¢ capHUUA

Appeca C2C%2, wm. KuiB, syn. Bopucninbcbka, 13
Ten. /Makc: {+38044)5658-32-10 [MpuiAmanbHa
(+38044)207-73-41 Bigain KkoHTpone AkocTi
(+38044)207-73-04 ¥noeHoBaxeHa ocoba 3 AKOCT

(+38044)207-73-27 YnoBHosaXeHa ocoba 3 papmakoHarnafy

Ceprudikar akocri / Ceptudikar aHanisy Ne 170000006714

1. HalilmeHyBaHHA NpoayKLii:

{Ha3Ba, cUNa AiifakTUBHICTL, NiKapcbKa dopma Ta

TIAPA TPIC®

po3Mip YNakoBKW (iAeHTUYHO 0 TEKCTY Ha rigpoxnopTtiasuay 12,5 mr, Bancaptany 160 mr;
YNakoBLi roToBCI NpoAyKLii))

2. Homep cepii:

3. Posmip cepi:

4. KpaiHa-BUpOGHWK:

TaGNeTKW, BKPWUTI NNiBKOBOK 06ONOHKOW, No 5 mr/12,5 mr/16Q mr;

1 TabneTka MiCTUTb: amnouniHy 6ecunaTty B NepepaxyBaHHi Ha amnoaWniH 5 Mr,

no 14 TabneToK ¥ KOHTYPHIA YapyHKOBIA YNakoBUi; No 1 KOHTYPHIR 4apyHKOBIR

YMaKoBLUi B Nayli 3 MaPKYBaHHAM YKPAIHCBKOIC MOBOID

DA10522
74,310 TYN

YKpalHa

5. HaiimeHyBaHHA KpaiHuM / KpaiH npusHaYeHHA YKpaiHa

AnA cepii:

6. Homep peecTpauifiHoro nocsigyeHHn: UA/15070/01/01
7. flata BupoGHMLUTBa: 05.2022

8. flaTa 3aKiHYe€HHA TepMiHY NPUAATHOCTI 05.2025

{micaub i piK, nicna Akoro J13 He 3acTOCOBYETLEA):

9. Hasea, agpeca Ta HOMepW RileH3iA BCiX
AiINbHULE BUPOGHULITBA | KOHTPONKD AKOCTI;

Ceprndikatn signosinHocti GMP Bcix
AINbHULb:

10. AHani3 BUKOHaHWH 3rigHo:

Pe3synbTaTh aHaniay:

13;

niueHzia AB Ne598086;

CBigoUTBO Npo atecTauile naGopatopii BKH Ne 128;
ceptudikat GMP N2 035/2019/GMP

BUpoGReHO, BKAIDYAUM YNaKoBKY/MapPKYBaHHA Ta KOHTPONb AKOCTI Ha MpAT
«PapmauesTryHa dipma «JapHuuaA» 3a agpecoto: M Kuie, Byn. bopucninbcbka,

MKA /13 po peectpauiiiHore nocsiguedHa NeUA/15070/01/01 Big 26.01.2021

N2134, 3i amiHamn

ZOREHOI0 N\
(N 7
%

~a N
nad R\

N2 n.n. HailiMeHyBaHHA NOKazHUKa Byvmorn HopmMaTHBHOI .qoxyw#q?/uiiim\ METTIB \tj_\\ Pe3ynbTart aHanisy
1 onunc TabneTkn KpYrnon Gopmbl, No bIg Mmﬁ&ﬁ&ﬂl Bignosigae
pPO30OBOro UBeTa, ¢ 4BOAKOBLIN n& an .ﬁ:
2 InenTndikauia A Ha xpomatorpamax BUNpoSoBYER: 5 ¢ PO3UNHY | posuwy S ' Binnosigae
NopiBHAHHA {C}, OAEPXKAHNX ¥ P Vq; “KinbKicHe Bi3H
YTPUMYBaHHA Mikis amMmnofuniHy{ ri
BIANOBIAHO, MaOTb cniBnagaTty (amno
BaNcapTaH}
3 lnenTndikauia B Konboposa peakuis {Tutany giokcna} Bipnosigae
4 lnenTndikauia C YO-cnekTpn BUNpoboBYBaHOMO PO3UUHY | PO3UMHY NOPIBHAHHA B Binnosigae
obnacti Bif 230 HmM ao 300 HM maloTh cniBNagaTk (aMmnoauniy,
rigpoxnopriasng i BancapTaH}
5 OAHOPIgHICTE AD30BaHWX OfMHULL  AMnoauniH Bignosigae sumoram OOY, 2.9.40. NpuiimansHe uncno  Bignosigae
AV =150
6 OaHopigHICTE Ao30BaHuX ofuHuLp  Tigpoxnopriazvg Bignosigac eumoram J0Y, 2.9.40. NpuiimanbHe Bignosigae
yucno AY < 15,0
7 OaHOPIgHICTE A030BaHWX OfMHULL BancapTad Bignoeigae sumoram J0Y, 2.9.40. MpuimansHe yncno AVBignosigae
< 15,0
8 Po3ynHeHHA BancapTaH Bignosigae sumoram DY, 2.9.3. 3a 30 xB npu Q = 80 % Bignosigae
9 Po3ynHeHHA AmnoauniHy Bignosifae Bumoram LAY, 2.9.3 3a 30 xe npn Q=70 % Bignosigac
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PoszunHeHHsa

CynposigHi foMiLLIKK
rigpoxnopTiazngy i sancapraHy
CynposigHi foMiLLIKK
rigpoxnopTiazngy i sancapraHy
CynposigHi AOMILKK am1oauniHy
CynposigHi AOMILKK am1oauniHy
CynposigHi foMiLLIKK
Mikpobionoriuna yncrota
KinbkicHe BU3HAYEHHA

KinbkicHe BU3HAYEHHA

KinbkicHe BU3HAYEHHA

Ynakoeka

MapkyBsaHHA

MpoposkeHHA CepTudikat Akocti / CepTudikat aHanisy Ne 170000006714

Figpoxnoptrasuy Bignosigae umoram OY, 2.9.3 35 30 xB npy Q = Bignosigae

80 %

4-amiHo-8-xnop-1,3-6ensonancynbdonamigy — He 6inbwe 0,5 %

Byab-aKol iHWOoT fomillki - He Binbwe 0,2 %
Amnoguniny gomiwiku D - He Binblue 0,5 %
Byab-aKol iHWOoT fomillki - He Binbwe 0,2 %
Cyma AoMiloK - He Binbwe 2,0 %
BignoeigHo ao MKA N3

Amnoguniny 4,75 - 5,25 mritab
Figpoxnoptiasnpy 11,87 - 13,13 mritab
BancapTany 152 - 168 mritab

BignoeigHo ao MKA N3

BignoeigHo ao MKA N3

0,0 %
Binnosigae
0,0 %
Binnosigae
0,3 %
Binnosigae
4,95 mr/Taén.
12,46 mriTadn.
180 mr/Tatn.
Binnosigae

Binnosigae

11. KomeHTapi:

12. ¥YmoBn 36epiraHHa:

13. 3aaBa npo cepTugikauiro:

bes KomeHTapie

JiTeln micui.

B opwrivanbHi# ynakosui npu Temnepatypi He Buwe 25°C. 36epirath B HeAOCTYNHOMY ANA

Lium nigreepamyio, Wwe Bci BupoBHMYi cTagil anA uiel cepii rotooi npoaykuii 6ynu nposegeHi

B NOBHINA BIANOBIAHOCTI 3 BUMOraMy, BCTAHOBNEHWUMY B YAHHOMY KepiBHUUTEI no GMP,
aateepaxeHomy MiHicTepcTBOM OXOPOHM 3A0pPOB'A YKpaiHK, | 3 BUMOraMy peecTpauiiHoro
AOCBE KpaiHW NPU3HAYeHHA

Cepia nossoneHa Ao peanisalii / BinpaHTaxKeHHA 3 17.06.2022

MIb: KopoTtrkoea O.T.

Mocapa: YnoBHoBaXeHa ocoba

3aTBEpAXKYHO

MianucaHo enekTpoHHUM nianvcom: 17.06.2022

- b 0(_\
JOKY MEHTIB \)9
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