHOCTI BUPOOHUKa/iMnopTepa rotoBoro
003 y hnakoHi 3 ipMun-BUpo6HMKa nikapcbKkoro 3acoby, BKM4a4u AinbHULUI BUNycky cepii abo micue
Hacocom- AnoTekc IHK., npoBefeHHs KOHTPOIIO SIKOCTI. (JiSNbHICTb, 3a AKy Bignosigae
[03aTOpPOM 3 Kanapa) BMPOGHMK/iIMNOpTEp, BKIOYaKUM BUMYCK CEPilt) - 3MiHa Ha3BM i
po3nunioBayemM appecu BUpobHuka, 6e3 3MiHM MicLisi BUPOOHMLTBA, @ TakoX 3MiHU
Ha3anbHOro BHECeHi B po3ainu "BupobHuk" Ta "MicLiesHaxooKeHHs BUpobHMKa
NPU3HAYEHHS; No Ta agpeca Micusa NpoBafkeHHS NOro AisnbHOCTI" B iHCTPYKLi0 Ans
1 donakoHy y nauyui MeZMYHOro 3aCTOCYBaHHSI NikapCbkoro 3acoly, sik HACMigokK -
OHOBMEHHS TEKCTY MapKyBaHHS YMaKoBKU flikapcbKoro 3acoby
(BBepeHHs1 3MiH MPOTAroM 6-Tv MicSLIB NiCns 3aTBEPMKEHHS);
3MiHuM | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa HalilMeHyBaHHS
Ta/abo agpecw 3asiBHVKa (BNacHVKa peecTpauiiHoro NocBigYeHHs)
- 3MiHa Ha3BM Ta agpecu 3asiBHKKa (BBegeHHs 3MiH NpOTsromM 6-Tn
MicsLiB nicnsi 3aTBEpAKEHHS); 3MiHK | Tuny - 3MiHK Wwoao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnaay (iHwi 3miHu) -
OHOBIEHHS BXE 3aTBEPAXXEHOro TEKCTY MapKyBaHHSA NepBUHHOI Ta
BTOPWUHHOI ynakoBku J13; BHeCeHHs 3MiH 4o po3ainy “MapkyBaHHs"
MKA N3 (BBeaeHHs 3miH npoTarom 6-tu micsuis nicns
3aTBEPAKEHHSI)
280., ®OCOHOOMIUN | rpaHynu ans TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpauinHmMx maTtepianis 3miHu | Tuny - 3a UA/17168/01/01
H oparbHoro "AcTtpacapm” "ACTPAGAPM" BHECEHHS 3MiH A0 po3ainy “MapkyBaHHa” MKA J13: peuenmom
po3unHy no 3ry 3anponoHoBaHo: MapkyBaHHs. BignosigHo 0o 3aTBepaXeHoro
cale, no 1 cawe y TEKCTY MapKyBaHHsI Ta OHOBIIEHHS 3aTBEPAXXEHOIO TEKCTY
KopobLi MapKyBaHHS ynakoBok J13
281.) XENENb Tabnetku, no 50 Bionoriwe HimeyumnH Bionoriwe HimevunHa BHECEHHS 3MiH O peecTpaLinHmMx maTtepiania 3mMiHu | Tuny - 3MiHn 6e3 UA/7887/01/01
Tabnetok y Xaunnbmittens a Xaunnbmitrens oo 6esnekn/edekTMBHOCTI Ta dhapmakoHarnsay. BeenerHs abo | peuenma
KOHTEWHepi Xeenb MM6X Xeenb MM6X 3MiHWN [0 y3aranbHeHVX AaHNX Npo cucTemMy bapmMakoHarnsgy
noninponineHoBom (BBEAEHHS y3aranbHeHUX AaHMX NPo cuctemy dapmakoHarnsay,
y; no 1 3MiHa ynoBHOBaXeHOi ocobu, BianoBigansHOI 3a 34iCHEHHSI
KOHTEeWHepy B hapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsaay 3asBHUKa
KOpOOGLi 3 KapTOHY Ons 3aiicHeHHs chapMakoHarnsgy B YKpaiHi, SKLWO BOHA BigMiHHa
Bi ynoBHOBaxeHOi ocobu, BianoBiganbHOI 3a 3aiCHEHHSI
dapmakoHarnsaay (BKMOYaKym KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MiLLeHHi MacTep-channa cuctemy hapmakoHarnsgy) - amiHa
KOHTaKTHOI 0CO0M 3asiBHUKa, BianoBiaanbHoI 3a 3AiNCHEHHS
hapmakoHarnsay B YkpaiHi: NponoHoBaHa pepakuis —
LLlanoBanosa IHHa AHaToniiBHa. 3MiHa KOHTAKTHUX AaHNX
KOHTaKTHOI 0CO0M 3asiBHUKa, BianoBiaanbHoI 3a 3AiNCHEHHS
dapmakoHarnsay B YkpaiHi
282 XENEINb H po34nH Ans Bionoriwe HimeyumnH Bionoriwe HimevuunHa BHECEHHS 3MiH 40 peecTpaLinHmMx maTtepianis 3MiHu | Tuny - 3MiHn 3a UA/5818/01/01
iH'ekuin, no 1,1 mn XannbMmiTTenb a XannbMmiTTenb Lwono 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay. BeeaeHHst abo | peuenmom
B amnyni; no 5 Xeenb M6X Xeenb M6X 3MiHWN [0 y3aranbHeHVX AaHNX Npo cucTemMy papmMakoHarnsgy

amMnyn y KOHTYpPHiIn
YapyHKOBIN

(BBEOEHHS y3aranbHeHVX AaHnX Npo cucTeMy chapmMakoHarnsay,
3MiHa ynoBHOBaXeHOi ocobu, BignoBigansHoi 3a 3ailCHEHHs!
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ynakosui; no 1, 2 hapmakoHarnsiay; KOHTakTHOi ocobu 3 hapmakoHarnsay 3asiBHUKa
abo no 20 Ons 3giicHeHHs chapMakoHarnsgy B YKpaiHi, SKLWO BOHA BigMiHHA
KOHTYPHMX Bi yNOBHOBaXkeHOi 0cobw, BignoBiganbHOI 3a 34iCHEHHS!
YapyHKOBUX dapmakoHarnsay (BKMOYarym KOHTaKTHI AaHi) Ta/abo 3miHn y
yNaKkoBOK y po3MiLLeHHi MacTep-channa cuctemy hapmakoHarnsgy) - 3miHa
KopobLji 3 KapTOHY KOHTaKTHOI 0COOM 3asiBHMKA, BignoBiganbHoi 3a 34iMCHEHHS
dapmakoHarnsgy B YkpaiHi: NponoHoBaHa pepakuis —
LLlanoBanosa IHHa AHaToniiBHa. 3MiHa KOHTAKTHUX AaHNX
KOHTaKTHOI 0cOobM 3asiBHUKA, BiANOBIAANbHOI 3a 3AiCHEHHS
dapmakoHarnagy B YkpaiHi
283.) XINO-KEA® Kpanni o4Hi; no 10 YPCADGAPM HimeuumnH YPCA®APM HimeuumnHa BHECEHHS 3MiH 40 peecTpauinHMX MaTepianis: 3MiHW | Tuny - 3MiHK be3 UA/9732/01/01
Mny ApuHanmitten a ApuHanmiTTenNb Lwoao 6esnekn/eceKTMBHOCTI Ta dhapmakoHarnsaay (iHwi 3amiHu) - peuenma
baratogo3oBoMy b 'M6X MmM6X BHECEHHS 3MiH A0 po3ainy “MapkyBaHHa” MKA J13. 3miHn BHeceHo
KOHTelHepi 3 y TEKCT MapKyBaHHs! yNakoBKM Nikapcbkoro 3acoby (BeeaeHHs
NOBITPOHENPOHMKH 3MiH NMPOTAroM 6-Tu MiCSALIB MiCNsA 3aTBEPMKEHHS); 3MiHu | Tuny -
MM Hacocom Ta AamiHicTpaTvBHI 3MiHW. 3MiHa Ha3BU NikapcbKoro 3acoby -
KoBMaykom; no 1 3ateepaxeHo: XINNO®-KEA 3anponoHoBaHo: XIJTO-KEA®
KOHTEeWHepy B (BBepeHHS 3MiH MPOTArom 6-Tv MicsALIB MiCNsa 3aTBEPIKEHHS)
KapTOHHI Kopobui
284, XIMOTPUINC niodpinizat gnsa TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH 40 peecTpauinHmx matepianis: 3miHm Il Tuny - 3a UA/2347/01/01
WUH PO34MHY ANd "BIO®APMA" "BIO®APMA" 3miHu 3 AkocTi. FoToBuUIA nikapcbkuid 3acib. Onuc Ta cknag. 3miHa'y | peuernmom
KPUCTANNIYH | iH'ekuin no 0,01, cknagi (AonoMiKHUX peyoBMHaX) FOTOBOIO MikapcbKoro 3acoby
nn 5 cdnakoHiB 3 (iHWi 3MiHK) - 3MiHa BBOAWTLCSA Yy 3B'A3KY i3 NpUBEAEHHAM
niodinizatom y [OOMOMIXKHMX PEYOBUH Y BiANOBIAHICTb 40 apXiBHMX MaTepianis
6nicTepi; no 2 BMPOGHMKa, a caMe BUHOCSATLCS OOMOMiXKHI pEe4YOBUHU: NIUMOHHA
6nictepu y nayui 3 KucnoTa mMoHorigpaT (dyHKUioHanbHa XxapakTepucTuka —
KapToHy; 5 amnyn OydbepHuii areHT) i HaTpilo uMTpaT gurigpart (yHKUioHaneHa
3 nioghinizatom y XapakTtepucTuka — 6ydepHUii areHT), Lo BUKOPUCTOBYBAINCH Y
6nictepi; no 2 BMPOGHMUTBI NikapCcbkoro 3acoby Ha eTani NpUroTyBaHHs
Gnictepun y nayui 3 NPOMiXKHOI NPoAyKLii y cknag AornomikHux pevosuH J13. BiocyTHi
KapTOHY 3MiHW Y cknagi Ta y npoueci BUpOGHMLTBA Nikapcbkoro 3acoby. A
TaKoX 3MiHW BHECeHO A0 IHCTpyKLUii Ans MeanYHOro 3acToCyBaHHS
nikapcbkoro 3acoby go po3sginis "Cknag", "OcobnusocTi
3acTtocyBaHHS" Ta 4o KopoTkoi xapaKTepucTMKM MikapCbKoro
3acoby Ao po3sainis "2. AkicHuiA i kinbkicHKU cknag", "4.5.
OcobnuBi 3acTepexxeHHs Ta 3anobixkHi 3axoam Npu 3acTocyBaHHi."
3 BiANOBIOHUM OHOBIEHHSAM TEKCTY MapKyBaHHS YNaKoBKW.
BBeaeHHs 3MiH NpoTArom 3-X MicsLiB Nicns 3aTBePAXKEHHS.
285 XINNOPrEKCHU pPO34MH ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - 3aMiHu 6e3 UA/14616/01/01
OWH-BIONA 30BHILLHBLOIO dapmanesTuy dapmaueBTMYHa [0 IHCTPYKLIT Anst MeguyYHOro 3acTocyBaHHS Nikapcbkoro 3acoby peuenma
3acTOCyBaHHS Ha cpabpuka abpuika "Biona" o po3ginis "OcobnueocTi 3actocyBaHHs", "Mepeno3syBaHHs",
0,05% no 100 mn "Biona" "MoGiyHi peakuii" BiANOBIAHO 4O OHOBMNEHOI iHopMaLlii 3 6e3nekn
y brakoHi 3aCTOCyBaHHSA Ait040i pevyoBUHU
nonimepHomy, no
1 cpnakoHy B
nayui, no 100 abo
no 200 mny
dnakoHi
noniMepHomy
286., XNOPTANIQO | nopowok MpAT YkpaiHa MEHALIOHA, C.J1. Icnanis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3MiHn - UA/7151/01/01
H (cybeTaHuis) y "dPapmaueBTn 3 akocTi. A®I. CtabinbHicTb. 3MiHa nepiogy NOBTOPHMX
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nakeTax YHa hipma BunpobyBaHb/nepioay 36epiraHHs abo ymoB 36epiraHHsa ADI (3a
NoABINHNX "OapHuus” BiJCYTHOCTIi Y 3aTBEpKEHOMY JOCbE cepTudikaTa BiANoBIiAHOCTI
nonieTuneHoBmx €BponeWckkin hapmakonei, Wo BktoYae nepiod NOBTOPHOro
ans BMNpobyBaHHs) (iHLWi 3MiHW) - 3aMiHa nepioay 36epiraHHs Ha
dapmaLeBTUYHOr nepioq NoBTOpHOro BuNpobyBaHHs Anst A®| xnopTanigoHy.
0 3aCTOCYBaHHS 3artBepmkeHo: TepMiH npuaaTHOCTI: 5 pokiB. 3anponoHOBaHoO:
TepMmiH nepekoHTposnto — 5 pokie. BBegeHHS 3MiH NpoTArom 6-tu
MicsLiB Micnsi 3aTBEPAXKEHHS.
287.| XONENECAH | kancynu, no 10 MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis 3miHu | Tuny - be3 UA/15899/01/01
® Kancyn y 6nicrepi; "Kuismegnpen "KnisBmegnpenapat” BHECEHHS 3MiH [0 MaTepianiB peecTpauiiHoro gocbe Ha 13 peuenma
no 3 Gnictepu y apat” po3gin 3.2.S.6 Cuctema KoHTelHep/3aKkynoptoBarnbHuiA 3acio Ha
navui A®| LiMuHy nilaHoro KBiTiB €KCTPaKT Cyxvin; 3anpornoHOBaHo:
Cy6cTaHuito nakytoTb Big 2,0 kr 4o 4,0 Kr y MilLKW NonieTneHoBsi.
[MonieTnneHoBi MilKM BKkNagaoTb B Naneposi Millku. Ha miwkun
HaKnewTb ETUKETKY
288., XOHOPOITH emMynbrenb Ans MPAT YkpaiHa MPAT "®ITO®APM" YkpaiHa BHECEHHS 3MiH 40 peecTpauinHmx matepianis 3miHu |l Tuny - be3 UA/17346/01/01
H®- 30BHIiLLHLOrO "®ITOPAPM" BBEZIEHHS1 OAATKOBOro BUPOOHMKa AD| (XOHAPOITUHY HaTpito peuenma
DITODAPM 3acToCyBaHH4, cynbdar) Yantai Dongcheng Biochemicals Co., Ltd., Kutawn
5%; no 25 r abo
40 ry Ty6i, no 1
Ty6i B nayui
289.) LUENEBPEKC kancynu no 200 mr | Tdansep IHK. CWA Bupo6HuLTBO CLA/ BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3MiHu | Tuny: 3miHn 3a UA/4463/01/02
® no 10 kancyn y npenapary in bulk: HimeuunHa 3 sikocTi. FoToBUMIA Nikapcbkumii 3aci6. KoHTporb rotoBoro peuenmom

6nictepi; no 1, abo
no 2, abono 3
Gnictepu y
KapTOHHIl kopoOui

Heondapma IHk.,
CLUA;
Bupo6HuLTBO
npenapary in bulk:
Mdpanzep
dapmactoTikana
JINC, CWA;
Bunyck cepii,
nakyBaHHsi,
MapKyBaHHS,
KOHTPOrb SIKOCTi Npun
BUMNYCKY:
P-®apm [JxepmaHi
M6X, Himeuunna;
MakyBaHHs,
KOHTPOIb SKOCTi Mpu
BWMYCKY, BUMYCK
cepii, MapKyBaHHS:
Mdparnizep
MeHtodekuypuHr
Doiuneng MvbX,
HimeuunHa

nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikauin Ta/abo

[0nNyCTUMUX MEX rOTOBOTO fikapcbkoro 3acoby (A0NOBHEHHS
crneundikaLii HOBUM NOKa3HWKOM 3 BiAMOBIAHUM METOAOM

BMNPoOyBaHHs) — 3MiHW Ao cneumdikauii M13:
- JOMOBHEHHS cneundikauii Ha TepmiH npugaTHocTi 13
nokasHnkom «MB4Yy;
- YTOYHEHHS 3a NOKa3HUKOM «Onucy» Npu BUMYCKY Ta Ha TEPMIH
npvuaaTHOCTI;

- pedakuiviHi NpaBKM 3a NOKa3HUKOM «PO34YMHEHHSI» MPU BUMYCKY;
- pedakuiviHi npaBkK 3a nokasHnkom « OJHOPIAHICTL Macu» npu
BUMNYCKY;

- pedakuiviHi npaBkuK 3a nokasHnkom «MBY» npu BUnycky;
3MiHM BHECEHO B IHCTPYKLIitO ANt MEAUYHOIO 3aCTOCYBaHHS Y pp.
"OcHOBHI hi3nKo-ximiyHi BnacTusocTi"

BBeaeHHs 3MiH NpOTArom 6-Tv MicsILiB MiCNsi 3aTBEPOXKEHHS.
3minu | Tny: 3MiHn 3 skocTi. FoTOBMI Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMUTBI. 3amiHa abo BBeAEHHS 10AATKOBOI AinbHULL
BMPOGHMLTBA ANsi YacTUHM abo BCbOro BUPOBHMYOro npoLecy
roTOBOro MikapcbKoro 3acoby (QinbHWUUS AN BTOPUHHOTO
nakyBaHHs1) - BBEAeHHS anbTepHaTUBHOI AiNbHULi, BiaNoBiganbHOI
3a BTOpuHHe nakyBaHHsi 113 Mdparizep MeHodekuypuHr
Donuneng M'mbX, HimeyunHa. BBegeHHs 3MiH npoTsirom 6-tu
MicsILiB Micnsi 3aTBEPOXKEHHS.
3minu | Trny: 3miHK 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHU y
BMPOBHMUTBI. 3amiHa abo BBeAeHHS AO4ATKOBOI AiNbHUL
BMPOGHMLTBA A5t YacTUHM abo BCbOro BUPOBHMUYOro npoLecy
rOTOBOrO fikapcbkoro 3acoby (AinbHULSA Ans NePBUHHOMO
nakyBaHHs1)
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Ne Haszea @Popma sunycky 3aseHuUkK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o eionycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1

BBEAEHHS anbTepHaTUBHOI AiNbHULI, Bi4NOBigaNbHOI 3@ NepBUHHE
nakyBaHHs 113 MNdparizep MeHtogpekyypuHr Jonuneng MmoX,
HimeyunHa. BBegeHHs 3mMiH NpoTsirom 6-Tu micsauiB nicns
3aTBepmKeHHs. 3MiHn | Tuny: 3miHM 3 akocTi. [oToBMI NikapcbKui
3aci6. 3MiHn y BUpoGHMUTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOHO SIKOCTi FOTOBOTO
nikapcbkoro 3acoby (3amiHa abo goaaBaHHs BUPoOHMKa, LLIO
BignoBigae 3a BBe3eHHsi Ta/abo BuNyck cepii) - Bknroyarouu
KOHTpOnb/BUNpobyBaHHs cepii —

BBE[IEHHS anbTepHATUBHOI AiNbHULI, BiANOBIiAANbHOI 3a BUMYCK
cepii 113, Bkntovatoumn koHTporb cepii MNdanzep MeHodek1ypuHr
Honuneng MmM6X, HimewunHa. 3MiHN BHECEHO B iHCTPYKLUIilO ANs
MeZMYHOro 3acTocyBaHHs y p."BupobHuk” Ta "MicuesHaxoakeHHs
BMPOOHMKa Ta agpeca MicLs NpoBagXKeHHS Noro AisinbHOCTi" 3
BiAMOBIAHVMMM 3MiHAMW Y TEKCTI MapKyBaHHS yMakoBKMW MiKapCbKoro
3acoby. BeegeHHs 3miH npoTtarom 6-Tm Micauis nicns
3aTBEPAKEHHS.

HavyanbHuK Bigainy 3 nutaHb hapmaueBTUYHOI

AianbHocTi [lenapTameHTy peanisauii NONITUK

T.M. JlackoBcbkun




