d anpHUUS

1. HaﬁMeuyBaHHn npoAYKuii:

Ten. /Qakc: (+38044)566-68-78 MNpuiimanbHa
(+38044)207-73-41 Biggin KOHTpOn AKOCT
(+38044}1207-73-04 YnosHoBaxeHa ocoa 3 AKocT

Seena

(+38044)207-73-27 YnoBHOBaXeHa ocoba 3 dapmakoHarnagy

Ceprudikar akocri / Ceprudikar aHanisy N2 170000028687

{HasBa, cuna Ril/akTUBHIcTb, nikapcbka dpopma Ta

PO3MIP ynakoeku (ieHTUYHO AC TeKCTY Ha
ynakosui rotosol npogykiyii))

2. Homep cepii:

3. PoaMip cepii:

4. Kpaina-snpo6HuK:

5. HalimeHyBarHA kpaiin !/ KpaiH npustavenns
4na cepii:
6. Homep PeecTpauifiHoro noceigueHHa:

7. Bara Bupob6huyTea:

8. Rata sakiHueHHA Tepminy ApufaTHocTi
(micaub i pik, nicna Aikoro J13 ne 3aCTOCOBYETbCAY:

9. Hasea, agpeca Ta HOMepu ninenxsilt BCix
AiNbHUYL BUPOGHUYTBA | KOHTpONe AKocTi;

Ceprudikarn signoeignocri GMP BCiX

AinsHMLs:

10. Ananis BiiKoHaHUi srigHo:

PesynbTatu -ananisy:

HatlimeHyBanHa nokasHuka

EKCAMETA30H-BAPHULIA

G

1 MmN PoOsYKHY MiCTUTDL AEKCAMETa30HY HaTpilo pocdaty 4 mr

PO3YAH Ans iH'ekyin, 4 mr/mn no 1 MA B amnyni, N2 5 (5x1) & nauiji. MapkygasHa

YKPaTHCbKOI Ta POCIChKO MoBaMu
AX71123

68,520 TYN
Ykpaiua

Ykpaina
NeUA/0992/02/01

11.2023
11.2025

BUPOBAEHD, BKNiovaloun YNakoBky/MapKysaHHs Ta KOHTRONb SKOET] Ha MpAT
«Dapmauesinuna dipma «[apHuua» 3a agpecoio: M Kuis, sy, bopucninscbka,
13;

fiuensia AB Ne598086;

CBIOLTBO Npo aTecrtauin nabopatopin BKA Ne 128;

Ceprudikar GMP Ne 071/2023/GMP

MKA 13 go peectpayiiitioro nocsiguenHs NBUA/0992/02/01 sig 21.03.9019
NeB29, 3i amirtamum

Bumorur HopmaTusHoi AoKyMeHTaLii Pezynbrar ananizy

N¢ n.n.

1 Onuc Mposopa 6e3bapsHa pignna Bianosigae

2 loenTindikayia A. Ha xpomatorpamax BUNpoboryeaHoro PO34UHY i posyunHy Bianceinae
NOPIBHAHHA, OAepXaHnX B-po3gini "KinekicHe BtzHaverns.
Hekcamerazony narpi dochar”, vacn YTPUMYBaHHA nika
AEKCameTasory HaTpile docdaty MawTes cnienagatm

3 Ha xpomaTorpamax BUNPoBGOBYBAHOrG PO3UNHY | po3uKHY- Bigriosifjae
NOPIBHAHHA, OflePKaHuX B po3aini "KinbkicHe BUaHayeHRs:
Tnivepun. Benzmnouit €nUpT", Yack yTpuMyBaHHA nikis FRiLepuHy |
6eHavnosoro cupTy, BiNosiaHo, MalTe.cnienagatu

4 YQ-cnekTp nornmHanms BUNpoGoByBaHoro PO34MHYy B 0BRACTi Bip Bignosigae
225 1M ao 300 UM noBUHeH MaTi1 MakCUMYM 33 AOBXKMHK XBUNI
(24244} -ym

5 Mpenapart mae 6yTi nposopum Binnoeinae:

6 KonboposicTs MNpenapar mae 6yt Gesbaprrus abo-3aBapeieHus nperapaty mac  Bignosigae
6YTU He IHTEHCUBHIWMM 33 eTanon 7 kanu Harubinblu BignosigHore
BiATIHKY

7 pH 7.0-85 7.5

8 Cynposigni gomitiki Hekcameraiony - He Ginbuie 0.5 % 0,1%

9 CynposigHi fomilkn Cyma AOMILLIOK - He GiTbe 3,0% 2 0,3 %
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Mpoomeina Ceprudivar aoct | Ceprugiear awaniey e 17o0000zsss7 || WHIMMNIINOTAIN

10 06'em, WO BUTArAETLCA MpenapaT nosrMHeH BIANOBIAATH BEUMOram oy, 2.9.17 Binnoseinae

11 MexawiuHi BkmiouenHA: Bngiumi BignosigHo go sumor JOY, 2.9.20 Bignosigae-
HaCcTUHKN

12 MexaHiuni BrntoueHHa: Heeuguimi Bianosigno go eumor Y, 2.9.19; meten 1.8 Bipnoeigae
HACTUHKN

13 CrepunbHicTL Mpenapar mae 6yTH cTepUAGHM Bignosigae

14 baktepianuHi eHAGTORCHHA MpaHKryHa KOHUEHTPaList eHAOTOKCHHIE He Binbiue 69 MO/mn Bignosigac:

15 KinbKicHe BM3HaueHHs 3,8 - 4,2 srfmn 4.1 mrimn
ABKCaMeTazoHy HaTpi docgat )

16 KinbkicHe BUsHaueHHA rniyepuHy 180 - 220 wmr/iin 197,5 mrimn

17 KinbkicHe Buanauenns GeHsunosoro 9 - 11 mrfmn 10 mrimn
cnupTy

18 YnakorKka BigriosinHo o MKH N3 Bignosinae

19 Mapkysatiia BinnosigHo go MKA N3 Bignosigae

11. Komenrapi: bes komeHTapig -

12. Ymosu 36epiranna: B opuriHanbHinh yrakosyi npu Temnepatypi He suwe 15°C. He samopoxysati. 36epiratn B

13. 3asBa npo ceprudikauyiio:

HeflocTynHoMyY Ans gitei Micyi.

Uum nigTeepaxyio, wo eci BUpobHuYI cTagii gna uief cepii rotoBol npoaykuil 6ynn nposeneHi

‘B MOBHIA BignosigroCTI 3 BEUMOramMin, BCTaHOBNEHUMI B YMHHOMY KepiBHULTBRI no GMP,
3aTBepPKeHOMY MiHicTepcTEOoM 0XOpOHK 3A0poB’A YKpaiHu, i 3 BUMoramm peecTpauifiHoro

A0Cbe KpalHW npr3aHayeHHn

Cepin goisonera A0 peanizauii / BigsaHTaM)eHHR 3 25.01.2024

-

3arBepaKylo

MNIB: OxotHikoea T.M.

Nocana: YnoBHoBaxeHa ocoba

\TﬂMC&IHO ENEKTPOHHMM riipnucon:-25.01.2024°  11:40
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{(+38044)207-73-04 ¥noBHoBaeHa ocofa 3 AKocTi
{(+38044)207-73-27 ¥YnoshoBaeHa 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 / Ceprudikar ananisy Ne 170000024144

1. HaiimeHyBaHHA npogyxuyii: OEKCAMETA3OH-AAPHUUA

(HazBa, cuna fAii/akTMBHICTL, Nikapcbka ¢opma Ta 1 MA pO3UKMHY MICTUTL AeKcaMeTa3oHy HaTpilo pocdaty 4 mr

pO3Mip YNakoBKK {iGeHTUYHO A0 TEKCTY Ha PO3UMH ANA iH’eKUi, 4 mr/mn no 1 mn B amnyni, N2 5 (5x1) B nauui. MapkyBaHHA
YNaKoBLi roToBol NPoAYKLUIi)) YKPaiHCBKOI Ta POCIACHKOI0 MOBAMK

2. Homep cepii: AX60823

3. Poamip cepii: 68,408 TYN

4. KpaiHa-BMpoGHUK: ¥kpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHaJueHHAa YkpaiHa

ansa cepii:

6. Homep peecrpauifiHoro nocpigveHHn: NeUA/0992/02/01
7. Bata supoGHulyTBa: 08.2023

8. Aara sakiHueHHA TepMiHy NPMAATHOCTI 08.2025

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

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

BinNbHAYDL: niyeHszin AB N°598086;

CBigouTBO Npo arectauilo nabopatopiin BKA No 128;
ceptngikat GMP Ne 050/2022/GMP

10. AHani3 BUKOHaHWIA 3rigHo: MKA N3 po peectpauiinHoro noceigueHHa NeUA/0992/02/01 eig 21.03.2019
NeG629, 3i amMiHamm

PeaynbTaTi aHanisy:

N° n.n. HaiAmeHYBAHHA NOKAZHWMKA BumMorm HOpMaTUBHOI fJOKyMeHTauii PeaynbTaT aHaniay
1 onunc Mpozopa GezbapeHa piguHa Bignosinae
2 laeHTUDiKaLin A. Ha )(pDM CERAX DA 603y3auoro PO34YMHY | PO3UNHY Bianosipae
nopisHAfRs 3mn| "KinbKicHe BU3HaYeHHA
Hex: Yacu YyTPUMYBaHHA Nika

MaKTh cniBnagaTu

3 laeHTUdikalin B. Ha P Mai?nrpamax Bunp Moro PO34YMHY | PO3UNHY Bignosigae
ngpis mmﬁﬁ& M il "KinbkicHe BU3HaYEHHA.
)] W cnup'r :- W YTPUMYBaHHSA MiKiB raiuepuHy i
Heh BOTO CANPTY, Blnnoai,qh' MaTh CNiBNagaTH
4 laeHTUdiKalis C Yib-& J pﬁ OByBaHOTO po34MHy B ofnacri Big Bianoeinae
225 ' H&ﬁ FAQTU MAKCUMYM 33 JOBXUHI XBUNI
(242:!:4 M.
5 MposopicTb Mpenapar mae ¢ ym Mpo3opum Bianosipae
B Konboposic;r\pou 1 Mpenapar mae 6yTn GesGapeHum abo 3abapeneHHna npenapaty mae  Bignosipae
o L Q{% 6YTU He IHTeHCUBHIWKMM 3a eTanoH 7 wWKann Haibinblw BignoBigHoro
% “n BiATIHKY
7 pH~  OxoTHikoBa 7.0-85 74
= TeTAHa £
8 Cy@posinhlMeABAIBHa = NlekcameTa3soHy - He Binble 0,5 % 0,1%
= eAPNOY/IMNH o
9 Cynﬁo&inHiQﬂdﬁﬂ@ﬂ 2 ~ Cyma AOMIILOK - He Ginbwe 3,0 % 0,2 %
s ke
L7 o
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10 Ob'em, WO BUTAraETLCA Mpenapar noswHeH Bignosigam enmoram JoY, 2.9.17 Bignoeigae

1 MexaHiuHi BKNIoYeHHA: BMaUMI BignosigHo no sumor AdY, 2.9.20 Bignoeigae
YaCTMHKM

12 MexaHiuHi BKNICYUeHHA: HeBUOWMI BignosigHo no sumor AdY, 2.9.19, metop 1.B Bignoeigae
YaCTMHKM

13 CTepWibHICTB Mpenapar mae 6yTH CTepUABHUM Binnoeinae

14 bakTepianbHi eHOOTOKCUHK lpaHW4YHa KOHLUEeHTpaLia eHROTOKCWHIB He Binbwe 69 MO/Mn Bignoeigae

15 KinbKicHe BM3HayeHHA 3,8-4,2 mrimn 4,0 mrimn
HekcameTa3oHy HaTpil gocdaT

16 KinbKicHe BU3HaYeHHA rAiLepuHy 180 - 220 mr/mn 192,0 mr/mn

17 KinbkicHe BuM3HayeHHA HeHzunosoro 9 - 11 mrimn 10 mrimn
cnupTy

18 ¥Ynakoeka BignoeigHo no MKA N3 Bignoeigae

19 MapKyBaHHA BignoeigHo no MKA N3 Bignoeigae

11. KomeHTapi: bes komeHTapis

12. YmoBu 36epirannn: B opuriHanbHii ynakoeui npu Temnepatypi He BUwwe 15°C. He 3amopoxyeath. 36epirat B

HEeQOCTYMHOMY ANA AiTeld Micui.

13. 3anBa npo ceprndikanio: Llum nigreepaxyio, Wwo BC BUpoBHWYI cTagii AnA uiel cepii roToeoi npopaykuii 6ynu npoeefeHi
B NOBHIiil BigNOBIAHOCTI 3 BUMOraMK1, BCTAaHOBNEHUMMW B YUHHOMY KepiBHUUTBI no GMP,
3aTeepaKeHoMy MiHicTepcTBOM OXOpOHUW 340pO0B'A YKpaiHu, | 3 BUMOramu peectpauiilHoro
AOCLE KpaiHW NpU3HAYeHHA

Cepin po3goneHa go peanizauii / BigBanTaxeHHn 3 29.08.2023

3aTBepaKyio
MNIb: OxoTHiKoBa T.M.

Mocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enekTpoHHUM nignucom: 29.08.2023  16:07

JoxymeHT nignucaHo y cepeici BuacHo (novaToxk)
00481212_20230829_Certificate_170000024144.pdf
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JokymeHT nignucaHo y cepsici BuacHo (NpoAOBIKEeHHR)
00481212_20230829_Certificate_170000024144.pdf

HoxkymeHT BignpasneHo: 16:10 29.08.2023

BnacHHMK AOKYMEHTY

EnexTpoHHMiA nignuc

16:10 29.08.2023

€OPMNOY/IMH: 00481212

I0p. Haaea: MPUBATHE AKLIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ©IPMA AAPHWULA
npoeigHWiA iIHCNeEKTOp-ynoBHOBaXkeHa ocoba: OxoTHikoBa TeTAHa MukonaieHa

Yac nepesipxu KEM/ELM: 16:10 29.08.2023

CtaTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF45040000000E1£000077500000

Tun nignucy: kBanigikosaHwin
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