{(+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 un (+38044)207-73-41 Bippin koHTponic AkocTi

Ceptudikar akocri / Ceprudikar ananisy Ne 170000001522

1. HaiimeHyBaHHA npogyxuyii: LHATPAMOH MAKCI®

(HazBa, cuna fAii/akTMBHICTL, Nikapceka ¢opma Ta 1 TabneTka micTMTh: napauetamony 250 mr, kodeiHy 65 wr,

pO3Mip YNakoBKK {iGeHTUYHO A0 TEKCTY Ha auetuncaniyunoeoi kucnotn 250 Mr; Tabnetku; no 10 TabneTok y KOHTYpPHIi

YNaKoBLi roToBol NPoAYKLUIi)) YapyHKOBIN yNakoBLji; No 2 KOHTYPHI YapyHKOBI YNakoBKW ¥ nauuj 3
MapKYBaHHAM YKpPaiHCbKOI MOBOIO

2. Homep cepii: DT20124

3. Poamip cepii: 33,044 VN

4. KpaiHa-BMpoGHUK: ¥kpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHaJueHHAa YkpaiHa

ansa cepii:

6. Homep peecrpauifiHoro nocpigveHHn: UA/M7370/01/01
7. Bata supoGHulyTBa: 01.2024

8. Bara sakiHueHHA TepMiHy NPMAATHOCTI 01.2026

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

9. HasBa, agpeca Ta HoMepW niLeH3iA BCiX BUpoGNeHOo, BKIOYAIOUM YNAaKOBKY/MapKYBAHHA Ta KOHTPONb AKOCTI Ha [pAT
SinbHMLL BUPOoGHULTBA | KOHTPONIO AKOCTI; «(QapmauesTiuHa dipma «fapHuua» 2a agpecoio: M Kuie, Byn. bopucninecbka,
Cepmudixatu BignoeigHocti GMP Bcix 13;

BiNbHALYDL: niyeHszin AB N°598086;

CBigouTBO Npo atectauilo nabopatopiin BKA No 128;
cepTugikat GMP Ne 072/2023/GMP

10. AHani3 BUKOHaHWIA 3rigHo: MKA N3 po peectpauinHoro noceigyeHHa NPUAMA7370/01/01 eig 26.04.2019
Ne97 8, 3i amiHamm

PeayneTaTh aHanisy:

N° n.n. HaiAmMeHYBAaHHA NOKAZHWMKA BumMorm HOpMaTUBHOI fJOKyMeHTaLii PeaynbTaT aHaniay
1 Onuc TabneTkn goeracToi ¢opMu 3 aBOONYKNoW NoeepxHetw, finoro abo  Bignosigae
Maiixe binoro konbopy. JlonycKaloTbCA BKpanneHHA CipyBaToro
KONbOpY
2 laeHTUdiKalis A Ha xpomaTorpamax BunpoﬁoByBaHoro PO3UMHY i po3UnHY Bignoeigae
NopiBHAHHSA, OAepPKaHNX ¥ po3&ir 3HaYeHHA", yacu

YTPUMYBaHHSA MiKiB napau A : £
KWCNOTH, BIANOBIgHO, MaTh wrliBnagaTv] Q’G\

v

3 laeHTUdikalia B Y{-cnekTp NOrMUHaHHA e A Oﬁﬂw‘mrblﬁd | Gnacri Big Bignoeipae
220 Hm o 280 HM NoBUIKH| MaTH MaKc i:;q H XBUNb
(23242) nm 1a (24822f i ** ﬁm 1€
4 OfHopigHIcTL 0030BaHMX oAMHWLL  Bignoeigae Bumoram YR 2.9 M anerqum, AV<15,0 % Bignosigae
aueTUNCaniuMNoBa KUCNOTA 3, ) J,-"
5 OfHOPIAHICTb 030BaHMX OAMHULL  Bignosigae pumoram AOYE249:40. gprwnbué um fio AV<15,0 % Bipnoeinae
napatieTamon g '\1 %
B OgHopigHicTb go3oBaHMX oAWHULL  Bignosigae Bumoram A0V, 2.9 40=Rnuiis .Hbl-l/e uncno AV<15,0 % Bianoeipae
KodeiH eg?“’“""“ g
7 Posnza¥HHA 4”90 He Ginowe 15 xB 10 XennnHu
<  KopoTkoBa -
8 4-ai'uiHo¢eHr.@ KcaHa p He 6inbwe 0,1 % Bianosinae
lNeopriieBHa =
9 c“““"WIHH = He Ginowe 3,0 % Bignoeigae
- 00481212 -
10 PosunﬁsHHn napauemmogo Bigpnosigae Bumoram AdY, 2.9.3 npu Q=75 % 32 45 xB Bignoeigae

7 [
& >
“QHQ y av

Crop. 132



enen o ot ot sy ionorsz | NINIANAN

1 Po3unHeHHs KogeiH Bignosinae Bumoram AdY, 2.9.3 npu Q=75 % 32 45 xB Bignoeigae

12 PosunHeHHA aleTuncaniuvnosa Bignosinae Bumoram AdY, 2.9.3 npu Q=75 % 32 45 xB Bignoeigae
KWNCNOTA

13 MikpobionoriuHa uncroTa BignoeigHo MKA 113 Bignoeigae *

14 KinbKicHe BM3HayeHHA 237,5 - 262,5 mritab 2499 mriTabn.
aleTUNCaniuMnoBoi KUCNOTH

15 KinbKicHe BU3Ha4YeHHA KogeiHy 61,75-68,25 mritab 64,30 mritatin.

16 KinbKicHe BM3HayeHHA 237,5 -262,5 mrfrab 250,0 mriTabn.
napaeramony

17 ¥Ynakoeka BignoeigHo no MKA N3 Bignoeigae

18 MapKyBaHHA BignoeigHo no MKA N3 Bignoeigae

11. KomenTapi: * MepiognyHICTL KOHTRONIC B KoHIA 10 cepii

12. YmoBu 36epirannn: B opuriHanbHii ynakoBUi npu Temnepatypi He BUwwe 25°C. 36epiraTu B HegOCTYNHOMY AnA

Aiten micyi.

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 peanisauyii / BigBanTaxeHHn 3 16.02.2024

3aTBepaKyio

MNib: Kopotkosa O.I.

Mocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enekTpoHHUM nignucom: 16.02.2024 08:54
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JoxymeHT nignucaHo y cepeici BuacHo (novaToxk)
00481212_20240216_Certificate_170000001522.pdf
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JokymeHT nignucaHo y cepsici BuacHo (NpoAOBIKEeHHR)
00481212_20240216_Certificate_170000001522.pdf

HoxkymeHT BignpaeneHo: 08:56 16.02.2024

BnacHHMK AOKYMEHTY

EnexTpoHHMiA nignuc

08:56 16.02.2024

€OPMNOY/IMH: 00481212

I0p. Haaea: MPUBATHE AKLIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ©IPMA AAPHWULA
cTapluMid iHcneKTop-yNnoBHOBaXkeHa ocoba: KopoTtkoea OkcaHa MeopriieHa

Yac nepesipxu KEMN/ELN: 08:56 16.02.2024

CtaTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF4504000000571 5000005010100

Tun nignucy: kBanigikosaHwin
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