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e mamirse™"
VIShPm’,,!g ] TOB "AKM "®APMALLEBTUYHA GABPUKA"

Cyvachl Gopayam 3q0pes'a M. uToM wp

YkpaiHa, 10014, M. XXuTomup, ByA, JlepMOHTOBCEKA, 3, 7. 48-11-31, T/d. 48-11-28

orQ s 6y Ne 11191

1. Hasea nponyxuli AMIAK

2. KpalHa-BUpoBHMK! YKPAIHA

3. Homep peecTpaniivoro nocelp4qennn:  UA3179/01/01

4, Cuna plijaxTupHicrs: 100 mn npenapaTy MICTUTL: aMiaky Po34MHY KOHUSHTPOBRHOrO {Yy BUFNAAI 25 % posduHy)
44 Mn

5. Aivapcexa thopma: PO34MH ANA 30BHIWHLOrC 3acTocyBaHHA 10 %

6. PoaMip T THN NAKyBaHHA: no 100 mn y hnakoHax 3 MABPKYBAHHAM YKPaiHCLKOK MOBOID

7. Homep cepli: 240623 PoaMmIp cepli: 17660 wT

8. fara pupoBGHULTEA! 06.2023

9. OaTta sakiH4yeHHA TepMiHY npuaaTtHocTi: 06.2026

10. HaasM, appecH Ta Homepu niueHali BupofineHo, BRAKYAKYU naKyBaHHalmapKyaaHHn Ta KOHTROAL AKOCTI Ha AiNkHUUI 3

Bclx  pinnwuuer 3 pupobuMuTBA  TA pupofHMUTEA pigkux Ta M'Akux Alkapckknx 3acobis TOB "JIKM "dapmaueBTUYHA

KowTponw  sAxocTi: Hadpura" 33 agpecokr KWToMWpcbKa o6n. KWTOMMPCLRUWA pafion, c.Crannwiska,
pys.Koponwosa, 6.4; nluensin MNeAB 558036: ceigourso npo arecTauivo ©XN M127,
cBinouTeo npo aTecTtauilo MBJ1 Ne227

11. CepruopixaTh nianoeigHocTli GMP ans scix plnsHKLL, HasenaHWX ¥ N.10: 020/2022/GMP
12. PesyneTaTu avanlale:

NoxasHuxW Bumorw HTA PeaynLTaTH
Ha MoMeHT BMnycKy: Nnposopa, 6esbapaHa, Netka, oyXe Ny¥Ha pianHa ; z
Oonuc 3 piaKUM 3anaxom. Bianoeinae
Ha Tepmin npupaTHocTi: Nposopa, Ge3bapaHa, NeTKa, Aywe NyxHa
piawHa 3 piskuM 3anaxom. LonyckaeTbed, Npu 36epiraHHi. HAABHICTE
SANCKITOK /4K nerkol KanaMyTi
ineuTndixauls 3rigHo MKA N3 Bignorinae
Ha MoMeHT BUNYCKY: NPoIopHIi. .
MposopicTe Ha TepMiK MpUAATHOCTI; MPenapaT Mae Gy TH Npo3ohUM abo AOFD BiAnGeiaaE
KBNAMYTHICTh HE MAE NepeBuilyBaTH KanamyTHOCTI eTanoHa |
KonwopobicTs BezGapbHuii Bignoeigae
Baxki MeTanm He Ginbiue 0.0001 % Bignoeigae
PeuyoRHNN, L10 OKMCAIOIOTLCA BurpuMye BunpobyBaHHs Bianoeigae
06'eM EMicTy KOHTEAHEPA He meHwe 100 mn Binnobipae
e
HO . .
flaKysauun 3riaHo MKH N3 / adaiiail ’?R Bianosinac
LA : :
MapKyBaHHs 3rigHo MKA N3 // A{”\\ WEFITIB \)\ Bianosigac
Ha MOMEHT BUNYCK) Q‘ 5|J1b " | n' \l
Cyxuii sanuwoK HE Tl ipvAaY ?‘{ZM 0.01 rin
\.w . Iw
KlneKkicHe BMaHaveHHA Bin 9.5 % A0 10.5 %Y ?;\’_ H/. & 0.9 9
\ -
13. KomenTapl: N aN\F N & /

14. 3a8pa npo LuM 5 38cBigMyI0, WD HaBenaeHa eule iHopPMaDTA
ceprwdikauiio:  (sknioHa04K NaKyBaHHA/MADKYBAHHA) T8 NPOBEGE
Bi.unoaigunc:ri 3 euMoraMy GMP, BCTaHOBJIEHNMU FHW PETYATOPHWM OPFaHOM, 3 T3KOX slp.nuamuo [o

KON Bupoﬁuuu'rsa, MaxyBaHHA Ta aHanizie Byno

xeHa ocoba 3 akocrl

17. lava nignvcanna: L3 (6. AR S

15. Npiseuwie Ta nocana ocobm, ska supana poseln na B
16. Nianuc ocobu, Axa BMaana possin Ha BUNYCK cepli:

Wapcbxa P
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pabpusanixly
Cyyacui dpopmynaw sgopos'n M. )KHTOMHP

YKpaina, 10014, M. XXutomup, Byn. JlepMOHTOBCLKS; 5, T, 48-11-31, 1/d. 48-11-28

ikar il ni bKOr Ne
1. Hassa nponyxuii: AMIAK
2, KpaiHa-BupobHuK; YKPAIHA
3. Homep peecrpauiiiHoro nocsigwenns:  UA/3179/01/01
4. Cuna ali/akTUBRHICTL: 100 Mn npenapaty MICTUTL! amiaky po3HiHY KOHUEHTPOBaHOrD (y BUrARgi 25 % posHiuHy)
44 Mn
5. Jlikapcbka popma: PO34UH L5 30BHIWHBLOrO 3acTocyBaHHs 10 %
6. PoaMip va Tun nakyBaHHn: 1no 100 Mt y pnakoHax 3 MapKyBaHHAM yKpPaTHCLKO0I0 MOBOIO
7. HoMmep cepii: 10723 Po3mMip cepii: 17660 wir
8. flara BupoSHULTBA: 07.2023

9. Bara 3akinveHHun TepMiny npuparrocri: 07,2026

10. Haseu, appecu Ta HoMepu niuensli Bupobneno, 8KAIOYEIOUN NAKYBAHHSA/MapKYBAHHS Ta KOHTPONb AKOCTI Ha AiNbHWLI 3

.Bcix  alaeHuus 3 BupobHuuTBA  Ta BUpOGHUUTBA piakUX Ta M'AKUX Jslkapcbkux 3acobis TOB “OKN “®apMauesTudHa

KOHTPONK  AKOCTI: dabpuxa” 32 appecolo XMuTomupcbka 0Bn. KUTOMUPCHKUIT paitoH, ¢.CTarWwiBKa,
Byn.KoporisoBa, 6.4; nivensia N:AB 598036; cBigoutso npo artecTauile OXJ Nel127,
csiqouTBO npo arecrauitc MBJT Ne227

11. Ceprudikaru signosinvocti GMP ans scix pinbHuue, HaBegeHux y n.10: 020/2022/GMP

12, PeaynbTatu avanisis:

MoKkaaHukm Bumoru HTQH Pesynsratn
Ha moMeHT Burlycky: nposopa, 6e3abapeHa, neTka, Ayxe NnyxHa piauHa ; s
OnMs 3 pi3KUM 3anaxom. Signoaidae
Ha TepmiH npuaaTHocTi: nposopa, GesbBapsHa, NeTKa, ByXKe AyxHa
piavHa 3 pizkuM 3anaxoMm. loNnyCcKaeTkea, Npy 36epiraHHi, HagBHICTb
6AUCKITOK /44 JTerkoi kasamyTl
IneHTudikauis 3rigHo MK# N3 Bignosipae
Ha MOMeHT BUNycKy: nposopui, ; ;
MposopicTs Ha TepMin NnpugaTHocTi: npenapat Mae 6yTu npo3opuM abo oro Bianosinae
KaA3MYTHICTb HE Ma3€ MepeBullyBaTH KanaMyTHOCTI eTanoHa |
Konwoposicrs Besbapeuuit Biprosinae
Baxki metanu He 6inbiue 0.0001 % Binnosinae
PeqoBMHU, U0 OKHCMIOTLCH BuTpumMye Bunpobysanns Bignosinae
06'em BMICTY KOHTERHEpa He Mente 100 Mn Binnosinae
NakypaHHsn 3rigHo MKA N3 Bianosinae
MapxysaHus 3rigro MKS N3 Bianosinae
Cyxuit 3anuwox Ha MOMEHT BUNYCKY: He 6i}1bu.Je 0.02 r/n 0.01 /n
Ha TepMiNd npuaaTHocTi: He Ginbwe 0.2 r/n
KinbkicHe Bu3Ha4YeHHA Big 9.5 % 0 10.5 % m/m 9.8 %

13. KomMenTapi:
14. 3asasa npo LUum 5 3acBig4yo, Wo HaseaeHa Bulle iHdopmauin € A0CTOBIPHOO Ta To4HOW0. Lo cepilo npoayxuii 6yno supobneHo
ceprudikauio: (skN0Y3I0YU NAaKYBaHHA/MapKyBaHHA) Ta nposeneHo Tposib 1l AKOCTH Ha BULLE3a3HaueHiN AIMbHWLI Y NOBHIK
SR ‘ocﬂ 3 BuMoraMu GMP, BCTaHOBNEHUMU MiC, eéﬁm PErynaTopHUAM OPraHoM, a3 TakoX BiANOBIAHO A0
N €

OTOKONM BUPOBHWUTBA, NaKyBaHHA Ta aHanisis 6yno

HETRL (@ BcTaHoBNeHO BiANOBIAKICTL GMP, x \? ] ‘m/
15. Npiapwns dcans ‘—\ fiKa BUAANA RO3BIN HA BUNTYCKE §‘i¢' Q’} Yhounvpaxena ocoba 3 akocri
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Vishpha'

eGPk MixiN
Cyuachi gopmyan 34080B'R

1. Hasma nponyxuii:
2. Kpaiva-pupobHux:

Aicqwd ra TepuTopil Yepalnw

TOB "AKN "®APMALLEBTUYHA ©ABPUKA"
M. XuToMup

¥kpaiHa, 10014, M. XKuTtoMup, Byn. JlepModToBCwKE, 5, T, 48-11-31, T/, 48-11-28

i r o6y N= 106

AMIAK
YKPATHA

3. HoMmep peccTpanfiivoro nocelnvyenna:  UA/3179/01/01
100 Ma npenapaTy MICTWTL: aMlaky po3qnHy KoHUeHTpoezHoro {y Burasai 25 % po3duHy)

4. Cuna plifakTUBHICTRL:

5. NlivapceXa dopma:
6. Po3Mip TA THN NaKyBaHHA:

7. Homep cepil:
B. BaTa empoBHUuTEA:

44 mn

PO34YWH ON1A 30BHILWHLOMD 3aCTOCYBaHHA 10 %
no 100 mn ¥y hnakoHaX 3 MapKYBaHHAM YKRAIHCBKOK MOBOIO

150623 Poamip capii: 17680 wr

06.2023

9. faTa sakiHueHHa TepMiny npupaTHocrl: 06.2026
10. Haasu, appecu Ta Homepd niueHsii BupobneHo, BKNIOYaIQYM naKyBaHHnIMapKyBaHHn Ta KOHTROAB AKOCTI Ha OinkHUAWLI 3

BCIX AlAbHMUL = BMpobGHHUTEA

KOHTpoONnio  aKocTi:

TA BUpoGHWLTE2 PIOKWX Ta M'AKMX JiKapcbKux 32acobis TOB

“®apMaueBTUYHa

thabpuka” 3a appecow XuTomupcbka o060, KUTOMWURCEKWA paRoH, C.CTaHWLWIBKa,
syn.Koponeoba, 6.4; niuensia NeAB 598036; ceigouteo npo aTecTauio OX Ml27,

ceigouTeo npo arvectauile MBN Me227

11. CeprudrikaTu slanosigvoctl GMP gna eclx glabHuns, Hapepeuux vy n.10: 020/2022/GMP

12. PesynsTaTy aHanlzln:

MokasHUKK Bumorn HTA PeaynsTaTH
Ha MOMEHT BUNYCKy: npo3opa, Ge3bapeHa, neTka, ayxe NyXHa piauHa
Onue 3 Pi3KMM 3anaxXoM Bianoslpae
Ha TepmiH npupaTHocT!: npoaopa, GesbapsHa, NeTKa, AYXKe NYXKHa
piouHa 3 pisKUM 3anaxom. JonycKaeTecs, NpK 36epiraHHi, HAABHICTL
GavckiTok if4M nerkol KanamyTi
laeuTugixauin 3rigHo MKA N3 Bianoeigae
Ha MoMeHT BUNYCKY: Npo3opuii : F
MpoaoplcTe Ha TepMid npuaaTHOCTE: Npenapat Mae SyTu npoaopum abo fioro Bianceinas
K3/1aMYTHICTb HE MAE NEepeBULLYBATH KaNAMYTHOCTI eTanoHa |
KonsopokelcTh Be3bapBHUit Bignosinae
Baxxi meTanu He Ginbwe 0.0001 % Binnogigac
PeYOBHHH, WO OKHCAIOIOTLCA BHTP“MYW\ Binnosina€
‘'
"-\._\'\-!,}
O0'emM BMicTY KOHTRAHEPA He M%é‘ 0 A5 ’J,:\ Blonosinae
e /x \
= OR ¥ M \ | o : ;
Maxyranun 3ri)#o? K"P} " \izu-'_\\ Bianoeigae
-t-M I3 ——
MapxysanHa 3r|&l€m 1 ]9 )} Bianosipae
Cvxui 'r BUNycKY: He Ginb »gl( 2rin 0.01
VAN SRnUILON 'r uA}?Hocrlwbmn el.2r/n oLen
Kinuklcne BuzHaqennn Bia 9. 5%@% Mf)'h“ /A 9.7 %

13. KomenTapl:

7\

14, 3aaea npo

caprudilkawniio:  (BkMONaIoYKM NAKYBAHHA/MAPKYBaAHHSA} Ta Nposefy
BiANOBIAHOCTI 3 BUMoramu GMP, BCTaHOBN et
cneunikauii, Wo MICTATHCA ¥ peGCTpaulﬁH p.o;he
NepernaHyTo Ta BCTaHoBNEHO signosigHicTy SYP. LAY

15. Mplzavwe Ta nocafa ocobu, AXKa BUARNA Q038N Ha Paltyf iy 7,

16. Nignuc ocobu, Aaxa eMaana ao3eln na srnyck cepliy

géxmna ocoba x axocri

OBIpHOIO Ta To4HOI0. Lo cepilo npoaykuii Gyro anpobneno
ONb il AKOCTI HA BULLIE3Ia3HAYEHTA AINEHMLUT Y NOBHIR

LIeRMS. heryNATOPHKM OPraHoM, @ TakoX signosigHo Ao

W BUpoBHWLITEE, NaKyBaHHA Ta aHanisle Gyna

17. faTa nianucanns: /8 0 & 08 2
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