(+38044)207-73~04 YnoeHoBaxeHa ocoba 3 AKocTi
(+38044)207-73~27 YnoBHoBaxeHa ocoba 3 ¢apmakoHarnagy

Appeca 02093, M. KuiB, Byn. Bopucninbcbka, 13
v _ Ten./Qakc: (+38044)566~68=78 MpuitmansHa
ﬁ % @ %mg m M ﬁ (+38044)207~73-41 Biggin KOHTPONIO RKOCTI
: 4

Ceptudikar akocri / CepTudikar aHanisy N2 170000024501

1. HalimenyBsaHHAa npoaykuii: AHANBIH-OAPHWLA

(Hasea, cuna pii/akTnBHICTb, Nikapcbka Gopma Ta 1 M PO3UMHY MICTUTL MeTamizoNy HaTpito (aHanbriHy) 500 mr

pOo3Mip ynakoBKu (IBeHTUYHO B0 TeKCTY Ha PO34uMH Ans in'ekuiit, 500 mr/mn no 2 mn & amnyni;

ynaKoBUi roToBol npogyKuii)) Ne 10 (5x2) y nauui 3 MapKyBaHHAM yKpalHCbKOIO Ta POCIChKOI MoBamm
2. Homep cepil: AE140823

3. Posmip cepit: 45670 TYN

4. KpaiHa-Bupo6HIK: YKpaiHa

5. HalimeHnyBaHHA KpaiHu / KpaiH npusHavyeHHa YKpaiHa

ana cepii:

6. Homep peectpalliliHoro nocsig4eHHs: UA/3222/02/02
7. JaTa Bupo6HNLUTBA: 08.2023

8. llata 3aKkiHYeHHs TepMiHy npugaTHoCTi 08.2026

(Micaub i pik, nicna Akoro J13 He 3acTOCOBYETLCA):

9. Hassa, agpeca Ta Homepwu niueHsiii Bcix BUPOBEHO, BKTIOYAIOUY YNaKOBKY/MapKyBaHHs Ta KOHTPOMb AKOCTI Ha MpAT
AiNbHULbL BUPOGHULTBA | KOHTPONIO AKOCTI: «®apmauesTrvHa dpipma «JapHuua» 3a agpecoto: M KuiB, Byn. bopucninbebka,
Ceptudikatu BignosigHocri GMP Bcix 13;

AinbHUUb: niueHsis AB Ne598086;

CBIAOLTBO NPO aTecTalio fabopaTopiin BKA Ne 128;
cepTudikar GMP Ne 050/2022/GMP

10. AHani3 BUKoHaHuiA 3rigHo: MKA N13.8ig 01.02.2021 po peectpaLiittoro nocsigteHHs NeUA/3222/02/02

PesynbTaTu aHanisy:

Ne n.n.  HalimeHyBaHHA NoKasHUKa Bumoru HopmaTnBHOI fOKyMeHTaLil Pesynbrar aHanisy
1 Onuc Mposopa, 6e3bapsHa abo 3nerka xKoBTysara pifuHa Bignosigae
2 lperTudikauia A KonbopoBa peakuia 3 BOAHEM NepOKCUAY PO3UMHOM Bignosinae

KOHUeHTpoBaHum P

3 Ha xpomarorpami Bunpo6oByBaHoro posunHy, OTpUMaHii y posgini  Bignosigae
"CynpoBigHi AOMILIKK", Ma€E BUSBAATUCA OCHOBHA NAMa Ha pigHi
OCHOBHOI MAAAMMW Ha XpoMaTorpami po3ymMHy NOPIBHAHHA A ‘
4 MpenapaT mae 6yt npozopum Bianosinae
5 3abapsneHna ripenapary mMae 6yTU HE IHTEHCUBHILLUM 3a ETasioH Bignosigae
GY4 abo Y4
6 6,0-75 7,2
7 4-amiHoaHTUnipuHy = He 6inswe 0,25 % Binnosigae
8 Cynposig@kg@»}\ﬁﬂkﬁ i, Bynb-aKoi iHWoT Aomilikm - He Ginbwe 2,0 % Bianosinae
@ %
A %
9 Ob'gm, WO GYIATAETRCA, t Mpenapat mae signosigatn Bumoram AOY, 2.9.17 Bignoginae
~ .. TetaHa 7; . . ) )
10 MQXaHIqumz%j%lléﬂq‘ ,EVIAMML Bignosigae sumoram Y, 2.9.20 Bignosigae
RIS npr Oy i S o
1 MeXaHiuHi }?qquz HeBMANMI Binnogigae sBumoram 4OY, 2.9.19, meToa 1.8 Bignosigae
P 8 o
HacTiagKm o
12 3anmmR%B‘gu7n BMICT pOHgaﬁiTy He 6inswe 1,1 Mr/mn 0,0 mr/mn

Capg y B %Z' ﬂ//f/ ﬂ/ﬁ ‘ Crop. 132
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NpoaosxenHa Ceprudikar akocti / Ceprudikat aHanizy N 170000024501 |” ‘"lmm"II”I”I"”""IHI”"HHI"

13 KinbKicHe BU3Ha4eHHA 480 - 520 mr/mn 511 mr/mn

14 CTepUnbHICTb. Mpenapat mMa€ ByTv cTepuUnbHAM CrepunbHWi

15 BakrepuanbHi eHGOTOKCUHN FpaHuuHa KoHLEHTPaLiA eHAOTOKCUHIB - He Binblie 174 MO/mn Bignosinae

16 Ynakoexa BignosigHo go MKA 13 Bignosipae

17 MapkyBaHHA BignosigHo o MKA 13 Bianogigae

11. KomeHTapi: Bes KomeHTapie

12, Ymoeu 36epiraHHa: B opuriHanbHii ynakosui npu Temnepatypi He suwie 25°C. 36epiraTi 8 HEAOCTYMHOMY AN
niten micui.

13. 3asBa npo cepTudikayito: Lum nigreepaxylo, wo sei BUpobHNYi cTagii ana uiei cepii roToeol NpogyKuii 6ynn nposegeHi
B MNOBHIM BigNOBIGHOCTI 3 BUMOramu, BCTaHOB/IEHUMU B YNHHOMY KepisHuUTBI no GMP,
3aTBepAKeHOMY MiHIiCTEPCTBOM OXOPOHK 3A0POB'A YKpaiHu, i 3 BuMoramu peecTpaLiiHoro
L[OCbE KpalHW nNpusHaveHHA

Cepin fosBoneHa Ao peanisauii / BinBaHTaXeHHA 3 07.09.2023

3arBepaXyto
Mi6: OxotHikoBa T.M.

MNocaga: YnosHoBaxeHa ocoba

Nignucako enekTpoHHnm nignicom: 07.09.2023  08:49

JlokyMeHT nignucaHo y cepsici BuacHo (no4aTok)
00481212_20230907_Certificate_170000024501.pdf
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HoKyMmeHT nignucaHo y cepeici ByuacHo (NPoA0BXKeHHS)
00481212_20230907_Certificate_170000024501.pdf

[okymeHT Bigripasrero: 08:52 07.09.2023

BnacHUK BOKYMEHTY

EneKrpoHHui nignuc

08:52 07.09.2023

€4PMOY/IMH: 00481212

lOp. Hasga: MPUBATHE AKUIOHEPHE TOBAPUCTBO ®APMALIEBTUYHA OIPMA - JAPHWLIA
NPOBIgHWI iHCMEKTOp-yrioBHOBaXeHa ocoba: OxoTHikosa TeTaHa-MukonaisHa

Yac nepesipkun KEM/ELM: 08:52 07.09.2023

CraTyc nepeBipkyu ceptudikarty: Ceptudikar gie

Cepiitknit Homep: 32BA6ADAB780FF45040000000E1C000077500000

Tun nignucy: KeanidikoBaHmin







{+38044)207-73-04 ¥noBHoBameHa ocofa 3 AKocTi
{(+38044)207-73-27 ¥YnoBhoBaeHa ocofia 3 dapmakoHarnagy

Afpeca 02093, m. Kwis, eyn. Bopucninbcbka, 13
Ten./®akc: {+38044)566-68-78 [lpuimanbHa
n n p H u ug (+38044)207-73-41 Bippin koHTponic AkocTi

Ceptudikar akocri / Ceprndikar ananisy Ne 170000027625

1. HaiimeHyBaHHA npogyxuii: AHANBIMH-OAPHIALA

(HazBa, cuna fAii/akTMBHICTD, Nikapcbka ¢popma Ta 1 MA pO3UKMHY MICTUTL METaMi3ony HaTpilo (aHanbriny) 500 mr

pO3Mip YNakoBKK {iGeHTUYHO A0 TEKCTY Ha PO3uMH AnA iH'ekuiin, 500 mr/mn no 2 mn B amnyni;

YNaKoBLi roToBol NPoAyKLUii)) Ne 10 (5x2) y nauuji 3 MapKyBaHHAM YKPaiHCHKOWO Ta pOCICbKOI MOBaMK
2. Homep cepii: AE181023

3. Poamip cepii: 44,861 TYN

4. KpaiHa-BupoGHUK: ¥kpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHaJyeHHAa YkpaiHa

ansa cepii:

6. Homep peecrpauifiHoro nocpigveHHn: UA/3222/02/02
7. Bata supoGHMLyTBa: 10.2023

8. Aara saKiHueHHA TepMiHy NPMAATHOCTI 10.2026

{micaub i pik, nicna akoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta HoMepW niLeH3iA BCiX BUpoGNeHo, BKAOYAICUM YNAKOBKY/MapKYBAHHA Ta KOHTPONb AKOCTI Ha [pAT
SinbHMLL BUPOoGHULTBA | KOHTPONIO AKOCTI; «(QapmaueBTUuHa dipma «fapHuua» 2a agpecoio: M Kuie, Byn. bopucninkcbka,
Cepmudixatu BignoeigHocti GMP Bcix 13;

AinNbHALYDL: niyeHszin AB N°598086;

CBigouTBO Npo atectauilo nabopatopiin BKA No 128;
cepTngikat GMP Ne 071/2023/GMP

10. AHani3 BUKOHaHWIA 3rigHo: MKA N3 Big 01.02.2021 po peectpauifiHoro noceiguyeHHa NeUA/3222/02/02

PeaynbeTaTh aHanisy:

1010 2\,
N°n.n. HaiAmMeHYBAHHA NOKAZHWMKA Bumorn Hopmarnnnt}ﬁg}mﬁenﬂqlu 2, \ PeaynbTaT aHaniay
1 onuc Mposopa, besbapex Bignosinae
2 laeHTUDiKaLin A KonbopoBa peakui Bignoeipae
KOHLEHTPOBaHNM
3 laeHTUdikania B Ha xpomaTorpami e Bignoeigae
"CynpoBigHi JoMilWK
OCHOBHO! NNAMK Ha Xp IMI BO3YTH
4 MposopicTb Mpenapar mMae HyTu nposopid Ha M- == Bianoeigae
5 KoneopoBicTb 3aBapeneHHA npenapaTty mae 6yTU He IHTERHCUBHIILWM 3a eTanoH BianoBsipae
GY4 abo Y4
5] pH 60-75 7.2
7 CynposigHi gomiwkn 4-amiHoaHTMNipUHY - He Ginbwe 0,25 % Bignoeipae
3] Cynposinui‘mﬂm ny Byab-AKoi iHWOI AoMiWwKK - He 6inblwe 2,0 % Bignoeipae
© 4,
«* A
9 06'em mogywﬁﬂaga “' Mpenapar mae signosigat Bumoram Ady, 2.9.17 Bignoeigae
TeTAHa -
10 quamwmmlﬁem gnnum]: Bignosigae Bumoram Aoy, 2.9.20 BianoBigae
HaMHe npnoyanH. =
1 Mei'aqu Eg(?% HeBu,thi Bignosigae Bumoram AdY, 2.9.19, meton 1.B Bignoeigae
qacrﬁgmm
12 3anumﬂbs#|ﬁ BMICT po aﬁiTy He Ginowe 1,1 mrimn 0,0 mrimn
EH oy pa H‘E
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13 KinbkicHe BM3HauyeHHA 480 - 520 mr/mn 509 mrimn

14 CTepWibHICTB Mpenapar mae ByTH CTepUABHUM CTepunbHWiA

15 bakTepwanbHi eHOOTOKCMHN IpaHWYHa KOHUEeHTpaLjifA eHROTOKCWHIB - He Binbwe 174 MO/Mn Bignoeigae

16 YnaKkoeka BignoeigHo no MKA N3 Bignoeigae

17 MapKyBaHHA BignoeigHo no MKA N3 Bignoeigae

11. KomeHTapi: bes komeHTapis

12. YmoBu 36epirannn: B opuriHanbHii ynakoeui npu Temnepatypi He Buwwe 25°C. 36epiraTu B HegoCTyNHOMY AnA
piteRn micyi.

13. 3anBa npo ceprndikauio: Lum nigreepaxyio, Wwo BCi BUpoBHWYI cTagii AnA uiel cepii roToeoi npopaykuii 6ynu npoeefeHi
B NOBHIii BiANOBIAHOCTI 3 BUMOraMK1, BCTAaHOBNEHUMKW B YUHHOMY KepiBHUUTBI no GMP,
3aTeepaKeHoMy MiHiCTepcTBOM OXOpOHW 340p0B'A YKpaiHu, | 3 BUMoramu peectpauiilHoro
AOCLE KpaiHW NpU3HAYeHHA

Cepin po3BoneHa go peanizauii / BigganTaxeHHn 3 10.11.2023

3aTBepaKyio

MNIb: OxoTHiKoBa T.M.

MNMocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enektpoHHum nignucom: 10.11.2023  16:57

nad
TOKY MEHT

JoxymeHT nignucaHo y cepeici BuacHo (nouarok)
00481212_20231110_Certificate_170000027625.pdf
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JokymeHT nignucaHo y cepsici BuacHo (NpoAOBIKEHHR)
00481212_20231110_Certificate_170000027625.pdf

HoxkymeHT BignpasneHo: 17:04 10.11.2023

BnacHHMK fOKYMEHTY

EnexTpoHHMiA nignuc

17:04 10.11.2023

€0OPMNOY/IMH: 00481212

I0p. Haaea: MPUBATHE AKLIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ®©IPMA AAPHWULA
npoeigHWiA iIHCNeEKTOP-yNnoBHOBaXeHa ocoba: OxoTHikoBa TeTAHa MukonaieHa

Yac nepesipku KEM/ELN: 17:04 10.11.2023

CtaTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF45040000000E1C000077500000

Tun nignucy: kBanigikosaHwin
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