d aAPHUUSA

Agpeca 02093, m. Kvis, Byn. Bopwcninbcbka, 13
Ten./®akc: (+38044)566-68-78 Mpuiamansha

(+38044)207-73-41 Biggin KOHTPONIO AKOCTI
(+38044)207-73-04 ¥nosHoRaXeHa ocoba 3 akocTi
(+38044)207-73~27 YnosHoBaXeHa occba 3 dapmakoHarnagy
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Ceptudikart akocri / Ceptudikar ananisy N2 170000030273

1. HalimenyBanna npogykuii:

(Ha3Ba, cuna piifakTMBHICTD, nikapcbka dopma Ta

PO3Mip YNakoskK (iGeHTUMHO 40 TEKCTY Ha
ynakoBsui rotoeof npoaykuiil)

2. Homep ceplfi:
3. Posmip cepii:

4. KpaiHa-supo6uuk:

EKCIB® TabneTku, BKpUTI NniBkoBo obonolkoio, no 60 mr, no 10 TaéneTok B

1LK11223
33,810 TYN

YKkpaiHa

5. HaiimenyBaHHA KpaiHy [ KpaiH npusHayenHn Ykpaina

ANA cepir:

6. Homep peecrpauiiiHoro noceigueHHs: UA/19245/01/01
7. flata BUpoSHUYTBA: 12.2023

8. flata zakiHueHHn Tepminy npugaTHoCTI 12.2025

(micAup i pik, nicna akoro JI3 He 3acTocosyeTbea);

9. Haasa, aapeca Ta HOMepK niueHsii Beix
AiNbHALL BUPOGHMLTEA | KOHTPONIO AKOCTI:

Ceptudikatn signosigHocti GMP Bcix
AiNbHNUDb;

10. AHanis BUKOHaHuI 3rigHo;

PezynbtaTi aHanisy:

13;

. niyeHsin AB Ne598086;
CBIAOUTBO Npo atecrauito nabopaTtopin BKA N 128;
ceptudikat GMP Ne 072/2023/GMP

KOHTYPHIR 4apyHKOBIN ynakoBuj, 110 1 KOHTYpHIl YapyHKOBIl ynaxkosLii 8 nauu;

BUPOGneHo, BKMIOUAKUN YNAaKOBKY/MAaPKYBaHHA Ta KOHTPOb AKOCTI Ha MpAT
«DapmaLiesTnyna dipma «[apHnLUA» 3a appecoto: M Kuis, Byn. BopUCinbcbka,

MKA J13 1o peectpauiitoro nocsiguenna NeUA/19245/01/01, 3i aminamn

Ne n.n. HaAmeHyBsaHHA NOKa3HMKa

Bumorn HopmaTHBEHOT AoKkymeHTaUii

PezynbTar aHanizy

1 Onug Tabnetku Kpyrnoi ¢opmu 3 ABoONYKNOIO NoBepXHeK, BKPWTI Binnosigae
NNiBKOBOI 0BONCHKOID TEMHO-3ENEHOTO KONbOPY
2 InenTudikania A YnbTpadionetosuii cnektp nornuHaHHA BrunpoGysaHoro po3ynHy B Bignosipae
obnacti gig 210 um no 400 HM NOBUHEH MaTH MaKChmyMm 3a
AOBAMHA XBINI 233 Hm abo Ha xpomarorpamax sunpobysaHoro
PO34UHY | PO3YMHY MOPIBHAHHA, oaePKaHUX B pozaini "KinbkicHe
BM3HaueHHA. Metop I, uack yTpumanHa nika eTopuKkaokcnBy MalTh
cnienagaTi
3 lnenTundikauin B AkicHa peakuin Bignoeigae
4 OnHopigHicTb Avaoranux oamHMyb  Bignosigae eumoram Y, 2.8.40. NpuamansHe yucno AV<15,0 Bignoeigae
5 CynpogigHi BOMILLKK Bynb-akoi gomiwku - He Ginbwe 0,1 % Bipnosigae
6 CynposBigHi fomilku Cyma gomiltok - He Ginbwe 0,3 % 0,0%
e onHug n;
/ . . . .
7 Posqu@gﬁnn ‘%" Bianosinae Bumoram Y, 2.9.3 3a Q=80 % 3a 15 x8 Bignoeigae
(o}
8 MIKpDﬁlOﬂOI’IlPH%TJI(ﬂOCé‘BI‘ Bignosinno no MKA 113 Binnosinae
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10 Ynan(oyxa 00481212
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57.0 - 63,0 mrftab

BianoeigHo go MKA N3

/G 26.0p, 202y

58,5 mritatn.

Bignoeinae

Crop. 122
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Mpogoexenna CepTndiar akocti / CepTndirar ananizy Ne 170000030273 m |"I"ll”l“l”lm”|"I"Ill"|||”l| III

11 MapkyBaHHa BianosigHo ao MKA N3 Bignoeigae

11. KomeHrapi: Bes komeHTapie

12. YmoBwn 36epirannn;

13. 3anea npo ceprudikauito: Lium nigreepmpiyio, Wo sci BUpoGHMYI cTagii ANA Uiel cepii roTosol npoaykuil 6ynu nposefeni
B MOBHIV BIQNOBIGHOCTI 3 BUMOTamin, BCTAHOBNEHWMMI B YMHHOMY KepisHuyuTei no GMP,

3aTBepgKeHoMy MidicTepcTBom OXOpoHK 310poR’a YKpaiHy, | 3 BUMOramMun peecTpauiifiHoro
[OCbE KpaiHW NpU3HadYeHHn

Cepia posBoneHa Ao peanizayii / sigeaHTaxenHs 2 25.01.2024

3aTsepaxKyio
Mib: Kopotkosa O.T.

Mocapa: ¥nosHoeaxeHa ocoba

MlignucaHo enekTpoHHUm nignucom: 25.01.2024  12:26

AoxymeHT nianucaxo y cepsici ByacHo (novarok)
SIGNED_170000000265.pdf

Crop. 2232




HokymeHT nignucaro y cepsici ByacHo (npogoexeHHn)
SIGNED_170000000265.pdf

HokymeHT Bignpasneno; 12:30 25.01.2024

BnacHuK fOKYMeHTy

EneKTpoHHMA rignuc

12:30 25.01.2024

€OPNOY/INH: 00481212

I0p. Hasea: MPUBATHE AKUIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA GIPMA OAPHWUA
CTapLLUK iHCNEKTOP-yNoBHOBaXeHa 0co6a: KopoTkosa OkcaHa MeopriieHa

Yac nepesipkn KEM/ELN: 12:30 25.01.2024

CraTtyc nepesipky cepTudikary: Ceptudiikar gie

CepiitHuis Homep: 32BAGADAB7B0FF45040000009715000005380000

Tun nignucy: keanidikopaHui




