DopaTtok 1

Ao Haka3y MiHictepcTBa OXOpOHU
3popoB’s YkpaiHu «lpo gepxaBHy
peecTpadito (nepepeecTpadito)
nikapcbKnx 3aco6iB (MegU4HNX
iMyHobGionoriyHux npenapariB) Ta
BHECEeHHS 3MiH [0 peecTpauinHuX
martepianiB»

Big 18 nunHa 2022 poky Ne 1246

NEPENIK
3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONON4YHUX NPENAPATIB), iKI BHOCATbCA OO
AOEPXABHOI'O PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Peknam Homep
n/ JNiKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPOb6HUKa eidnycKky | yeaHHsi | peecmpauiliHo20
n 3acoby ynakoeka) noceio4yeHHs1
1. DL-a- B'AI3Ka pignHa AT YkpaiHa BAC® CE HimeyunHa peecTpauis Ha 5 pokiB - He UA/19538/01/01
TOKO®EPOIY (cybcTaHuis) B "®apmak” nionszae
ALETAT nnacTUKoBUX
KOHTeWHepax Ans
hapmaLeBTU4HOro
3acTocyBaHHS
2. FMIMEPIA-M® TabneTkn, BKpUTI AT Ykpaina AT "KNIBCbKUI YkpaiHa peecTpauis Ha 5 pokis 3a He UA/19539/01/01
oBonoHkoto no 2 mr/ 500 | "KMIBCbK BITAMIHHAW [MepiognyHicTb NogaHHA perynspHo peuenmom | nidnsizae
mr; no 10 TabneTok y nn 3ABOLO" OHOBMIOBAHOTO 3BiTYy 3 6e3neku, BiANoBigHO A0
6nictepi, no 3 6bnictepn BITAMIHH Mopsaky 3aifcHeHHs hapmakoHarnsgy,
y navui 717 3aTBepAKeHoro Hakasom MiHicTepcTBa OXOPOHU
3ABOO" 370poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTsi tocTuuji
Ykpainu 29 ciyHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHU
300poB'a Ykpainu Bia 26 BepecHs 2016 poky Ne
996), cTaHOBWTb: 3rigHO 3i CTPOKamK,
3a3HaYeHMN Y NepioaNYHOCTI MOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
3. FMIATOH® pO34uH oparnbHuin, 600 AT YkpaiHa AT "®apmak” YkpaiHa peecTpauis Ha 5 pokis 3a He UA/19540/01/01
Mr/7 mn; no 7 mn'y "®papmak” [MepiognyHicTb NogaHHA perynspHo peuenmom | nidnsieae
onakoHi no 5 onakoHis OHOBJTHOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaHO A0
y 6nicTepi no 2 Gnictepu [Mopsiaky 34incCHeHHs1 hapmakoHarnsay,
B nauuj 3aTBepAKeHoro Hakasom MiHicTepcTBa OXOPOHM
3A0poB’a Ykpainu Bif 27 rpyaHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTsi tocTuuji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepnakuii Hakasy MiHicTepcTBa OXOpPOHU
3p00poB'a YkpaiHu Big 26 BepecHs 2016 poky Ne
996), cCTaHOBMUTL: 3riAHO 3i CTpOKamu,
3a3Ha4YeHUMM y NepioanNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.




2 [IponoBxkenns noxarka |
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/ nikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPOb6HUKa eidnycky | yeaHHs1 | peecmpayiliHo20
n 3acoby ynakoeka) noceid4yeHHs1
4. ENNEPEHOH nopoLuok (cybctanuis) y | IHayctpian ITanis IHaycTpiane ITanis peecTpauis Ha 5 pokis - He UA/19541/01/01
noaBiNHNX e Kimika, Kimika, c.p.n. nionsieae
nonieTnneHoBmx c.p.n.
naketax ans
hapmaLeBTU4HOro
3aCTOCYBaHHS
5. ETUNMETUNMNAO NnopoLUoK (cybcTaHuis) TOB HB® YkpaiHa BignoBigansHuUi 3a YkpaiHa peecTpauis Ha 5 pokis - He UA/19542/01/01
POKCUNIPNAUH | ansa dapmaueBTU4HOrO "Mikpoxim" KOHTpONb/BUNPOBY nidnszae
Y CYKUUHAT 3acToCyBaHHA Y BaHHS cepii,
noaBiNHNX BKITHOMAK04N
nonieTUNEHoOBMX MilKax Bunyck cepii: TOB
HB® "Mikpoxim",
YkpaiHa;
BigNOBiganbHUIM 3a
BUPOOHMLTBO Ta
KOHTpOrnb/BUNPOOY
BaHHS cepii, He
BKIHOYa04n
BUMYCK cepil:
AKuioHepHe
ToBapwucTBo
"®apmak”, YkpaiHa
6. INIAAKPUH pO34uH Ang iH'ekuin, 15 MpuBaTtHe Ykpaina MpuBaTHe YkpaiHa peecTpauis Ha 5 pokis 3a He UA/19543/01/02
mr/mn, no 1 mn B aKUioHepH akuioHepHe MNepiognyHiCTb NogaHHA perynsipHo peuenmom | nidnsieae
amnyni, no 5 amnyn y e TOBapUCTBO OHOBJIHOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaHO A0
6nicTepi, no 2 6nictepa TOBapucTe "Ilekxim-XapkiB" Mopsaky 3aificHeHHs hapmakoHarnsgy,
B nayui; abo no 1 mn B 0 "[lekxim- 3aTBepAKeHoro Hakasom MiHicTepcTBa OXOPOHM
amnyni, no 100 amnyn y Xapkis" 300poB’a Ykpainu Bif 27 rpyaHs 2006 poky Ne
navui 898, 3apeecTtpoBaHoro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpoHU
300poB'a Ykpainu Bia 26 BepecHs 2016 poky Ne
996), cTaHOBWTb: 3rigHO 3i CTPOKamK,
3a3HaYeHNMM y NepioaNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
7. INIAAKPUH po34MH Ans iH'ekuin, 5 MpuBaTHe YkpaiHa MpusaTHe YkpaiHa peecTpauis Ha 5 pokis 3a He UA/19543/01/01
mr/mn, no 1 mn B aKuioHepH akuioHepHe MepiognyHicTb NogaHHA perynsapHo peuenmom | nidnsieae
amnyni, no 5 amnyn y e TOBapUCTBO OHOBJTHOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaHO A0
6nicTepi, no 2 6nictepa TOBapucTe "Nekxim-XapkiB" [Mopsiaky 34inCHeHHs1 hapmakoHarnsgy,
B nayuj; abo no 1 mn B 0 "Jlekxim- 3aTBEepAKEHOro Hakasom MiHicTepcTBa OXOPOHM
amnyni, no 100 amnyn y Xapkis" 300poB’a Ykpainu Bif 27 rpyaHs 2006 poky Ne
nauui 898, 3apeectpoBaHoro B MiHicTepcTsi tocTuuji
Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pepnakuii Hakasy MiHicTepcTBa OXOpPOHU
3a0poB'a YkpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTpOKamu,
3a3Ha4YeHUMM y NepioaNYHOCTI MOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
8. KBETIAMNIHY nopoLUokK (cybcTaHuis) TOB YkpaiHa IDKYBINTAHT IHais peecTpauis Ha 5 pokiB - He UA/19544/01/01
DPYMAPAT Ans dapmaueBTUYHOro "®apma IDKEHEPIKC nionszae
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[IponoBxkenns noxarka |

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/ nikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPOb6HUKa eidnycky | yeaHHs1 | peecmpayiliHo20
n 3acoby ynakoeka) noceid4yeHHs1
3aCTOCYBaHHS Y Crapt" JIIMITELQ
noaBiNHNX
nonieTuneHoBmx
nakeTax
9. KOHTPANIN® cynosuTopii BariHanbHi, KonektunsH Ykpaina MpuBaTHe YkpaiHa peecTpauis Ha 5 pokis bes He UA/19545/01/01
no 0,015r,no 5 € HayKoBO akuioHepHe [MepiognyHicTb NogaHHA perynspHo peuenma | nidnseae
cynosunTopiie B Grictepi, BNpoBagX TOBapUCTBO OHOBJIHOBAHOrO 3BiTy 3 6e3neku, BignoBiaHO A0
no 1 Gnictepy B nayui 3 yBarnbHe "Ilekxim-Xapkis" Mopsaaky 3aifcHeHHs hapmakoHarnsgy,
KapToHy mare 3aTBEPAKEHOr0 Haka3om MiHicTepcTBa OXOPOHM
nignpuemc 300poB’s Ykpainu Big 27 rpyaHs 2006 poky Ne
TBO "IcHa" 898, 3apeecTtpoBaHoro B MiHicTepcTsi tocTumuji
Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y
penakuii Hakady MiHicTtepcTBa OXOpPOHHM
300poB'A YkpaiHu Big 26 BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3ri4HO 3i CTPOKaMW,
3a3Ha4YeHNMM y NepioaNYHOCTI NogaHHs
perynsipHux 3BiTiB 3 6e3nekun.
10. | PAMINPUN Tabnetku no 2,5 mr; no AHTUBIO PymyHis AHTUBIOTUKN PymyHis Peectpauisa Ha 5 pokis 3a He UA/19532/01/01
10 TabneTok y GnicTepi; TUKN CA CA MepiognyHicTb NogaHHNA perynsipHo peuenmom | nidnsieae
no 3 abo no 6 abo no 9 OHOBMIOBAHOTO 3BiTYy 3 6e3nekn, BiANOBIAHO A0
6nicTepiB y KapTOHHIN Mopsaky 3aifcHeHHsa hapmakoHarnsgy,
nayui 3aTBepAKEHOro Hakasom MiHicTepcTBa OXOPOHMU
300poB’a Ykpainu Bif 27 rpyaHs 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTBi tocTumuji
Ykpainu 29 ciuyHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpoHU
3A0poB'a Ykpaiu Bia 26 BepecHs 2016 poky Ne
996), cTaHOBWTb: 3rigHO 3i CTPOKaMK,
3a3HayYeHNMM y NepioaNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
11. | PAMINPUN Tabnetkm no 5mr; o 10 | AHTUBIO PymyHis AHTUBIOTUKA PymyHis Peectpauis Ha 5 pokis 3a He UA/19532/01/02
TabneTok y 6nictepi; no TUKN CA CA MepioanyHicTb NogaHHs perynspHo peuenmom | nidnseae
3 abo no 6 abo no 9 OHOBMIOBAHOTO 3BiTYy 3 6e3nekn, BiANOBIAHO A0
GnicTepiB y KapTOHHil [Mopsiaky 3diNCHeHHs hapmakoHarnsay,
navui 3aTBEPKEHOr0 Haka3om MiHicTepcTBa OXOPOHM
300poB’a Ykpainu Bif 27 rpyaHs 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTBi toCcTuL;ji
Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpoHU
3p00poB'a YkpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3ri4HO 3i CTPOKaMW,
3a3Ha4YeHUMM y NepioanNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
12. | PAMINPUN Tabnetku no 10 mr; no AHTUBIO PymyHis AHTUBIOTUKA PymyHis Peectpauisi Ha 5 pokis 3a He UA/19532/01/03
10 TabneTok y GnicTepi; TUKWN CA CA MepiognyHicTb NogaHHA perynspHo peuenmom | nidnsieae

no 3 abo no 6 abo no 9
GnicTepiB y KapTOHHIN
nayui

OHOBMOBAHOTO 3BiTY 3 6e3neku, BiANoBigHO A0
Mopsaky 3aificHeHHs hapmakoHarnsgy,
3aTBEpKEHOro Haka3om MiHicTepcTBa OXOPOHM
3pa0poB’a Ykpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTsi tocTumuji
Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y




4 ITpomoBikeHHs goaaTka |
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/ nikapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPOb6HUKa eidnycky | yeaHHs1 | peecmpayiliHo20
n 3acoby ynakoeka) noceid4yeHHs1
pepnakuii Hakasy MiHicTepcTBa OXOpPOHU
3a0poB'sa YkpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3ri4HO 3i CTPOKaMW,
3a3HayYeHNMM y NepioaNYHOCTI NogaHHs
perynsipHux 3BiTiB 3 6e3neku.
13. | TEPBIHA®IHY KpucTaniyHuim nopoLUoK AmiHO ManbTa AwmiHo Kemikanc Manbta peecTpauis Ha 5 pokis - He UA/19546/01/01
rigpoxnoprPvg (cybeTaHuin) y Kemikanc Nra. nionsieae
noaBiNHNX ITa.
nonieTuneHoBmx
naketax ans
hapmaLeBTU4HOrO
3aCTOCYBaHHS
14. | YPCIC® TabneTkn, BKpUTI AT YkpaiHa AT "KUIBCbKN YkpaiHa peecTpauis Ha 5 pokis 3a He UA/18603/01/02
NniBKOBOI 0BOMOHKO "KMIBCbK BITAMIHHAW [MepiognyHicTb NogaHHA perynspHo peuenmom | nidnsieae
no 250 mrno 10 nm 3ABOL" OHOBJIHOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaHO A0
TabneTtok y 6nictepi, no BITAMIHH Mopsagky 3piicHeHHsA hapmakoHarnagy,
3, 5 abo 10 brnicTepiB y un 3aTBEPAKEHOr0 Haka3om MiHicTepcTBa OXOPOHM
navui 3ABO[O" 300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi tocTuuii
Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpoHU
300poB'A YkpaiHu Big 26 BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3ri4HO 3i CTPOKaMW,
3a3HaYeHNMM y NepioaNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
15. | XOnIHY B'AI3ka pignHa AT Ykpaina BAB NiNiac IHAis peecTpauis Ha 5 pokis - He UA/19547/01/01
AIIb®OCLIEPAT (cybcTaHuisa) y "®apmak” MPAMBET nionszae
KOHTerHepax NIMITE[
nonieTUNeHoBnx ans
hapmaLeBTU4HOro
3acTOCYBaHHs!

B.o. I'enepasbHoro nupexkropa /Ilupekropary
(papManieBTUHYHOIO 3a0e3NeYeHHs

IBan 3A/IBOPHUX




