(+38044)207-73-04 YnoeHoBaxeHa ocoba 3 AKoCTi
(+38044) 207-73-27 YnoeHoBaxeHa ocoba 3 dapmakoHarnagy

Appeca 02093, m. Kwis, Byn. bBopwcninbcbka, 13
Ten./®akc: (+38044)568-32-10 MpwiimanbHa
ﬂ n p H u u q (+38044) 207-73-41 Bigain KOHTPOAIO AKOCTI

Ceptudikar akocri / Ceptudikar aHanisy Ne 170000010928

1. HaiimeHyBaHHA npoAyKuii: OPOTABEPWH-OAPHIALA

(Ha3Ba, cuna pii/akTUBHICTL, Nikapcbka dopma Ta 1 TabneTka mMiCTUTbL ApoTaBepuHy rigpoxnopuay 40 mr;

PO3Mip YNakoBKW (iI€HTUYHO [0 TEKCTY Ha Tabnetku 40 mr; no 10 TabneToK y KOHTYPHI YapyHKOBIi ynakosui; no 3
yrnaKoBLi roToBoi NpoayKLji)) KOHTYpPHi YapyHKOBI YNakoBKW B Nayli 3 MapKyBaHHAM YKPaiHCbKOIO MOBOIO
2. Homep cepii: 1BK30922

3. Po3mip cepii: 103,172 TYN

4. KpaiHa-BUpo6GHUK: YKpaiHa

5. HaiimeHyBaHHA KpaiHu / KpaiH npusHayeHHa YKpaiHa

ANA cepii:

6. Homep peecTpauiiiHoro nocsig4yeHHs: UA/7468/01/01
7. laTa Bupo6HUYTBa: 09.2022

8. [laTa 3aKiHYeHHA TepMiHy NnpuaaTHOCTI 09.2025

(micaub i pik, nicna Akoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta HomMepu niyeHsin Beix BUpo6neHo, BKITIOYaoUM yrakoBKY/MapKyBaHHA Ta KOHTPONb AKOCTi Ha MpAT
AiNbHUUBb BUPOGHNLTBA | KOHTPONIO AKOCTI; «DapmaueBTyHa pipma «[JapHuua» 3a agpecoo: M Kuis, Byn. bopucninbcbka,
Ceprtu¢ikaru signosigHocti GMP Bcix 13:

AiNbHVLDb: niuensia AB Ne598086;

CBigouTBO NMpo artecTauilo nabopatopiin BKA N2 128;
ceptudikat GMP N2 035/2019/GMP

10. AHani3s BUKOHaHWMN 3rigHoO: MKA J13 NeUA/7468/01/01, Jorosip noctaBku N¢ APT-28 Big 05.08.2020

PesynbTaTti aHanisy:

N2 n.n. HaMmeHyBaHHA NOKa3HWKa BymMorn HopmaTVBHOI OKYMeHTauil Pe3ynbTaTt aHanisy

1 Onwc TabneTkn cBiTNO-#40OBTOro abo TEMHO-*OBTOI0 KONbOPY 3 Bignosigae
BKpaneHHAMW, NNOCKOUMNIHAPWUYHOI GopMU, 3 $acKolo Ta pUCKoIo

2 IneHTudikauia A Y®-cneKTp NornMHaHHA BUNpoboBYBaHOTO pO3YKMHY, NPUroToBaHoro, Bignosigae

AK 3a3HaveHo B po3aini "KinbkicHe B3HaueHHA", B obnacTi Big 210
HM Ao 420 HM NOBWHEH MaTU MaKCUMYMKW NMOTUHAHHA NpK
OOBXWHaxX XBuNb (241+2) Hm, (302+2) Hm Ta (353£2) Hm
3 IneHTudikauia B Ha xpomatorpami sunpo6oByBaHoro po3uuny (b), otpumaHoi B Bignosinae
po3aini "CynpoBigHi goMiwKK", Yac yTpMMyBaHHA OCHOBHOTO Mika
NpoTaBepyHy NOBWHEH 36iraTuca 3 Yacom YTpKUMaHHA nika
[poTaBepKHy Ha XpomaTorpami po3unHy NOPIBHAHHSA

4 OpHopigHicTb fo30BaHuX oauHvUub  Bignosinae Bumoram JOY, 2.9.40. Bignogigae
5 Po3napaHHa He 6inbwe 15 xB 11 xB

6 CynpoBigHi oMKW byab-akoi JomiwkKn - He Binbwe 0,2 % Bignogigae
i CynpoBigHi oMKW Cyma JOMilOK - He Ginble 2,0 % 0,3%

8 Po3uKMHeHHA Bipnosinae Bumoram JQY, 2.9.3 npn Q=75 % 3a 45 x8 Bignogigae
9 MikpobionoriuHa uncToTa BipgnogigHo go MKA N3 Bipgnoeigae *
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10 KinbkicHe Bu3HaueHHA gpoTtasepuHy 38,0 - 42,0 mr/1ab 39,0 mr/tabn.
rippoxnopuay
11 Ynakoeka BignoeigHo go MKA N3 Bignoeigae
12 MapKyBaHHs BignoeigHo go MKA N3 Bignoeigae
11. KomeHTapi: *[NepiogMYHICTb KOHTPOMIO B KOHi 10 cepil
12. YmoBn 36epiraHHa: B opwuriHanbHin ynakoBsui npu Temnepatypi He suwle 25°C. 36epirati B HEJOCTYNHOMY AnA
JiTen micu,i.

13. 3aaBa npo cepTugikauito: Llvm niareepaxyto, Wo BCi BUpoOHWYI cTaii AnAa uiei cepil rotosol npoAaykuii 6ynu nposefeHi
B MOBHi BiANOBIAHOCTI 3 BUMOramu, BCTaHOB/IEHUMM B YWHHOMY KepiBHWUTBI no GMP,
3aTBepakeHomMy MiHiCTepCTBOM OXOPOHW 300POB’A YKpaiHW, | 3 BUMOramu peecTpauinHoro
[OCbE KpaiHW Npu3HaYeHHA

Cepia po3soneHa Ao peanisauii / sigsaHTaxeHHA 3 15.09.2022

3aTBepaKyo

Mib: Kopotkosa O.I.

[Mocapa: YnoBHoBaeHa ocoba

MiagnucaHo enekTpoHHUM nignucom: 15.09.2022 11:26
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