(+38044)207-73-04 ¥YnoBHoBaweHa ocofa 3 AKocTi
(+38044)207-73-27 ¥noeHoBaweHa ocoba 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 170000001960

1. HaiimeHyBaHHA npogyxuyii: KANbLUKO MIOKOHAT-AAPHULA (CTABINI3OBAHWN) 1 Mn po3unHy micTuTh:

(Ha3Ba, c1na AiifakTMBHICTD, Nikapcbka GopMa Ta  KanbLilo MMIOKOHATY 85 Mr, Kanbujlo AesyniHaTy 10 Mr; 1 Mn npenapaTy MicTUTh

pO3Mip YNakoBKK {iGeHTUYHO A0 TEKCTY Ha 9,706 mr cymapHoro Kanbuio (Ca2), Wo B nepepaxyHKy Ha TEOPETUYHWIA BMICT

YNaKoBLi roToBol NPoAYKLUIi)) KanbUilo rMIOKoHaTY ekeiBaneHTHO 100 mr/mn. pozunH anA iH'ekuii, 100 mr/mn;
no 5 mn B amnyni; N2 10 (5x2) B nauuj

2. Homep cepii: 5V20224

3. Poamip cepii: 21,957 TV

4. KpaiHa-BMpoGHUK: ¥YkpaiHa

5. HaiimenyBaHHA KpaiHmM / KpaiH npusHaJueHHAa YkpaiHa

ansa cepii:

6. Homep peecrpauifiHoro nocpigveHHn: UA/6589/02/01
7. Bata supoGHuyTBa: 02.2024

8. Bara saKiHueHHA TepMiHy NPMAATHOCTI 02.2027

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

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

BinNbHALYDL: niyeHzin AB N°598086;

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

10. AHani3 BUKOHaHWIA 3rigHo: MKA N3 po peectpauinHoro noceigyeHHa NeUA/6589/02/01 Bipg 26.11.2018
Ne2181, 3i amiHow

PeaynbTaTh aHanisy:

N°n.n. HaiAmeHYBAHHA NOKAZHWMKA Bumorm HOpMaTUBHOI noxymen'raﬂi, = oo PeaynbTaT aHaniay
—
1 onuc Mposopa GesbapeHa piauHa < ‘rﬁ")lﬂ_'“x‘;; ,\f\\ Bignoeigae
' 't \QJ N\
2 laeHTUDiKalis A Konbopoea peakyia {kanbyi ?\Q \H HTIB \\_; Bignoeipae
. . . L1 \% " .
3 laeHTUdikalia B Mpenapar gae peakdilo () f{askan th M | Bignoeinae
\ “Ea ;,-

4 laeHTUdikauis C Ha xpomaTorpami sunpobo JT0 PO3UMHY MaE su;l e Bignoeinae
OCHOBHA NMNAMa Ha piBHi oC 1 ANAMK Ha XpQ i
PO3UYMHY NOPIBHAHHA, WO BigNSE| “eﬁ‘énfy‘éa HHAM
(kanbUjito rnIoKoHaT) ’*iifm A

5 laeHTudikauis D YTBOPEHHA ocagy iogodopmy (KansLjlo neBymHaT) Bignoeigae

B laeHTUdikalin E YTBOPEHHA NPO30pOroe CMHbLOTD Po3dMHY (Kanblilo caxapar i Bignoeigae
KanbLilo FAKOHAaT)

7 MposopicTb oRH MY Mpenapar mae 6yTM NPo3opUM Bignoeigae

«t oy
© 9,
B Konbo‘p%sicrb %, Mpenapar noenHeH Syt GesbapeHnM abo 3abapeneHHs npenapaty Bignosipae
_-_:' OxoTHiKOBa - mMae 6yTU He IHTeHCUBHIWWMM 3a eTanoH B7
9 pH- TeTAHa = 50-7,0 6,5
= MwukonaiBHa =
10 O6'tm, WEARAGEIAH O Mpenapar Ma€ Bignosigati Bumoram JOY, 2.9.17 Bignosipac

~ 00481212 ~
1 Mexaﬁgm BKNICYEHHA: ngmw BignosigHo oo sumor AdY, 2.9.20 Bignoeigae
'-IaCTHHKI?‘?caH oy a“’
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12 MexaHiuHi BKNICYUeHHA: HeBUOWMI BignosigHo go sumor AdY, 2.9.19 meton 1.B Bignoeigae
YaCTMHKM

13 CTepWibHICTB Mpenapar mae 6yTH CTepUABHUM Binnoeinae

14 bakTepianbHi eHOOTOKCUHK MeHwe 16,7 MO/mn Bignoeigae

15 KinbKicHe BM3HaYeHHA Kanbyilo 9,3 -10,2 mrimn 9,6 mrimn

16 ¥Ynakoeka BignoeigHo no MKA N3 Bignoeigae

17 MapKyBaHHA BignoeigHo no MKA N3 Bignoeigae

11. KomeHTapi: bes komeHTapis

12. YmoBu 36epirannn: B opuriHanbHiin ynakoBui npu Temnepatypi He BUwwe 25°C. He 3amopoxyeaTth. 36epirati 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 po3BoneHa go peanizauyii / BigBanTaxeHHn 3 19.03.2024

3aTBepaKyio

MNIb: OxoTHiKoBa T.M.

Mocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enektpoHHUM nignucom: 19.03.2024  16:54
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JokymeHT nignucaHo y cepsici BuacHo (NpoAOBIKEHHR)
00481212_20240320_Certificate_170000001960.pdf

HoxkymeHT BignpaeneHo: 09:21 20.03.2024

BnacHHMK AOKYMEHTY

EnexTpoHHMiA nignuc

09:21 20.03.2024

€OPMNOY/IMH: 00481212

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

Yac nepesipxu KEMN/ELN: 09:21 20.03.2024

CtaTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF45040000000E1C0000D3CB0100

Tun nignucy: kBanigikosaHwin
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