Aidcrnil Ha TepnTopii Ykpainn

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




w":“"%w « Aircrnit Ha TepuTopil Yrpainu
Vishpha TOB "KM "GAPMALEBTUYHA GAEPVKA"

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

A& 8 Wossin na sunycx cepiiz ;o T A 17. fata nignucanna: /7 .7 el S
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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




LidcHnst na repuropii Ykpaivua

TOB "OKM "®APMALEBTUYHA ®ABPUKA"
M. XKutomMup

Yxpaina, 10014, m, )KMTOMV\b, Byn. flepmoHToBChbKa, S, T. 48-11-31, /b, 48-11-28

Ceprudpikar cepii nikapcbkoro 3acoby Ne 18462

1. Hassa npogykuii: AMIAK

2. Kpaina-supobuux: YKPAIHA

3. HoMmep peectpauintnoro nocsipiends:  UA/3178/01/01

4. Cuna pii/akTUBHICTD: 100 Ma npenapaTy MICTUTL: amiaky po3dMiy KoHueHTposarora (y surasai 25 % posuvny)
44 mn

5. flikapcoka dopma: PO3UMH LN 30BHILLHBOIO 3aCToCyBaHHA 10 %

6, Po3mip Ta Tun naKkysaHHs: no 100 Mn y (hrakorax 3 MapKyBaHHAM YKPATHCLKOIO MOBOIO

7. Homep cepii: 80424 Posmip cepiit 17660 wr

8. dara supobGHMuTBa: 04.2024

9, faTa 3akiHueHHA TepMiny npuaataocTi: 04.2027

10, Haszeu, agpecu Ta HoMmepu AiLeH3iT BupobneHo, BKAYAIOMN MAKYBAHHA/MAPKYBARHA Ta KOHTROAbL AKGCTI Ha AibHWUD 3

BCix  AINbHULL 3 BUPOOHNUTBA  Ta sUpoGHULITEA PHIKWX Ta MAKKEX fiKapcbkux 3acoBis TOB “AKM "OapMauestuyka

KOHTpOMIO  AKOCTI dabpuka" 3@ anpecold JKUToMUPCbKa 0B, XMUTOMUPCEKWA  paitoH,  C.CraHrwiska,
pyn.Koponeosa, 6.4; niuewsia NeAB 598036; ceinourso rpo arvecrauin ©XN Nel27,
CBIAAOYTBO NIpo atecraiiio MBS Ne227

11. Ceprudikaru sBignosipHocTi GMP ans BCiX pinbHuilb, HaBeneHux y n,10;

12. PesynbraTu adanisis:

MoKasHuku Bumory HTHR PesynbraTun
Onuc Ha MomewT BUnyCKy: Nnpo3opa, GesbapaHa, NeTKa, [yXe NYXKHA PDiArHS Blnnosigae
3 pi3KUM 3anaxom,
Ha TepMiv npuaaTHOCTE: npoaopa, BesbapeHa, neTxa, AyXKe NyKHa
pian#a 3 piskum 3anaxom. JonyckaeTses, npn 36epiransHi, HansHICTy
HANCKITOK /91 N1erkoi KanamyTi
tnenTudpikauin 3rigHo MKS N3 Bignosinae
. Ha MOM@&HT BunycKy: fpo3opuit - :
030 ’ . . : 4 Bignosigae
MposopicTe Ha Tepmin npugarHocti: npenapat Mac OyTu nposopum abo horo ANGRIAR
KanamyTHICTL HEe MaE nepesnulysaTini Kanamy rHocTi eTanona |
Kosnvoposicts BesbappHuin Biarosinae
BaXkki meTtanu He Binbwe 0.0001 % Bigrosinae
PeHOBUHM, WO OKUCITIIOIOTHESH BuTpumye BurpobysaHHs Bigriosinae
06'¢M BMICTY KOHTeNHepa He MeHlle 100 Mn Binnosinae
MNakysanua 3rigHo MKA N3 Bianosigac
MapKyBaHHA 3rigHo MK N3 Binnosigag
Cyxuit 3anULIOK Ha MOMRHT BUMYCKY: HE (imbme 0.02 r“/n ) 0.01 rin
Ha Tepmin npuaaTtHocTi: He Binbwe 0.2 rin
KinbKicHe BUIHAMEHHA Bin 9.5 % a0 10.5 % mM/m 9.8 %

13. KomeunTapi:

14. 3anea npo  LiuM A 3aCBiavYI0, WO HaseneHa suie iHdopmaLins ¢ ;wc‘mmpuom Ta TOUH0I0. Lo cepiio npopykuii 6yno BUpoGeHo
cepTudikauito: (BKNIOURIOUN NAKYBAHHA/MADKYBAHHHA) T8 fIPOBEAEHO | KOH Nponb i AKOCT! Ha BULLE3a3HAYEHI ALNBHULIE Y NOBHIN
nopiAHOCTE 3 BUMOramu GMP, BCTAHORNCHUMY Mmu meperynmopHMM OpraHoM, a TaKoXX BIANOBIAHO A0
KO/ BMDOGHML\IBd flakyBamHR Ta ananizis byno

M(u}amoaamena acoba 3 AKacTi

17. [laTa nianucaHms; ;/“/ O

y %)( Ne// ,03 6/C
%\‘&QSOH%...%




e homii R

Vishpha

giaipuxa nlkle
Cyusetd Gropaynn SROHoR'R

AldicHuit Ha Teputopil Ykpaiiu

TOB "AKTT “GAPMALIEBTUYHA GABPUKA"

M. 2XKuromup

Ykpaina, 10014, M. XKutomup, sy/t. JIepPMOHTOBCbKa, 5, T, 48-11-31, T/, 48-11-28

CepTrudikar cepii nikapcbkoro sacoby Ne 19199

1. Hasea npopykuii: AMIAK
2. Kpaina-supoBHuK: YKPATHA

3. Homep peccrpauiitnoro nocsinvenna:  UA/3179/01/01
4, Cuna piifakTUBHICTL! 100 MA ripenapaty MiCTUTL: aMiaky po3duHy KoHueHTposaHoro (y surnsal 25 % posuuny)
44 Mn

PO3MUH ANR 30BHIWHLOro 3acTocyBanHs 10 %

5, flikapcebKka popma:
no 100 MA y dhnakoHax 3 MapkyBaHHaM YKPaiHCLKOK MOBOIKO

6. PO3Mip Ta TMN NakyBaHHA!

7. Homep cepii: 70524 Posmip cepit: 17800 wr

8, Harta supofxuurea: 05.2024

9. faTa 3aKiH4eHHA TepMminy npuaaTHocTi: 05,2027

10: Haseu, agpec Ta HoMepn niueHsii BupobnaeHo, BK/IOMAIOHW NAKYBBHHA/MaPKYBaHHSA Ta KOHTPONL AKOCTI Ha AiMkHUL 3

BCiX  alnbHuub 3 BMPODHMUTEA  Ta aupoBHULTBA PIGKUX Ta M'AKMX nlkapcskux 3acobis TOB "OKN "®apMauesTu4Ha

KOHTpoO  AKOCTY dhabpuka" 3a agpecol MuUTomupcbka o6 duTomupcekuid  paiton, c.CTamuwiska,
Byn.Koponwosa, 6.4; siueHsia N:AB 598036; ceigoutso npo atectaulic ®XJ1 Nel27,
ceigouTso npo arecraui MBST Ne227

11. Ceprudikaru sBignosigHocTi GMP ana BCIX inbHULL, HagepeHux y n,10:
12. PesynbraTu ananisis:

NoKaszHUKK Bumorn HTL, PesynsraTn
Bruc !‘{a’MOMEHT BUMYCKY: Nposopa, GesbapsHa, neTka, Ayxe nyxHa pianHa Binrosigae
3 Pi3KUM 3araxom.
Ha TepMin npuaaTHocTi: nposopa, 6e3bapsHa, NeTKa, AyKe JyXKHA
pisnEa 3 pizknM 3anaxom. JanyckaeThen, npu 3bepiranHl, HasBHICTL
GAUCKITOK i/9n nerkoi kanamyri
IpenTudpikauis 3rigHo MK 13 Binnosinag
Ha MOMEHT BUIIYCKY: NPO30pUii, ; :
Mpo3opicTs Ha Tepmin npupatrocTi: npenapat mae 6y nposophm abo Horo Bianosisae
KanamyTHICTb HE MA€E NEPEBULLYBATU KaNaMyTHOCT] eTanoHa |
Konsoposicrh BesbapsHnit Bianoeinag
Baxkki MeTanu He 6inbuwe 0.0001 % Bipnosinae
PeqOBUHM, W0 OKHCITHOTLCA BuTpriMye punpobysanHs Bianosigae
06'e¢M BMiCTY KOHTeRHepa He meHiie 100 Mn Bianosinae
fakyBaHHA 3rinHo MKS 13 Bigrnosifae
MapkysaHHs 3rinHo MK& N3 Bignosinae
- Ha moMeHT BUNycKy: He Binbuwe 0,02 r/n .
Cyxih sanuuiox Ha repmin npuaaTHoCTi: He Binbwe 0.2 r/n 0.03. e
KinskicHe BUSHaYeHHA Bin 9.5 % ao 10.5 % m/M 10.2 %

13. KomenTapi: L g

14. 3asaBsa npo Linm 5t 3acsinuyio, Wo HasedeHa BULLe iHpopMauis € ROCTYBIPHOIO Ta TORHOL, Uio cepito npoaykuli 6yno supobnerio

cepTudikaunio:  (8kn04aloUn NakyBaHHA/MAPKYBAHHA) Ta NROBEAEHO Kor(ﬁpaggb i axocri Ha BUWE@3a3HaveHiR AlbHYLT Y NoBHIN
BIANOBIAHOCTI 3 BuMoramu GMP, BCTaHOBAGRUMUI MICUEBIM DErYNIATOPHIAM OPraHomM, a TAKOX BIANOBIAHO A0
creundikaLliin, Wo MICTATLCA Y PeECTPaUintoMy H0Che-FABSHOKD/In BUPOGHULITBE, NAKYBAHHS Ta aHanisie 6yno
NepernaHyTo Ta BCTAHOBARHY BIANOBIARICTE GIPT f,f'?“ : ",;c,‘?%‘ e

15, lNpissuwe Ta nocapa ocobu, aka eupana nossin Ha sunykk cegli Q?yu" ‘p{oaa)’xena ocoba 3 akocri

TR N 17. flaTa ﬂi,EL:ﬂMCaHHﬂ:/é?‘{QX:MZ'v

16. Nipnuc ocobu, aKa BUAaNa AO3BIN Ha BANYCK cepiit . S {4
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Atdcrui #a Teputopll Yrpaitn

J","‘"‘"ln-.—-—ﬂ‘ 5
V'Shph a TOB "OKMN "®APMALLEBTUYHA ®ABPHKA"

Gadpuxa alde
Cyuacii GOpMYAN IN0pon’s M. )KHTDMHP

Ykpaina, 10014, m. }KutoMup, ByA, JlepMoHToBCEKE, 5, T, 48-11-31, T/, 48-11-28 !

Ceprudrikar cepii nikapcsKoro 6 1
1. Hasea npogykuli; AMIAK
2. KpaiHa-snpoBHuk: VKPAIHA
3. Homep peecTpauianoro noceiavenna:  UA/3179/01/01
4. Cuna gii/akTMBHICTEL! 100 MA NpenapaTy MICTWTE: aMiaky po34nHy KOHUEeHTposaHore [y BUrnagi 25 % posyuHy)
44 mn
5. likapceka ropmMa: PO3UKMH 4719 30BHILUHEOMO 3acTocyeaHHA 10 %
6. Po3amlp va THN NaxKyBaHHRA: no 100 mA ¥y GNaKoHax 3 MapKyBaHHAM YKpalHCbKO MOBOK
7. Homep cepli: 60524 Poamlp cepli: 17660 wT
8. JaTa enpoGHHLUTEA! 05.2024

9, faTa 3aKkinueHHA TepMiHy npuaaTHocTl: 05.2027

10. Hazeu, agpecH Ta Homepum niuensii BupobneHo, BrAKHaKUY nakyaaHHﬂlmapKysaHHﬂ Ta KOHTROJIE AKOCTI Ha AinBHWLI 3

BCiX  AiNLHALL 3 BHPOBHMLTBA  Ta supofHULTEA piAKMX Ta M'AKMX nikapcekux 3acofip TOB "AKMN "®apmaleBTHHHS

KOHTpONio  AKocTl: thabpuka' 3a agpecold MuUToMUpcbKa OO 2KWTOMUPCEKWA  palicH, c.CTaHULWIBKa,
BYJ. Koponwoea, 6.4; niuensla N:AB 598036; ceijouTeo npo atecrauilo ®XJ Nel27,
ceifouTBo npo arecrauile MBS Ne227

11. CeprudikaTn signosigHoctl GMP ana Beix pinLHMUL, HasegeHux y m.10:
12. PeayneTaTn aHanlzie:

MNoxKasHUKK Bumorn HTAH PezyneTaTtn
Ha momeHT BUNYCKY: Npo3cpa, be3bapeHa, AeTKa, QyXe NyxHa pignra ; :
Qnue 3 piaKKUM 3aNaxoM, Bigrioslhac
Ha TepmiH npuaaTHOCTI: npo3sopa, GesbapaHa, NeTKa, AyXe NyKHa
piavHa 3 piskKM 3anaxoM. JonyckaeTecA, nNpu 36epiraHHl, HAARHICTE
BAVCKITOK (/4 Nerkol KanamyTi
lopenTudikauin 3rigHo MKA N3 Bianoeinae
i Ha MOMEHT RANYCKY: MNpo30pUi. ; :
fpozopicre Ha TepmMid NpuaaTHOCTI: NpenapaT mae ByTu nposzopuM abo foro Blanosinae
KASAMYTHICTE HE MaE NEPeBNLLYEATW KaNaMyTHOCTI eTanoHa i
KonsoposicTb BeabapsHuii Bignoeinae
Baxki MeTanu He 6inbLlue JH00 \ Blonoeinae
e T
e /)
Pe30BMHH, 11O OKHCAIDIOTLCA BHTpHM/f(oﬁykMﬂ 4\ Bianoeinae
= LL”\.“-.“:H!R \.:\
06’eM BMICTY KOHTe#WHepa He mghii 100 M 'I,E Bignosigze
—a‘j l 15 :
lakypaHHA 3rigH Pﬁ An i J Bianosinac
. ‘.' 57,
MapKyBaHHA 3rip.Ho%g ‘r / */ Binnosinae
211\ Y ;:6/
" Ha mMoMeH GEYHE Giase0.02 rin
k 1) :
oo S 0NEL Gl Ha TeleﬂmdtTlhteﬁ'nbme 0.2r/n Dk
KinekKicHe BU3SHaYeHHA Blg 9.5 % A0 10.5 % MM 9.9%

13. KomeHTapi:

14. 3anBa npo LiMM A 33cBifYYIC, Wo HaseLeHa BULLE IH(IOPMALiA € A0CTOBIRHOK Ta TeuHol. Lo ceplic npoaykuil 6yno eupabineHo

cepTudikauile: (BkmoHanvl NakyBaHHA/MapKYBaHHA) Ta NPOBEAEHO KOHTPFNRTT AKOCTI Ha BULLE3asHa4eHIR QinbHuL Y NosHid
8iAnoBIigHOCTI 3 Bpmoramid GMP, BCTaHOBAGHUMMK MICLEBM} LY AATOPHAM GPraHom, 8 TaKoXX BiANOBIAHO Ao
creundikalii, Wo MICTATECR ¥ PeEcTpauiiHoMy focke. MYE3 o BMpoSHULITRA, NaKkyBaHHR Ta aHanizie Gyno
feper AAHYTO Ta BCTAHOBNEHD BigNOBIOHICTE GMP. "'

15. Mpiseniue Ta nocana ocobu, Aka supana aoseln Ha sunyck copjj

16. Mignuc ocobu, AKa sMAAaNa 0O3BIiA Ha BUNYCK cepli:

Risaxena ocoba 2 axocTi

17. baTa ninnucaHHﬂ:’_C m‘m

ocoba
Wiapebkad




BivicHnit Ha TepuTopii YrpaiHy

ey o .
Efng??@ﬁ@ TOB "KM “®APMALLEBTUYHA ®ABPUKA"
Cyuagnt Gopryiv spepos’s M, 2KUTOMUP j’:}g

YkpaiHa, 10014, M. XXutomup, BY/. JIepMOHTOBCEKE, 5, T, 48-11-31, T/th. 48-11-28 DEKRA

1. Hassa npoaykuii: AMIAK \

2, Kpaina-BUpoOGHUK: YKPAIHA

3. HoMep peecTpauifioro nocsigNeHns: UA/3178/01/01

4. Cuna nii/aKTUsHICTb: 100 ma npenapaTy MICTUTb: amMiaky Po3vnHy KOHLEHTPOBAHOTO {y surangi 25 % possndy)
44 mn

D oy 4515
s, UL G

5. JlikapceKa dopma: pO3UVH ANA 30BHILIHLOIO 3acTocyeanrs 10 Y

6. Po3Mip Ta Tun naKyBaHHAL 110 100 MA y (PNaKoHax 3 MAPKYBAHHAM YKPATHCHhKOW MOBOIO

7. Homep cepii: 50424 Posmip cepiis 17660 wr
8. faTa pupodbuuuTea: 04.2024

9. laTa 3aKiHYEHHS TepMiHy NpUAaTHOCTE: 04,2027

10. Hassn, anpecu Ta HOMepw nineHsii BupoBaeHo, BKAOHAIONM MNaKYBaHHA/MAPKYBEHHA Ta KOHTPONL AKOCTI Ha AbibHull 3

BCIX  ABIALHUUL 3 BUPOBHULTBA  TA BUPOBHULTBA PIAKMX Ta M'AKUX  NiKAPCbKWX sacobis TOB "AKM "®apMauesTnyna

KOHTPONO  AKOCTH dabpuka" 3a agpecol PKUTOMUPCHLKA 0B PKUTOMUDCEKAN  paioH,  C.CTaHnLLIiBKa,
syn.Koponsosa, 6.4; niuensis N:AB 598036; cBigouTso Npo arecrauilo ®XS1 Nel27,
cBigouTBo npo atecrauilce MBA Ne227

11. CeprudikaTtu signosigHocti GMP gns scix ninbHULbL, Hasenenux y n.10:

12. PesynbraTy aHanlsis:

lMoKasHuKu Bumoru HTJ, PesynbTatu
Onunc Ha momenT pmnycxy: nposopa, GesbapsHa, NETKE, AYXe NyXXua DIAnHa Bianosinae
3 pi3KKUM 3araxom.
Ha Tepmin npuaaTrocTi: nposopa, 6esbapsra, NETKa, AyXe JyXKHa
piauHa 3 piskum 3anaxom. JonyckaeTbesd, Npy abepirasHi, HARBHICTL
BANCKITOK (/4w JIErKOT KanaMyTi
lopenTudikauin 3riaHo MKS N3 Binrosinac
5 Ha MOMEHT BUMYCKY: [PO30pVA, ;
; : o Bignoslgae
Mpogopicts Ha TepMiH NPUAATHOCTI: NpenapaT Mae By Th Ipo3oprM abo nor A e
KaAaMyTHICTL He Mae NMepesuilyBaTh KanamyTHOCTI @TanoHas
KosnbopoBicTs BexbapsHni
Baxxki meranu He Ginbwe 0.0001 %
PevOoOBUHK, LLLO OKUCTIIOIOTLCH Butprmye BunpobysaHHa
06'eM BMICTY KoHTehHepa He mexie 100 Mn
NakysaHHA 3riaHo MK N3
MapKysaHHs 3rinro MKA 113 Bianosinae
Cyxui 3anuuIoK Ha MOMEHT BUNYCKY: He 6mb}pe 0.02 rin 0.01 r/n
Ha Tepmid npuaaTHocTi: He Bissue 0.2 rin
KifibKicHe BU3HaYeHHA Bij 9.5 % 10 10.5 % m/mM 9.8 %

13, KoMeHTapi:

14, 3assa npo LIMM 5 3aCBiAHYy0, Wo Hapesera Bulle inhopmaiin € AOCTOBIPHOIO Ta TOYHOI. Lo cepin rpoayruil 6yno srpobens
cepTudiKanio:  (BKINIOMAIOHU NAKYBAHHS/MAPKYBaHHA) Ta MPOREASHO KOHTBOML T AKOCTI Ha BALLE3A3HAUHIT AiNLHUUL Y NOBHIN
sianosinrocTi 3 sumoramut GMP, scrarosnerdnmm MicuesyM DEXYAATORHUM OPIraHOM, & TAKOX gigroeiaHo 1o
CRELUDIKaL, WO MICTATLCS Y PRECTPALITIHOMY JI0CHE, 111 BUpOBHMLTEA, NaKysaHHs Ta aHanisie Gyno
HeperiaHyTo Ta BCTAHOBACHO BIANOBIARICT GMP, .

15. Mpissuuie Ta nocana ocobu, Aka BuAana po38IN HA BUAYCK

16. Nignuc ocobu, aKa Buaana AO3BIN HA BUNYCK cepil:




gf?j« s © LivicHni Ha yeputopii Yepaluy
i% g‘@@;gﬁ @ TOB "AKN "®APMALEBTUYHA ®ABPUKA®

Cytacni Gopmyms 3Uepos’s M. XKuToMup

’;w?gig;:f‘-iix Yxpaira, 10014, m, XKutomup, By NepMOHTOBCbK®, 5, T: 48-11-31, T/d). 48-11-28

CeprudikaT cepii 1IKAPCbKOTro zacobv Ng 10072

1, HasBa npogyKuit: AMIAK

2. Kpaiva-supobuuk; YKPATHA

3. Homep peecTpauiinoro nocBigYeHHR: UA/3179/01/01

4. Cuna BiifaKTUBHICTb! 100 Ma nperapaTy MicTUTL: amiaky PO3UUHY KOHIIEHTPOBAHOIO (y Burnsgi 25 % PO3YKHY)
44 Mn

5, Slikapceka dropmMa: PO34UH nhn 30BHilLHBOFO 3acTocyBanHA 10 %

6. PoaMip Ta TUn NaKysBaHHA: ro 100 Ma Y piakoHax 3 MapKyBaHHAM YKpalHCBKOO MOBOO

7. HoMep cepii: 110524 Posmip cepiit 17700 wr

8. flata BupobHuuTea: 05.2024

9, faTa 3aKiHYeHHA TepMiny npuaaTHocTi: 05.2027

10. Haspu, aipecu Ta HoMmepw niuensil BupobneHo, BKKOHAIOHN faKyBaHHR/MapKyBaHHa T& KOHWTPONe AKOCTI Ha -ainbHAUL 3

Bcix  pinbHuue 3 BUpoBHULTBA  Ta supobHNUTBA PIAKUX Ta M'RKWX Nikapcbkux 3acobis TOB “AKN "PapmalesTNdHa

KOHTpOnNo  AKOCTI: dabpuka 3a appecoio HKUTOMUPCbKA 061, KNUTOMUPCLKMA  panoH, c.CtaHnuliska,
ayn.Koponeosa, 6.4; niueHsis N:AB 598036; csinourso npo aTectauilc OXN M127,
CBijjOLITBO NPO atectalito MBJT Ne227

11. Ceprudikatn signosigHocTi GMP nna Beix ginbHULL, HaBeReHUX Y n.10:
12. PeaynsTat aHanisis:

MokasHUKH Bumoru HTH PesynbTaTi
Ha MOMEHT surycKy: nposopa, fesbapsHa, neTka, LyXKe AyXXHa piguHa : :
Saue 3 Pi3KUM 3aMaxoM. Bianosinac
Ha TepMiH NpuAaTHOCTE: NPO30Pa, BesbapeHa, NETKa, [YXKe NyxHa
piguHa 3 pisKUM 38Naxom. fonyckaeThCs, Nph 36epiraHHi, HasBHICTb
GANCKITOK I/9n nerkoi KanamyTi
Ipentudikauin 3rigHo MKA 13 Bignosinae
. Ha MOMEHT BUMYCKY: Npo30puil. . :
MpoacpicTs Ha TepMiH npuaaTHOCTI: NpenapaT Mae 6yTu nposopum abo wioro Bianosinac
KafaMyTHICTL He Mag NnepesutuysaTht KanaMyTHOCTI eTancHa |
KonboposicTb Be36apsHuil Bianosifae
BaXkki MeTanu He Binbwe 0.0001 % Bigriosinae
Pe4yoBHHN, LILO OKMCAOIOTHCA ButpuMye BunpoByBaHHa Binnosinac
O6'cM BMICTY KOHTERHEpPa He menite 100'Mn Bignosinae
MakysaHHs 3riaxo MKA 13 Bignoeinae
MapkyBaHHA 3riaHo MKA 13 Bianosinac
Cyxuil 3anULLOK Ha MOMEHT BIANYCKY: He 6mpre 0.02 r/n 0.01 r/n
Ha TepmiH NpUASTHOCTI: He Ginswe 0.2 ©/n
KinbKiche BUZHau@HHA Big 9.5 % 80 10.5 % M/M 9.9 %

13. KoMeHTaph: R
14, 3asBa npo UM A 3acBiadyo, Lo HaseaeHa sulle indhopMauin € aoCT SRipHoto Ta TouHol. Lilo cepiio npoaykuii 6yno supobnero
ceprudikauilo:  (sxiodaoun flaKyBaHHS/MapKyBaHHs) Ta NPoBeAeHo Ky i it Al

Tpofip 1 AKOCTI Ha BULe3asHaYeHI AinbHkL Y NOBHIA
8iANOBIZHOCTI 3 BUMOramu GMP, BcTaHOBNEHUMK MICLEBALTID! Me-d A RE oOBiAHO A0
cneumdikallii, Wo MICTATLCA Y peecTpallitHoMy ALk ; iy DB N1i3i
RepernsHyTo Ta BCTAHOBAEHD aignosigHicTs GMP

15, [pissuuie Ta nocana ocobu, AKa BUAAna A03BiA Ha BUNYEK C

16, Mignuc ocobu, AKa sMpana no3sin Ha BUNYycK cepii: .

Lyyyononsmid (o

o genfis
/ apepis A N
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1, HasBa npopyKuii:
2. Kpaina-snpobuux:

3. Homep peecTpauinHoro nocBiAYEHHA!

4. Cuna giifakTnericTs!

5, Jlikapceka opmal
6, Po3Mip Ta TN NaKyBaHHA:

7, HomMep cepil:
8. Oata supobHuuTBA:

9. Dara saKiHqeHHA TepMiny npuaaTHoCTi:
HoMepH ninensii BupobneHo,
supobuuursa

10. Haseu, ajpecu Ta
pcix  pinsHuubL 3
KOHTPORAIO AKOCTI:

11l. CepTudikaTty slgnosipnocti GMP nns BCix AinbHULD,

12, Pe3ynsrati aHanizis:

ykpaina, 10014, ™. Kutomup, ByJL

A4

AivicHuii Ha TepuTopil Ykpainu

TOB "OKI " @APMALLEBTUHHA DABPUKA"
M., XKutomup

JlepMOHTOBCbKa, 5, T, 48-11-31, /. 48-11-28

CepTug;iKaT cepii AiKapcbKoro zacoby Ne 19047

AMIAK

YKPATHA

UA/3179/01701

100 M7 penapaTty MicTuTS! amiaxy po3unHy KoHenTpoBaHoro (y surnapl 25
44 Mn

% po3dury)

po34nH ans 30BHILHbLOr0 3aCTOCYBAHHA 10 %

rno 100 mMn v hnakoHax 3 MapKyBaHHAM YKpaiHCBKOIO MOBOIO

90524 Po3mip cepil: 17640 wr

05.2024

05.2027

BKIOUAOYU naKyBaHHﬂIMapKyBaHHﬂ Ta KOHTpONb AKOCTI Ha ninsHUUl 3

Ta supobruuTea pinkux Ta M'AKUX  NIKapCbKUX sacobis TOB "AKD "dapMaleBTUiHa
dabpuxa" 33 aapecow KuUToMUpCbKa 06, KNTOMUPCEKU pahoH, c.Craxuwiska,
ayn.Koponeosa, 6.4; nineHsis NeAB 598036; csigouTso Npo atectauiio OXN Nel27,
csigouTeo MpO atecTauito MBJ Ne227

HaBeneHuxy n.10:

Moxa3nnKu Bumoru HTR Pesynbratv

onwue Ha MoMeHT BUMYCKY: NPO30pPA, fesbapeHa, NeTKa, AyXe AyXHa piguHa Binnosinae

3 pi3KuM 3anaxom.

Ha Tepmin npmgaTHocﬁ: nposopa, 6esbapsHa, AeTKa, AyXe NyXXda

piinHa 3 Pi3KnNM 3araxoMm. [onyckaeTbcs, Npw a6epiraHHi, HasBHICTb

6ANCKITOK ifum nerkol KanamyTi
InenTudikauis 3rigHo MKA 13 Bignosigac

- Ha MoMeHT BUNYCKY: npo3opwit. . .

PAIDA0pIETE Ha Tepmii NPUABTHOCTI! npenapaT Mag ByTy ripozopim abo #oro BigAEsfas

KanamyTHICTb He Maeg nepesvulyBaTu KanamyTHOCTI eTancHa |
KonboposicTh BesbapsHUi Bignosifae
Ba)kki MeTanu He 6inbwe 0.0001 % Bignosiaae
PeyoBuHY, L0 OKUCIIOTECA BuTpumye BunpobysanHa Binnosigae
06'eM BMICTY KOHTeRHepa He meHie 100 M1 Bignosinae
MakyBaHHA 3rigno MKA N3 Bianosinae
MapKyBaHHA 3rigro MKA N3 Binnosipae

- Ha MOMEHT BWIYCKY: He Ginuwe 0.02 rin 0.01
: : . .01l r/n

Cyxuih 3aNILIOK Ha TepmiH NPUAATHOCTH He Ginbwe 0.2 r/n /
KinbKiche BusHadyenHs Big 9.5 % £0 10.5 % M/M 9.95 %
13. KomeHnTapi: ¥

14. 3aaBa npo
cepTudikauito:

Llum 5 3aCBIQHYI0, L0 HaBejeHa Bulle {HcpopMaLlin € no?ﬁa‘ Q
{(BKAIOHBIONU naKyBaHHn/MapKyBaHHn) Ta NPOBEACHO KOk

BiANOBIAHOCTI 3 BUMOTaMn GMP, BcTanosneriMv MicLgBiaM per
crieundikaLiii, wo MICTATEEA Y peecTpauiiiomy A0Ck = IHTOTOR
riepernaHyTo Ta BCTAHOBASHO glanosipHicTs GMP,~
15. Mpizsuie Ta nocada ocobn, AKa BUpana po3sin Ha suny!
16. Mignuc ocoBu, axa supana [03Bin HA BUAYCK cepii:

o Ta TouHow. L ceplio npoaykuli 6yno supobreHo
i, 1KOCTi Ha BulLe3a3HAqeHIn AinbHUL Y MoBHIRA

a TaKoX BIANOBIAHO AO
npobHUUTEA, nakysaHHsa Ta ananisis 6yno

"

TPOAb

ocoba 3 AkocTi

17. RaTa nmnmcaHHﬁ:/f:@jjﬁLQﬂ/f*

(/A
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@ AivicHnit Ha TepuTopii YKpaiHn &

?ﬁ TOB "KM "®APMALLEBTUYHA GABPUKA"
Cyuacud doprym 3g0pos’n M. 2KutoMup

Ykpaina, 10014, M. }KuToMup, By, JIepMOHTOBCbKa, 5, T. 48-11-31, T/¢p. 48-11-28

Cortifiad

Ceptudikar cepii nikapcbkoro 3acofby Ne 19868

1. Hazsa npoaykuii: AMIAK

2. KpaiHa-BUpoGHUK: YKPAIHA

3, HoMep peecTpauiitHore nocsiguenda:  UA/3179/01/01

4. Cuna Aii/akTUBHICTS? 100 mn npenapaTy MICTUTL: amlaky pPo34nHy KOHUEHTPOBEHOrO (y Burnsal 25 % po34uHy)
44 mMn

5. llikapcbka opma: PO3YMH ANs 30BHILLHBOro 3acToCyBaHHA 10 %

6. Po3Mip Ta TUN nakyBaHHR; o 100 MA y hAaKoHax 3 MapKyBaHHAM YKPaTHCLKOIO MOBOIO

7. Homep cepii: 50624 Poamip cepii: 17780 wt

8. Nara supoSHULTBA: 06.2024

9. NaTta sakiHdeHHa TepMiNy npunarHocTi: 06.2027

10. Haseu, agpecu Ta HOMepu niueHsii BupobneHo, BKNIOYalOYY M3KYBAHHA/MapPKYBaHHA Ta KOHTPONL AKOCTI Ha AlabHuui 3

BCIX  AlAbHUUL 3 BUPOBHMUTBA  Ta pupoSHYLTBA DPIAKUX Ta M'SKNX JlKapcbKux sacobiz TOB "[KN "dapmauesBTWdHa

KOHTROO  AKOCTI: abpuka" 3a agpecoid JRKUTOMMPCLKA obn. MuToMupcekuid  paliod, c.CTaHuULliBKa,
syn.Koponbosa, 6.4; nlueHsia NeAB 598036; csigouTeo npo aTectaulic ®XJ Nel27,
ceipouteo npo aTectauiio MBS Ne227

11. Ceprudpikaty sinnosinrocti GMP nna BCixX AiAbHKLL, HABEOEHUX ¥ n.10:

12. PesyabtaTy aHanisise:

MNoKasHKUKK Bumoru HTH PesynbTaTH
onuc Ha MOMEHT BUMYCKY: Npo3opa, BesBapBHa, fleTka, AyXe NyXHa pianHa Blanosinae
3 pI3KKUM 3anaxom.
Ha TepmiH npupaTHocTl: nposopa, Be3bapsHa, NeTKa, AyXe JiyXHa
pianHa 3 plakuM 3anaxoM. LONycKaeTbes, Npu 36epiraHHl, HaaBHICTL
BRUCKITOK If4in Nerkol kanamyTi
InexTHhikayis 3rlaHo MKS N3 Bianosinae
: Ha MOMERT BUTYCKY: Mpo30puit.
Tiposcplers Ha TepMIH npuAaTHocTE: npenapat Mae SYTU NposopuM abo noro Blanoeinae
KanaMyTHICTL He Mae nepesullyBaTh KaJaMYTHOCTI eTanoHa |
Konwoposicts BesbapBHuit Biprosinae
Bax«ki metanu He 6inbiie 0.0001 % Binnoslaae
PeuOBMHY, L0 GKUCAIOIOTLCH BUTPUMYE BUNPOGYBaHHS Bianosinae
06'eM BMICTY KOHTe#Hepa He meHtie 100 Mn Blanoslinae
flaKkyBaHHA 3riaHo MKA 113 Binnosinae
MapkysaHHA 3rigHo MKS N3 Blanosinae
o Ha moMeHT BunycKy: He 6inbiue 0.02 r/a 0.01 r/n
Cyxnit EanuLIeN Ha Tepmin npuaaTHocTl: He Blnsiie 0.2 r/n
KinbKicHe BUSHaMeHHSs Big 9.5 % a0 10.5 % m/m 9.65 %

13. KoMmeHTapi:

14. 3assa npo LM s 3acBlAYYI0, Wo HaBeleHa sile lHdopMaLils € aocTosipHoto Ta TouHotw. Lo ceplio npogykuli 6yno BupobneHo

cepruikauilo:  (BKMI0Y2I04W NaKyBaHHR/MapKysaHHs) Ta nposefeHo KOHTpONL it AKOCT] Ha BuLLe3asHayveH il AlneHudi y nosHiA
slpnosigHocTi 3 BUMorami GMP, BCTBHOBNEHMMY MICLIGBYM PeryasTopHIM opraHoM, a TaKoX BlarnosiAHo fio
crietmdikalii, Wo MICTATLCS Y PeECTpaulitHoMy BOCLES LFIpQTOKONN s‘?oﬁ)—mmaa, nakysaHHs Ta aHanlais 6yno

nepernanyTo Ta BCTaHOB/MEHO BlAMOBIAHICT GMP,~
15. Mpissue Ta nocaga ocobu, sika Bugana nossin Ha BUNMYOK €
16. Mignuc ocoGu, fiKa BULANA [O3BIN Ha BUNYCK capii:

hyrderbpaxena ocoba 3 sxocTi
W/ 17. fata nianucakna: 27 @D & ,{[2;/4/

Q.

YroBHOBAXeHA

acoba 3
MWapecbka P.A. X

Koy SOETS




Livichuit Ha TepuTopli Yrkpainu 2

D
V”Shpha@ TOB "OKMN "®APMALEBTUYHA ®ABPUKA"

palpura nikia )i(
Cyuacni dopmyny apopos’n M. UWTOMUD

YkpaiHa, 10014, M. JKuTomup, BYN. IepMOHTOBCbKA, 5, T, 48-11-31, T/¢h. 48-11-28

Ceptudiikar cepii nikapcbhKoro sacoby Ne 18884

1. Hassa npoaykuii: AMIAK

2. Kpaina-supobHuk: YKPATHA

3, HoMep peccTpaWinHOro NocBifYeHHA: UA/3175/01/01

4, Cuna Aii/akTUBHICTDb: 100 mn npenapaTy MICTUTL: amiaky PO3YUHY KOHLUEHTPOBAHOro (y surnapi 25 % po3ymny)
44 mn

5. llikapceka hopMa: PO34MH AN 30BHILLHLOr0 3aCTOCYBaHHA 10 %

6. Po3mMip Ta TMn nakysaHHA: no 100 MA y diakoHax 3 MapKyBaHHAM YKpPalHCLKO MOBOKD

7. Homep cepii; 160424 Po3mip cepii: 17720 wr

8. NlaTa eupobHuyTBA: 04.2024

9. NaTa 3akiHyeHHa TepMiHy npuaaTHocTi: 04.2027

10. Hasew, appecn rta Homepu niueHsli BupcBneHo, ermovaoy NaKyBaHHR/MapKYBaHHA Ta KOHTPOAb AKOCTI Ha AinbHuuUi 3

BCix  AinbHuue 3 BupoBHMuTBa Ta BUPOOHMUTBA PiAKMX Ta M'AKUX nikapcbkux 3acobis TOB "OKN "®apMauesTuyHa

KOHTpOJIKO  AKOCTI: habpuka" 3a agpeco KuTomupceka 061., 2KNToMWpCeKWi  paioH, c.CTaHuLwwiBKa,
syn.Kopoavosa, 6.4; niueHsia NAB 598036: ceimouTso npo artectayito ®XA Nel27,
ceigouTsc npo aTectauilc MBS Ne227

11, CeprudpikaTn Bignosinuocri GMP gns Beix ARinbHUUb, HaBeAeHUX Y n.10;

12. PeaynuTaTth aHanisis:

MoxazHuku Bumoru HTQ, PezyneTaTh
Onuc Ha MoMeHT Bunycky: Nposopa, 6e3b6apeHa, neTka, AYXE nyXHa piauHa Bignosigae
3 pi3KUM 3anaxom.
Ha Tepmid npuaaTHocT: Nposopa, GesbapeHa, neTka, Ayxe AyXHa
PiauHa 3 pi3kuM 3anaxom. JonycKaeTLCA, npwu 36epiradHi, HagBHICTL
BAKCKITOK i/41 nerkoi kanamyTi
IneHTudikauin 3riaso MKA N3 Binnosigae
. Ha MOMeHT BUNycKy: Nposopuia. ; ;
RFos0picT Ha TepmiH npuaaTHoCTi: npenapaT mae 6yTr nposopum abo Horo BiAnoeaE
KaslaMyTHICTb He M3E NepesuLLYBaTU KanaMyTHOCTI eTanona |
Konbopogictb BesbapeHuii Binnoslgae
Baxxki MmeTanu He 6iabwe 0.0001 % Bignoeinae
Pe40BUHM, LLO OKUCAIOOTLCS BuTpumye sunpobysaHHa Blanosinae
O6'eM BMicTY KoHTeWHepa He mMeHwe 100 Mna Bignosinae
MNakyBaHHA 3rinHo MKS N3 Bignosinae
MapKyBaHHs 3rigHo MKS 13 Bignosigae
Cyxui 3anuwoK Ha MOMEHT BUNYCKY: He 6|nb|.§_re 0.02 r/n 0.01 r/n
Ha Tepmid npuaaTHocTi: He Ginbwe 0.2 r/n
KinbkicHe BU3Ha4yeHHsA Bin 9.5 % o0 10.5 % M/m 9.88 %

13. KomeHTapi:
14, 3asaBa npo Lnm a 3aceigyyio, Lo HaseneHa Bulle iHhopMaUin € gocTosIpHOW Ta ToNHOK. Ut cepiro npoaykuil 6yno supotneto
ceprTudikauio:  (skniovaoun nakyBaHHA/MapKyBaKHA) Ta NposeaeH HTPONL 1T AKOCTI Ha BuLLe3a3HaYeHiA AiNbHULI Y NOBHIR
BianosiaHOCT 3 BUMoramu GMP, scTaHosneHUMu MICLEBMM PerynATOPHMM OpraHoM, a TaKom sianosigHo Ao
' e
b

cneuudikauiit, Wo MiCTATLCA ¥ peecTpallifiHom ‘Qgsff’ BpoTokonu BUpobHULTEa, NakysaHHA Ta aHanisis 6yao
NERErnAHYTO Ta BCTaHOBNEHO BiANOBIAHICTE GMRY ™ \

) =5 /
15, Mpiseuuie Ta nocapna ocobn, AKa BMAaNa LO3BIA Ha BUN SR/ cepll. i0BHOBaXKeHa ocoba 2 AakocTi
16. Mianuc ocobu, aka sugana no3ein Ha Bunyck cepii:  2od / A, ; o A7 :
; Yy P = 5 W "/”{ f 17. AaTta nignucaHus; ‘:‘;’afé‘fjégybé/
# §
A
4 * Yy - ¢ 9
Vi ‘noBHoBaxena "
4 ocofia
Mapewka P A,
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Qivictmit ha Tepuropli Yipainu

Vishpha 108 “/IKN "GAPMALIEBTUAHA GABPIUKA
Gulpa REd M. )K“TOM“ p

Cysatni pousin SHOPORA

Ykpaina, 10014, M. MKuTomup, BYs. JIEPMOHTOBLLKS, 5, T. 48-11-31, 1/ch. 4

Qggméngpiii..mngcug@LMQ,z.z.g_

1. Hassa npoayxuii; AMIAK

2. KpaiHa-Bupobruk: YKPAIHA

3. HoMep peecTpanifHoro noceipuenun:  UA/3179/01/01

4. Cuna Bl/aKTHBHICTE? 100 mn npenapaty MictnTh: amiaxy PO3UUHY KOHUEHTPOBAHOTO (y surnnai 25 % po3IAHY)

44 mn
5. JlikapcbKa opma: PO3YMH ANA 3OBHILLHLOrO 38CTOCYBAHHA 10 %
6, PO3Mip Ta TUN NaKyBsaHHs: 10 100 Mn y hNaKoHax 3 MapKyBaHHAM YKPATHCLKOK MOBOKO
7. Homep cepil: 30724 Poamip cepli: 17780 w7

8. Hata BupobHuuTea: 07.2024

9. [laTa 3aKiHyeHHA TepMiry npugaTtHocTi: 07.2027

10. Hassu, appec# Ta HoMep# niuensii Bupobiero, BKOHAI0HN nakyBaHHs/MapKyBaHHa Ta KOHTPONb AKOCTH Ha QineHWUL 3

BCix  AlsbHMUBL 3 supoBHULTEE  Ta pupobHUUTRA piaKux Ta  M'AKNX nikapcekkwx 3acobis TOB TAKT “GapMauesTning

KOHTPOMID  AKOCTH gabpura” 3a ajpecoio HuTomypcbra 06 KW TOMNPCEKUA  PARoH, C.Cranmuisgga,
By N.KOponsosa, 6.4: niuensin MAB 598036; CBIAGUTRO 1po atecTauiio OXJT Nel27,
CRIAOUTBO MPO arecTatito MBJT Ne227

11. Ceprudpikartu signosigHocTi GMP pas BCiX AiNBHUUL, HasepeHruX y n.10:

12. PesynabTatu aHanisis:

MoxKasHukKu Bumoru HTR PesyasyaTh
onuc Ha momenT gunycky: nposopa, besbapsiia, neTxa, LYXKE NyXHa plauna Binnosinae
3 Pi3KUM 3aNaxoM.
Ha TepMmiH NPUAaTHOCTI: MPo30pa, Be3dapsHa, NeTKa, AyXKe NyXHa
piguHa 3 pi3KUM 3araxomM. NonycKaeTeCs, Npu 36epiranti, HasIBHICTL
BANCKITOK i/ lerKkol KanamyTi
inenTudikauis 3rigHo MKA N3 gignosigac
; Ha MOMEHT BUNYCKY: NPO30pNiA . :
Mpo3sopicrs A i ' " Binnosinae
P P Ha TepMiH NPUAATHOCTE: Npenapar Mae GyTw npo3sopum abo horo Anosifac
KaJslaMyTHICTbL HE Mag NepesnulyBaty KanamyTHOCTI eTanoHa |
KonkopoBicTh BeszbapBHUA Bignosinae
Bakki metanu He Hinsiue 0.0001 % BijiNOBINAE
PevoBUHK, LLO OKUCAKOIOTBEA BuTpuMye sunpobyBantg Binnosilae
06'eM BMICTY KoHTe#Hepa He mexwe 100 mn Binnoeinas
MakyBaHKA 3rinHo MK N3 Bipnosinae
MapKybaHHa 3riaro MKA N3 Bignosinac
Cyxwit 3anUWOK Ha MOMEHT BUIYCKY: HE 6u’1mpe 0.02¢/n 0.01 r/n
Ha vepmin DpuiiaTHOCTE, HE Ginbwe 0.2 r/n
Kinbkicie puznadyeHHsa Bif 9.5 % 00 10.5 % M/M 9.76 %

13. Komenrapi: -
14. 3aasa npo Lium 51 3acBigYyio, Wo HaBeacHa suae iHthopMaLLs £00CTOBIPHOI Ta TOHHOIO. Lo cepito npoayxuil Gyno supcHneHn
cepTudikaunitor  (BKIOHAKOHN NakKyBaHHs/MapKyBaHHA) T8 rpoBeagHo KOHTPO:b Tl GKOCT! Ha BUlLe3a3Hauenin QIALHALY Y TOBHIA
BiAMOBIAHOCTI 3 BUMOTaMK GMP, eCTaHOBAEHUMI MIEUEBNM pery/iiTOPHNAM OPraHoM, 8 TakoX BiAMOBIRHO RO
creundikauin, uo MiCTRTLA Y peecTpauiiHoMy Lo HOT.OKOMM BUPOBHNLITBA, NaKyBaHHA T8 ananizis 6yno
fiepernsaHyTo Ta BCTaHOBAGHO sipnosiaHicTh GF
15. MNpissuwte Ta nocana 0coby, fKa BUAANA BO3BIN Ha BUN i
16. Mignuc ocobu, aka supana no3Bin Ha BUNYCK cepii: {*‘ { ,c'/ $

yndsrosaxena ocoba 3 sKocTi
; 17, flota manvcarnsa( A

—
@7{1 Gl V0929 vy A0 =4 W//"“/



T Alficiunsi na repuropit Yepalim @?ﬂ"%ﬁ
Vishpha: . e
- 5@ TOB "BKI "®APMALLEBTWYHA ®ABPUKA > I -Q\-..ri
datpmamxna ;
M. 2KuTtoMup

Cyuacul $papraynu znopos’n

YKpaida, 10014, M. KuTomMup, 8yN. NepMoHTOBCbKa, 5, T. 48-11-31, T/, 48-11-28

CeprtudikaT cepil niKapcbhKoro 3acoby Ne 20154

1, Haszea npoagyxuii: AMIAK

2. KpaHa-pupoSHuxK; YKPAIHA

3. Homep peectpauiftnoro nocsiavenns:  UA/3179/01/01 )

4. Cuna pilfakTuesicTo: 100 mA npenapaTy MICTHTL: aMiaky poasmHy KOHLeHTpoBaNOro (y Burasai 25 % posunny)
44 Mn

5, Nikapcbka bopma: PO34UH A7 30BHILLKBOMO 3aCTOCYBaHHA 10 %

6. Posmip Ta THR nakysauua: no 100 M1y nakoHax 3 MapKyBaHHAM YKPATHCLKOKO MOBOIO

7. Homep cepii: 120624 Pozumlp cepilt 17780 wr

8. daTa supoGHuLTRa: 06.2024

9, fata sakinyeHHA TepMminy npugaTHocTi: 06,2027

10. Hassu, appecu Ta Homepu siuensii Bupobneno, BKANaioNM NaKyBaEHHA/MAPKYBAHHR Ta KOHWTPOAbL AKOCTI Ha AinbMuul 3

BCIX  alnbHuue 3 ewpoBuuursa  Ta BUPOOHUUTBA PAKMX Ta MAKUX nikapceKkux sacobis TOB “fKI] “OapMalesTHyHa

KOHTpOXIC  axocyl: thabpuka" 3a anpecole MUTOMMPCHKA 06 JKUToMupchkui  pafiod, c.CTaHuwiska,
Byn.Koponkosa, 6.4; niuensin NeAB 598036; ceifouTBO npo aTectauily OXN Nel27,
CBIOOUTBC MPO avecTauno MBJ1 Me227

11. CepTudpikaTu BianosinuocTi GMP ARA BCIX AlALHUUL, HaBefeHuX ¥ I1,10;

12. PesynusraTe aHanisie:

MoKazuugn Bumoru HYQ Peaynsrath
O Ha MOMEHT BUMNYCKy: Npo3opa, Heabapena, neTka, BYHEe JIY)KHa piguHa Bianosiaae
3 Pi3KUM 3anaxoM.
Ha TepmiH npuaaTHoCcT: nposopa, Ge3bapeHa, AeTKa, Ayxe nyxHa
piAMHE 3 PI3KAM 3anaxoM. BonyckaeTben, Npu 36epiraHH], HasaHicTs
GAMCKITOK ifvm nerkol kanamyTi
lpenTudrikanis 3riado MKR 13 Bianoeipae
= Ha momenT Bunycky: npozopui,
fiposopicts Ha TepmMiH npuRaTHoCT: npenapaT Mae Byt npo3opum abo ioro Bianosinae
KanamMyTHICTh HE Mae NEPEBUILYBATY KaNaMyTHOCT eTas0Ha |
Konsoposicts Beabaperun Bianosinae
Baxcki meTany He binbwie 0.0001 % Bignoslnae
PeyoBHHN, WO OKUCMIOOTHES BUTPUMYE BunpobyBaHHs Bianoeifae
O6'eM BMicTy KonTelnepa He Menwe 100 mn Bianosigag
MNaxkysaHuHa 3ripHo MK#A N3 Blanosinae
MapkysaHlHa 3rigHo MKS N3 Bignoslgae
- Ha MomeNT BURYyCRY: ke Ginbwe 0.02 r/n
C 3 : ; :
YXHH 3anuiok Ha TepMiH npustaTHoCcT: He Blaswe 0.2 rfn 00LT
KinekicHe suznavenns Big 9.5 % A0 10.5 % m/M 5.6 %

13. KometTapi:
14. 3aﬂ§a npo Lum 7 33ceiguyio, 4o HaBegeHa BUe iHdiopMaLin € AgE‘T@BTpHOEO Ta To4uHo. Lo cepilo npoaykul 6yno BupoBaeHo
cepTudikanito:  (sxniovaroun NaKyBaHHA/MapKYBaHHR) Ta npoBefeHo KOHTRoNb I AKOCTi Ha BuilesasHaeRld AinsHULl Y NOBHIA

BiANORIfHOCT] 3 BUMOraMu GMP, BCTaHOBACHUMU MIGEIEBHMeryAATOPHUM OBraHOM, & TaKoX BlanoeiAHo A0
cnedvdikauli, mo MicTATLCR v peecTpauliHomy gog

-FIDUTPKOAM BupoBHULITEA, NakyBaHHA Ta aHa/sis 6yno
MepernaMdyTo Ta 8cTaHoBAEHO BlANORIAHICTS GME,-”U «\\ i
15. Mpissue Ta nocapa ocoGy, AXa EKRaNa no30in Ha Bunye?@_pn“'. ¢ YndFhosanena ocaba 3 akocy!
16. Nianuc ocobu, axka Bupana KRo3BIN KA DANYCK cepit: A TG 17. Rava nianvcanns: 5 9. 2047
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Vishoha

dradpuxa ninla
Cyuacm dopmyny anopen’n M. 2KuTto MUD
"‘?3’;@&' YKpaiHa, 10014, m. XKutomup, syn, lepMoHToBCEKS, 5, T. 48-11-31, T/p. 48-11-28 g
Ser ] 3

A S
e
N

1. Hasea npoaykui
2, KpatHa-grpoBHNK:

3. HoMep peectpaLifiHoro noceigyeHus:

4. Cuna pilfakTuenicTe:

5. Jlikapcoka dropma;
6. Poamip Ta TMR nakysaHin:

7. HoMmep cepir;
8, Oata supobHuuTea:

Lifichuit Ha TepuTopli Yrpoinm

TOB "AKI "®APMALLEBTUHHA ®ABPUKA®

Ceptudikar cepii nikabchkoro 3acoby Ne 20211

AMIAK
YKPATHA

UA/3179/01/01
100 mn npenapaty MicTUTL: aMlaky po34%HY KOHUEHTPOBAHOMD {y surnanr 25 % pozuunnHy}

44 mn

PO34MH A/ 30BHILKBOMO 32CTOCY8aHHA 10 %
no 100 mn y hnakoHax 3 MapkyBaHHAM YKPaTHCLKOIO MOBOD

10724 Pozuip cepii: 17780 wr
07.2024

9. faTa sakivyeHHA TepMiny npupaTHocTl; 07.2027

19. Haseu, anpec Ta HOoMe

BCIX  pAlnbHuue 3 BUpoGHuUTEa

KOHTROAK  sIKOCTI:

p® nigensii BupobneHo, BKAKYa0HU R3KyBaHHA/MapKYBEHHA Ta KOHTPOAL AKOCTI Ha AiAsHUWI 3

T3 supobHULITEE PIOKMX Ta M'SKWUX ikapcexumx 3acofis TOB "OKN “DapmaueBTUYHa
thabpuxka" 3a agpecow MKuToMMpCLKa 06, KUTOMMPCLKIG  paidod, C.CTaHnwiska,
ByN.Koponwosa, 6.4; niuensia M:AB 598036; ceinouTso npo arecrauitc OXA Nel27,
CBiAOUTBO Npe aTecrauilc MBS Me227

11. CeptudrikaTu sinnesigHocti GMP gas Bcix BinbHULb, HABROEHUX ¥ 1,102

12, PeaynsraTu ananisis:

MNoKa3HMKK Burmoru HTH PeaynbraTti
Ha mMoMeHT BURYCKY: Nposopa, Ge3BapeHa, neTka RYMe NyXHa piguHa
o | . . .
i 3 Pi3KUM 3anaxoMm. Birnosinae
Ha Tepmin npuaaTHocti: npozopa, Gesbapsna, netka, AYXe NyxHa
£1OMHA 3 DI3KUM 3anaxom. [onyCKaeTses, npi 36epiranHi, HassRiCT:
BAuckiTox /41 nerkoi kanamyTi
loenTudrikania 3rigHe MKS A3 Binneelgae
. Ha MoMexT Bunycky: nposopuii.
NpoaopicTe Ha Tepmix npuaaTHOCTI: NpenapaT Mae GyT¥ npo3opwkM abo #ioro Branosinac
KanamyTHICTL He Mag NePEeBULLYBATY KaiaMyTHOCT) BTa/10Ha |
Konkoposicts BeaGapBHui Bignosinae
Bakki meTanu He Ginswe 00001 2% Bianosinae
Pevosunmn, uo okucnoloTben BUTpumye BUNPOBYRaHHR Bianosigae
0B'em BMicTy KoHTefiHepa He MeHwe 100 ma Buinosinae
NakysadHs 3rinHo MKS A3 Bignosigac
MapKysaHHs 3rigHo MKA 13 Bianoeigae
- Ha MOMeHT Bunycky: He Binsbwe 0.02 r/n
Cyxuii 3annutok ¢
yxuu tio Ha TepmiH npuaaTHocT: He Sinswe 0.2 /i 0ign
KinbxicHe suznavenHs Bin 9.5 % o 10.5 % MiM 968 %

13, KoMmeuTapi:

14. 3assa npo

U s 33cs144y10, WD HaBeACHa BULLE iHGopMaLs € abcToeipHoto Ta TouHOK Lo ceplio npoayku Gyno BupaBneHo

cepTudikauito:  (BKIOYAIOLN NaKyBakHA/MapKyBaHHA) Ta npoaeneHgy’Kd[;lTponb Tl AKOCT) Ha BULE3a3HaYEH N QifbHKL ¥ NogH:i
BianosiaHocTi 3 suMoramMu GMP, BcTanoaneHun MICUEBIM PEryAATOPHUM OpraHom, a Takex BiAnNoBILHG A0
cneundikallié, wWo mlcTaTLCS ¥ peecTpalitHoMy gﬂ(ﬁ-‘e‘.eﬁj QTQKONU BUPOBHMUTES, NakyBaHHA Ta aHam318 Gyno

NeporAaHyTO Ta BCTaHoRNEeHo ainnosi.ql-:ic‘rbncyd%‘? = \\
15. Mpizeniue Ta nocapna ocobu, AKa BNAANA foscin Ha B C\K_f;\cepi}:{ M}z:ré}{uonameﬂa ocoba 3 AKocTi
16. Mianuc ocabu, ska BUAAKA DO3BIN Ha BUnyck ceplit (a5 & “obr) 17. RaTa nignucarusa: ¢ 2 OF. 20217
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Vishpha

B gatpuns gk
Cyvacni gopmynin Ix0pos’a

1. Haspa npoAyKuii:
2. Kpaina-supobHnk:

HidcHuA Ha TepuTopil Yrpaliu

TOB "AKM "GAPMALUEBTUYHA GAEPUKA"
M. XKUTOMMP

YKpaiHa, 10014, M. >KuTtomup, Byn. JlepMoHTOBCEKA, 5, T. 48-11-31, T/d. 48-11-28

Ce ikaT cepii LKOT N- 1

AMIAK
YKPAIHA

3. Homep peccrpauliinoro nocelgyennn:  UA/3179/01/01
100 Mn npenapaTty MICTUTL: aMiaky PO3YMHY KOHLEHTpoBaHOro (y Enrasai 25 % po3quHy)

4. Cuna ali/akmmeBHicTe:

5. JNlikapcoka dropMa:
6. PoamMip TA THN NAKYBAHHA:

7. Homep cepii:
8. AaTa pupobHnuTea:

44 Mn

pPo34MH 00A FOBHILLUHLOrG 3acTecysaHHa 10 %
no 100 Mn vy hNaKoHax 3 MapKyBaHHAM YKPaTHCbKOIO MOBOKD

90624 Poamip ceplh: 17780 wr

06.2024

9. AaTa saklHuyeHHn TepMiny npupaTHocTl: 06.2027
10. Hazem, agpecw Ta HoMmepHW nluewsii BupobineHo, BKMOYAIOHUM NaKyBaHHA/MAPKYEAHHA Ta KOHTPO/b AKOCTI HA AifAbHAW 3
Ta pupobHMyTEa PIAKMX Ta M'sxux nikapcobkux 3acobie TOB “AKI “"dapMaleBTW4Ha
thabpuxka" 3a agpecow MUTOMUpChKA OGN KWTOMMPCHKWA paitoH. C.CTaHWLWIIBKa,
syn.Koponsosa, 6.4; niueHzla N:AB 598036; ceigouteo npo aTectaulio @X/1 MNl27,

BCix pineHWUL 3 BAPOBHMUTEA

KOHTPONK  AKOCTI:

celgouTEo npo aTectauile MBS MNe227

11. CepTudikaTu pianoslgnocT] GMP pns pcix glneHALbL, HaBeAeHWX ¥ n.10:

12, PeaynuTaTy aHanlzie:

KinsxkicHe BuZHaYeHHA

MOKAZHUKH Bumorn HTA PeaayneTam™
Ha MoMeHT BURYCKY: npo3opa, 6e3bapeHa, NETKa, AYXe AyXKHa pianHa .
afike 3 pi3KUM 3aNAX0OM. Bianoslpae
Ha TepMiH NpUAATHOCTI: Nposopa, GesbapeHa, NeTKa, AyXe nyXHa
piawHa 3 piakum 3anaxom. ﬂOI'IYCKaETbCSI npw 3beplraHHi, HaABHICTL
BAMCKITOK /MW Nerkot kanamyTi
taeHTUchIkaunin 3rigHo MK#A N3 Binnosigae
Ha MOMEeHT BunyCKy: NPo3opyi. : :
MposoplcTs Ha TepMIH NpuAATHOCTI: npenapat Mae GyTh Npo3opvM abo ioro Bianoeinae
KanaMyTHICTL HE MAE MNEePEeRMLLYEATH KaNaMyTHOCTI eTanoHa |
Konasoposicth BezbapeHuin Bignasiaae
Baxx| MmeTann He Binbwe 0.0001 % Bianosinae
P&4OBMHM, WO OKHCAIOIOTLCA BuTprMYE annpo_ﬁ_ysaHHﬂ Bianoeinae
('Hnm B, s :
06'eM emicTy KOHTelHepa He me AT ?.)\\ Bipnosinac
MaxyBanua 3ri%®&/l&ﬂﬂ§\ VEHTIB \fv_ \ Bionosinae
MapkyBanus BF#M(W q L] M " ‘] E Bianosigae
HT snnycny He 6mw.ré§ﬂ' 2rin
SR aRnMILONK ﬁgﬁ ii npuaaTHoCTI: H&GIbHe 0.2 rin 0L/
S 9.89 %

sin sk Rp 103 w0/
<

13. KoueHTapi:
14. 3aaea npo

UMM 5 3aceigqyo, WO HaBeaeHa BUlle Iqupma ine .qocroslpnovo Ta TouHoio. Lo ceplo npo.qyxual Byno supabneHo

cepTudikauiln:  {BKIOMAIOUN NAKYBAHHA/MAPKYEaHHSA} Ta NporgligHO KOHTRe 1T AKoCT] Ha BULLEZaZHAYeHIR AINBHWLI ¥ NOBHIR

sianosigHecTi 3 BuMoramu GMP, BCTBHOENEH
cneumndikati, WO MICTATLER ¥ peecTpaLifAHoMyY
neperniaHyTo Ta BCTAHOBNEHO BiANoBioHICT ol

[CLUEEMM PEeryNATORPHAM OPraHoM, & TaKOX Blp.noamuo ao
anln E ﬂpmonn sUpPOoGHULTES, NaKyBaHHA Ta aHanisie Byno

B _
¢ copdit 7 _!’Maxmna ocoba 3 axocr!

17. flaTa mianucanns: A O b, LO7Y



Aificundi Ha Tepuropil Ypalnin [

/;Mu-....-—-" "
V’Shegaﬂ TOB "AKN "GAPMALEBTUYHA PABPUKA™

Cynwacul dopaynu sanpos’a M. KUTOM Hnp

YkpaiHa, 10014, M. KUTOMMP, BYl. JIEPMOHTOBCLKA, 3, T. 48-11-31, T/, 48-11-28

CepTudikar cepii nikapcbLKoro 3acoby Ng 20267

1. Hasgsa npoaykuii: AMIAK

2. KpalHa-aupobHuK! YKPAIHA

3, Homep peecTpauiinoro nocelpyenHa:  UA/3179/01/01

4. Cwha pli/aKkTuBHICTB: 100 Mn NpenapaTy MiCTWUTe: amlaky po3yMHY KOHLEHTRoBaHOro {y¥ Burnagi 25 % po3vyuHy)
44 Mn

5. Nlikapcbka Gropma: PO34WH A1 20BHIWHBOrO 3acTocyBaHHA 10 %

6. PozMip Ta TN NaKyBaHHA: no 100 Ma ¥ PAaKOHAX 2 MApKyBaHHAM YKpalHCbKOKY MOBOIO

7. Homep cepii: 60724 Posmip cepll: 17780 wr

8. AaTta BMpoOHULTEAS 07.2024

9. DaTta zakiHueHHA TepMiHy npupaTHocTl: 07.2027

10. Hasen, appecH Ta HoMmepu JiteHsIT BupobneHo, BKAKMAICHM NAKYBaHHA/MAPKYBAaHHA Ta KOHTPCAL AKOCTi Ha AlnbHUUI 3

Bcix  pinbHMubL 3 eupobHULTBAE  Ta pupobHULTBA piaxux Ta M'AKMX Nikapcekwix 3acebis TOB “OKN "dapMauesTUqHa

KOHTpOnic  AKOCTI dabpuka" 3a agpecod XuTomupceka o065, MUTOMUPCLKMA paitoH, <.CTaHuwlexa,
pyn.Koponwoea, 6.4: niueHsia N:AB 598036; csigpourBo npo aTecTaujle XN Nel27,
cBigouTBo npo aTecTauin MBEN Ne227

11i. CeptndikaTth elunoelanrocti GMP gnan <X AlALHALL, HABEREeHKK ¥ N.10:
12. Pe3ynbsTaT ananlais:

MokazHUKK Bumorn HTQO Pe3ynbLTaTH
Ha momeHnT BUnyCKY: nposopa. 6e30apeHa, neTka, AY»Ke NyXKHa piavHa ; ;
Qnuc 3 Pi3KMM 3aNaxom. Blananszg
Ha TepMiH npuoaTHocTi: Nnposopa, GesbapsHa, NeTKa, AyXe AyXxxHa
plonHa 3 plakum 3anaxem. JonyckaeTscs, Npu 36epiraHHi, HaasHIcT
GANCKITOK if4n nerkol KanamyTi
inenTudgikaula 3riaHo MKA N3 Binnosinae
Ha MoMeHT BUNYCKY: NpO3SOpWA. ; ;
Apaaaplers Ha TepMin npungaTtHocTl: npenapat mae byTu npo3opum abo Woro Bianosiaae
KaJaMYyTHICTb e MaE NepesnilyBaTy KaNaMyTHOCTI eTanoHa |
KonsoposicTe besbapBHUIA Bianorinae
Baxkl meTanu He 6instwe 0.0001 % Binnogifae
Pe4OEWHM, LIL0 OKKCAIOIOThCA BuTpumye sunpoSyRaHHA /’;(-H o }m Bignosinze
i
- N .
06'em BMICTY KOHT@HHeRa He meHwe 100 MA //"‘ L ’/,;,\_\ Bigncelaae
s L)h\\‘l'i“"_i
MakyBaHHA 3rigHo MKA N3 ﬁ af A i '\“%\ Bignoslaae
1
MapxyBaHHA 3riaHo MKS J13 ji')} Bignoeinae
» T
CyXMit 3aAMILIOK Ha MomMeHT BUNycKy: He Gm qe‘ﬁ 02 r/n SR 0.01 r/n
Ha TepMiH npuaaTHOeCT: He 2 ;.-"n oA
e W R -.\\\y
KlnkklcHe BH3HaveHHn Bip 9.5 % 80 10.5 % M/m ’u!n X "\"/-' 9.61 %

13. KomeHTapi:
14. 3anBa npo LW 5 3aceigvyio, 1o HaeefeHa saule ixdiopMadighe nocToBipHow Ta TouHOK, LUk cepio npo.u.yKuﬁ ﬁyno BUpobneHo
cepTulxaulic:  (ekniovalovu NakyBaHHA/MaAPKYBaHHA} Ta NPOBEALHOKOHTPONL T AkocTI Ha BuLlesasHa4eriid ginbHUU ¥ NoBHIA
anoamﬁocn 3 puMoraMu GMP, BcTaHOBASHUMY M?J%BHM perynaTepHUM OPraHoM, a Takex BiAnoeiaHo oo
-} [IpoToKonn eMpoSHULLTBA, NaKyBaHHA Ta aHanizis byno

15. Npiseuwie Ta nocapa ocodn, AKA puAANa no3ein Ha UYLy ; -- :_' Fnppkiosaxcena ocoba 2 axkocr!

17. DaTa ﬂiﬂﬂHCEHHHQQO&W




Aidichwi Ha Tepurropll Yepaivu

VlShpha TOB "AKM “GAPMALLEBTUMHA GAEPHKA"

b nixta
Tyl dopmyhg saepos's M. XKntomMup

YkpalHa, 10014, M. XXutoMup, ByA. JlepMoHTOBCEKA, 5, T. 48-11-31, T/dy 48-11-28

1. Hazpa npopyKkuli: AMIAK

2. KpaiHa-snpoBHuk: YKPATHA

3. Homep peccTpaulitHoro nocelguennn:  UA/3179/01/01

4. Cuna plifaxTueHlcTe! 100 Mn npenapaty MlcTUTE: aMlaky po34uHy KoHueHTpopaHore (y eurnagl 25 % poaquHy)
44 mn

5. Nikapcoka opMa: PO34MH AAA 30BHIWHBOrG 3acTocyRaHHA 10 %

G. Posmip Ta THN NaKyBAHHRA: no 100 MA y dnakoHax 3 MapkysaHHAM yKpaiHcbKow Moboio

7. Homep capli: 20325 Poawnlp cepli: 17700 wT

B. BaTa aupobHuyrea: 03,2025

9. NaTa aakluveunn Tepuiny npugaTHoctl: 03.2028

10. Hazew, appecu Ta HoMepu niueHall BupobneHo, ekHaONM NaKyBaHHA/MaPKYBIHHA Ta KOHTPOMs AKOCTI Ha gineHUUi 3

Bcix plaewvue a3 BupobHMLTBA  TA pupobHMUTEA PIAKMX TA M'AKMX Alkapcekwx 3acobip TOB "AKMN "®apmauesTudHa

KOHTpOMio  AKOCTI: dabpuka" 3a appecow XKUToMupceKa obn., KUTOoMUpcbKUA paioH, c.CTaHWWwiEka,
syn.KoponeoBa, 6.4; nileHain N:AB 598036; celgoyreo npo aTecTaujio XN Ne127,
CRiZoUTED npo aTecTaudile MBA Ni227

11. CepTudpikatu eipnoslprHocTi GMP gnan scix plneHWub, HaRageaHKX ¥ N.10: 015/2025/GMP

12. PeaynuTaTh avanlale;

Mokaakukmn Buamorn HTL PeaynstaTtin
Ha momMeHT BUNycky: npo3opa, 6eabapeHa, netka, gyxe NyxHa pignHa
Qe 3 plakuM 3anaxoM. Blanosizae
Ha TepMiH npuaaTHocTi: Nposopa, BeabapBHa, NeTKa, AyXKe NYXKHE
plAnHa 3 plakvm 3anaxom, flonyckaeTscs, npu 36epiraHHi, HaRBHICTE
BAKCKiITOK /MM nerkoi kanamyTi
laeHTuhikauls 3rigHo MKS N3 Blanoeigae
Ha MOMeHT BUNYCKY: Npo3opuid,
fiposaplcre Ha TepMIn npupaTHocTl: npenapaT Mae ByTn nposopum abo Horo Blanics|nas
KanaMmyTHICTL He M3E NepeBMWYBaTH KanamyTHocTl eTasoHa |
Kenwoposicrs EeaBapeHMA Bianoslaae
' Baxxkl MeTanu He 6lnbwe 0.0001 % Blanoslnae
PevOoBUHM, LLO OKMCAIOIOTRCR Bntpumye awnpoﬁyaaHHn Bionoeinae

]
- 06'em BMlcTy KOHTEBlHEpA He mMeHwwe 1%“ [-i(} ”\ Blanoslaae

» 1. \\@
Nakysanun 3rigHo MKWLUH\ VEHTIB \»W\ Blanoslnae

MapKyBaHHA . 3rlaHo MI{%&T{B " F'] qu M liug- Bignosigae
Ha MOMeHT\EMOYCKY: He 6labwe 00 ..3.
Cyxuit aanauiiox Ha TepmMiH %\THoC'rI He Glnbl.‘ue_p rin b1
KinukicHe BusHaueHHs Big 9.5 % go %th-ﬁ 8} / \\/ 10.37 %
!.Hu st -

- inl —_ -

13, KomenTapl:
14. 3ansg npo  LiuM A 3acBlasyio, Wo HaseaeHa suwe IHdopMauls € g
cepTudiganio:  (srniouaoul NaKkysaHRs/MapKYEaHHA) T3 TROEERBHG
signoeigHecTi ‘2 Bumoramy GMP, BeTaHOBAEHMMN MifLeg
cneu.mbinauiﬁ W MICTATBCA Y peec"rpaulm-lomy .r.l. piroKoNin BUpoSHMLTBE, l'IaKy!aHHH Ta aHanisie Syno

oBlpHOK Ta ToMHOW. Lo cepio Nnpoaykuii 6yno supobneHo
A ponb Tl AKoCT| Ha BuLe3asHa4veHI A .u,lanuu,I y noeHIi

pHogaxeHa ocoba 3 akocrl

17. RaTa nianvcanns: (P O, AOPK

13. Npissuue Ta nocana ocobu, AKa BNaana nosnln Ha BUTTYCH P
16. Nianuc ocotin, Axa eupana aozein wa Bunyck cepli;




Hidcrunid na Tepuropii Yepainm
V,Shpha TOB "AKMN "®dAPMALEETUYHA ©ABPUKA"

gnitipysa nixee

Cyvwacri opMyM S40poE's M. XKuTOoMMp

¥xpaiHa, 10014, M. Xutomup, syn. JlepMoHTOBCbKE, 5, T. 48-11-31, T/th. 48-11-28

C || fi_ni 6y Ne 10680

1. Haara npoaykuii: AMIAK

2. Kpaina-eupobHKRK: YKPATHA

3. Homep peecTpauiitHoro noceinuenna:  UA/3179/01/01

4. Cuna pii/akTUBHICTR: 100 Mn npenapaTy MICTUTH: aMiaKky PO3YXAHY KOHUEHTPOBAHOMD (¥ BUMNALI 25 % po3yunHy)
44 mn

5. Nixapchka thopMa: PO34MH ONH 30BHIWHLOrD 3aCTOCYBAHHA 10 %

6. PosMmip Ta TMN NAKYBAHHR: no 100 Mn y hnakoHax 3 MapKYBaHHAM YKPAiHCLKOK MOBOIO

7. Homep cepii: 140623 PosmMip cepli: L7720 wr

B. NaTa empoGHHuUTBA; 06.2023

9. NaTa saxiNyeHHa TepMiHy npunaTHocTl: 06.2026

10. Hazsu, appecu Ta Homepw nluensli BupoBneHo, BKAIONAIMH NaKYBAHHA/MAPKYBAHHA Ta KOHTPONb AKOCTI Ha AinNkHWUi 3

BCiX  ARiNkHWUR 3 EMpOGHMLTEA T pupobHMUTBA pigKMX Ta M'SKWX Nikapckknx 3acebis TOB “AKM *CapMauesTWyHa

XOHTRPONMW  AKOCTY: thabpuxa" 2a apgpecowy XMuToMupceka ob6A. 2KUTOMUDPCBKWA paioH, <.CTaHuWiBKa,
syn.Koponwosa, 6.4; nlueHsin N:AB 598036; celaoutso npo arvectauiic ©XN MNel27,
celpouTBo Npo artecradiio MBJT Ne227

11. CeptudinaTu Bignorinnocti GMP ans scix plabHuub, HasenaHwx vy n.10: 020/2022/GMP

12. Pe3yALTaTW aHanisies:

NokasHUKK Bumoru HTA, PelynetaTh
Ha MOMeHT BUnNycKy: npo3opa, 6eabapeHa, NeTKa, ByXe NyXHa piduHa . :
Onmue 3 pi3KKM 3anaxoM Bianoeinae
Ha TepMiH npwaaTHocTi: npo3opa, beabapeHa. neTKa, AyXe NyXHa
piAvHE 3 piskuM 3anaxoM. JonyckaeTecA, npu 36epiraHHi, HaABHICTR
GAMCKITOK if9M Rerkol KanamyTi
lanenTudikanis 3rigHo MKA N3 Bianoslnae
Ha MOMeHT BunycKky: nposopun ;
NposopicTe Ha TepMIH NpuAaTHoCTI: NpenapaT Mae ByTn Nposopum abe Aoro Binnoslaae
KaJaMyTHICTh HE MAE NePEeBULLYBATU K [ JIOHa i
..\?"‘T.‘—‘—‘—l” "’z \
Konsoposicte BesbapBHuk 4 A Blanosinae
ixl /4
Baxi meTanu He Binswe 0.0001 % /o/ ll‘h\ MEHTIB \) Bipnoninae
S S
Pe4OBUHH, LLO OKMCNIOIOTRLCA BUTpuMyE BUNpobysaHHA m[ " 5 ajl };1 Bianosigae
4 |
\ ~_1 fq_’ 7
06'eM BMICTY KOHTelHepa He meHwe 100 mn \f\ s e Blonosigae
S N
- FSEERT N
NakyeaHHR 3ripHo MKA N3 \Qp\“ _“?___\..‘/\-_\\Q/ Bianoeinae
i o P2
e L i
MapKyBaHHsa 3rigHo MKS N3 Bianoeinae
CyxHit 3anuLI0K Ha MoMeHT Buanycky: He ﬁinhL!Je 0.02 rin 0.01 rin
Ha TepMiH npuaaTHocTi: He Ginkwe 0.2 r/n
KlnbkicHe BuaHavesHn Bin 9.5 % no 10.5 % m/Mm 9.7 %
13. KoMeHTapi: 4

14. 3aqBa npo Uum 7 3aceigyyo, Wo HaBegeHa BUwe iHhopMadia € Aocyboy
ceprudiikanivo:  {BKNIOYAOYM NAKYBAHHA/MAPKYBAHHA) TA NPOEEAGHD KD
BiANGRIAHOCTI 3 BUMOramu GMP, BCTAHOBNEHUMIA MiCLGRD
cneuudikauli, wo MICTATLER ¥ peecTpauiiHoMY [oCh§
neperAsHYTO Ta BCTRHOBNEHO BiANORIAHICTE GMP. Jf
15. Mpl3exwe Ta nocana ocobu, AKa EMAaNA NO3BIN Ha BURYCK
16. Mianuc ocobu, Axa suaana noasln Ha BunycK cepii:

DHOI0 Ta TouHow. Lo cepio npoaykuii 6yno BupobneHo
{b il AxocTl Ha BUesa3HavYeHI# AINEHUU Y NOBHIRA
NIATOPHMM OPraHoM, a TakoX BiANOBIAHD Ao

RV POBHUUTES, NaKyBaHHs Ta asanisis Byno

inceHa ocoba 3 Axoct!

17. DaTa ninnucanHa: f5 5{’,{(){3

BHOBAWLHT &
oceba

Hapenka P.A.




- Hisicumii Ha TepuTopit Yepam b
Vﬂghpﬁ@ TOB "BKN "®APMALLEBTUYHA DABPUKA" :

BB Dl

Cyvacdi gopaynn 3gopos’sn M. H(“TOMHP

,%v-%‘ 33; Ykpalxa, 10014, M. XnTomup, Byl JIePMOHTOBCEKA, 5, T. 48-11-31, 7/d. 48-11-28 HDEKRA
SERE S 4
i) _ L
%’f}} CeptudhikaT cepil nikapcbkorp sacceby Ne 27945

1. Hassa apopykuii: AMIAK

2. KpaiHa-BupobHuk: YKPAIHA

3. HomMep peecTpauifinoro noceiguennn:  UA/3179/01/0)1

4. Cuna plifakTuBHicTb: 100 mn npenapaty MICTUTL' aMIBKy PO3HMMY KOHIEHTPOBAHOrO (Y BUrAfAl 25 % po3unHy)

44 Mn

5. Nikapceka dopua: PO3YMH ANS 30BHIHLOrO 3acTocyBaHHA 10 %

G. Poamip Ta TUN NaKkyeaHHA: Ao 100 M0 y hNakoHax 3 MapKYBaHHAM YKPAIHCLKOKD MOBOK

7. Homep cepli: 90525 Posmip cepii: 17840 wT

8, AaTta snpobHKLTEA: 05.2025

9, PaTa 3akiuveHHAa TepMminy npugaTHocTi: 05.2028

10. Hasbu, appeck Ta HoMepwn ninensii BupoBneno, BKAIONAIONW NAKYBAHHA/MAPKYBAHHA Ta KOHTPONbL AKOCT! Hd [NsHWW 3

BLiX pinsHHUL 2 BHpoBHuuTER Ta BUpoGHMUTBAE plakux Ta M'AKWX MmKapcexkwx  3acofis TOB “IKMN "OaprausstuvuHa

KaHTponK  akocTh thabpuka" 3a agpecowr MMUTOMUPCHKA 08N JKUTOMMPCHKMRA patioH ¢.CTaHMunBKa,
Byn.Koponwoea, 0.4; niuensia N:AB 598036; ceiaouTtsoc npo artecray: OXN Ne127,
ceifouTso npo aTecrauno MBA Ne227

11. Ceprudcbikatu signosinocti GMP gans ecix alnsHsu,, Haseaennx ¥ n.10; 015/2025/GMP

12. PeaynnTaTth aHanlsie:

MoKazHHKKW BumMorn HTO PeaynsTatH
Ha MOMeHT sunycky: nposopa, 6236apsHa, NETKA, AyHe NyxHa LAWK
OniG 3 PI3KKMM 33M3X0M. Bianosinae
Ha Tepmin npuaaTrocT! nposopa, GesbapeHa, neTka, QyKe NyxHa
plAvHA 3 Pi3KuM 3anaxom JlonyckaeThen, Npu 3Bepiramil, HARBHICTS
BANCKITOR 1[4 NBTKO! KaRamyTi
InenTudikauin 3rigHo MKS] N3 Bianoeinac
¥ Ha MOMEHT BUNyCKY: Npo30pui.
Apoaopicrs Ha Tepmin npuaaTHOCTI: NpenapaT Mae ByTu npoiopuM abo fioro Bianosinae
KaAaMyTHICTL He Mae NepesullysaTvl KanaMyTHOCTE eTanona |
KonesoposicTs Besbaperui Bianoeiaae
BaxXxi MeTann He Ginswe 0.0001 % Binnosinac
PevoBHHH, L0 OKNCNOIOTLCH BuTpuMye BunpobyBanHA Bianosiaae
086'em smicTy KoOHTelHepa He Menwe 100 Mn Bianosigae
MaKypaHHa 3ArigHo MKA N3 Binnoeistae
MapKkyBaHHa 3riaHo MKA N3 Bianoeiaac
3 Ha MomMeHT Bunycky: He Hinswe 0.02 rin 0.01 r/in
A Ha TepMIH npuaaTHocTi: He Binbwe 0.2 ria ) .
KinbkicHe pyusHaveHHn B14 9.5 % 0o 10 5 % M/M 9.6z %

13. KomeHTapi: -
o . z -

14. 3ansa npo LvmM 7 3aceia4ylo, Wo HaseAeHa BULE IHOpMaLA € AocFoBipHOl0 Ta TaYHol Lo cepito npoayxuit €yno eupebneqo

cepTudikaniio: (BKJ1I0MAI0NM NAKYBAHHA/MAPKYBaHHA) Ta NpoBeAeHD KQHTPORL il AKOCTI Ha BULIE3A3HAYEHIA AINBHU Y NOBHIR

e o8 S

\.-: TAHOBNLHO BIANOBIAHICTE GMP, i o
R BUAAaNa 203B8in Ha BUNYCK ce;f;.iii: f; ¥ropHoBsaxexa ocoba 3 aKocTi
ST Ha BUNYCK cepil: L - : 17 Pata mgmucanma / {  C .00

/5 g A 1S
12.08 2< 40/
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