Joint Stock Company Grindeks

L3
53 Krustpils Street, Riga, LV-1057; Latvia Grndex
Phone + 371 67083205, fax + 371 57083505
E-mail grindeks@grindeks.lv, www.grindeks eu

Unifiad registration No. 40003024535
CEPTUOIKAT AKOCTI Ne 23-013901/01
Taminyn®, kancynu
Kpaina eupobHuka: J1aTeia
PeecTpauiiive noceigueHns: NeUA/8843/01/01 TepMiH Ail: HeoBMeKeHui
‘Cuna gii/akTuBHicTs: napaleTamon 325 mr/ iGynpodien 200 mr / kodpein 30 mr
Ilikapceka dopma: kancynu
Poamip Ta Tvin ynakoskm: Ne 10 (10x1) (no 10 kancyn e Briictepi; 1 Gnictep B naviii)
‘Cepia Ne: 8700523
KinbkicTe B cepii: 20373yriak.
Hata supobHuuTea: 27.05.2023
Tepmid npuaaTtHocti:-05.2026
BupoBHuk: AT «piHaekcy, syr. Kpyctiing 53; Pura, LV-1057, Nateis/ JSC “Grindeks”, Krustpils Str:53. Riga, LV-
1057, Latvia; Homep BupoGHusol niuensii; RO0004
Cepmudikar signosigHocti GMP: Ne ZVA/LV/2022/002H Tepmit aii go 28.10.2024.
AHaria BUKoHaHWi 'y signosigrocti MKA ao PN Ne UA/8943/01/01si amivamu ao MKS go P Ne UA/8943/01/01 sig
02:01.2019 , Big 04.08.2020 Ta Big 23.02.2022 (NormDoc-DP000282/4, Annex-ND000375/2, Annex-
NDO0O577/1, Annex-NDQO0628/1Y

MOKa3HMKKM AKOCTI Bumorn MKS MeTtogun PesynbTat ananisy
KOHTPORIO AKOCTI
1. Onuc Teepai xenatrHoBi kancynu. Kopnyc OpraHonentuunnii, | Teepai XenaTuHORI Kancynu.
kancyru-Ginore konkopy, MK$, n. 1 Kopnyc kancynu— 6inoro
nepramyTpoByi, KpUllevka — KOMbOPY, NMEPIaMYTPOBN,
POXEBOTO KONLOPY, NepnamMyTpoea. KPVILLIEUKE — POKEBOTO
BmicT kancyn — nopotiok 6inoro
KONbOPY, NepnamyTpoBa.
KONLOpY
Bmicr kancyn — ropoutox 6inoro
_ KONbOPY .
2 lpendikauyis: Mik i6ynpocheHy Ha xpomaTorpami | MKS, n. 2, BEPX | Butpumye sunpoBysamns
-ibynpocpen AOCNIAXYBaHOIO PO3YNHY,

O{EPKaHOro Npy NPoBeaeHH
TECTY «KinbKiCHE BU3HaYeHHRA»,
NOBUHEH BYTH INEHTUYHUM NiKam

Ha xpomararpami CTaHaapTHOro

PO3YNHY.

- Mapauerasmon | Nik napaueramony Ha

XpoMatorpami AOCNIILKYBEHOIO

PO3YUHY, OOEPXAHOro NpK

Hoxymenm nidnuconuli enexmpornum nidnucom \\ .
fdenmudbikauis ropmu seimy/sepcia GRX-RUS_FDF_UKR 12 Npoepame 3aGe3reqer e plehy
Ynixanusul nomep sanucy/gepcia 33179F20-BBBF-4D60-8039-A2EED18795C0/1 Cme peHO: AHic Exabeone 28-06-2023 11:28:36480:00 AT
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flepexnad

CEPTUGIKAT AKOCTI Ne 23-013901/01

Taminyn®; kancynu

KpaiHa BupobHuka: NaTeia
PeecTpauifine noceigqenna: NeUA/8G43/01/01

Cwuna giifakTveHicTs: napayetamon 325 mr / iGynpodbeH 200 mr / kodein 30 mr

Nikapceka dopma: kancynm

Pozmip Ta Tun ynakoski: Ne 10 (10x1) (no 10 kancyn e Bnicrepi; 1 6nicrep B nauly)

Cepia Ne:. 8700523

Kinbkicts B-cepfi: 20373ynak.
Hata supobunurea: 27.05.2023
Tepmin npugatHocTi; 05.2026

TepMiH pii: HeoGMexer N

nposeAeHHi TecTy «KinbkicHe
BU3HAYEHHSI», NOBUHEH ByTH
IASHTUHHUM NiKam Ha

XpomaTorpamMi CrTaHAapTHOMG

PO3YMHY.

Mik kadpéiny Ha xpoMarorpami
- robeiH A0CNIAKYBAHOMO PO3YNHY,
0AePHAaHOro-NpY NPoOBEAEHHI
TecTy «KineKicHe BU3HaUYeHHsy,
NOBUHEH BYTU ifeHTUYHUM riikam
Ha XpoMaTorpami craHgapTHOro

PO3YMRY

Burpumye Binpobysanis

3.Cepeana mMaca 570 mr £ 7,5 % (5273 -612,8 mr)

BMICTY Kancynu

MKA, n3, €0 295

576.4 mr

4. OaHopigHicTL MoBWHEH BUTPUMYBATHK

MKA, n.4, 80 2.8.40

Butpumye sunpobyasaring

A03yBaHHsA BUNPOOYBAMHA
- napaueTamon AV=2.9
- KodeiH AV=1.6
- iBynpodeH AvV=21
5. PosnagaxHn He Ginswe 30 xB MKA, n.5, €9 2.9.1 4 XBUNMHA

6. CynyTHi gomilkn
MNapayetamony:

-4-amiHoheHon He Ginbwe 0,1%
He Ginble 0,001% (10ppm)

He Binbwe 0,25%

-XnopaueTaHirig
| -Byob-sika iHwa
AoMilka
-CynyTHi nomMilkA

IﬁgnpocbeHy:_

-AoMmiwka B He Gifbure 0,3%

- HeigeHTrdikoBaHi He 6inswe 0,3%.

OOMILLIKK

MKA, .6, BEPX.

Menine 0,01%
MeHwe 0,001%
MeHwe 0,01%

Aoxymenm nidnucanuii enexmponnum nidnucom
Idenmudbirayis hopmu 3simy/eepcis GRX-RUS_FDF_UKR

. )
12 fipoepomue 306e3nedenns — SampleManagerLiMPS12:1 5P b N bttt

kR
Yuikanerud Homep sanucy/eepcia 331 79F20-BBBF-4D60-8039-A2EED18795CD/1 Cmeopeno: Anic Exabrone 28-06-7023 11:28:36+00:00 IMT




Mepeknad

CEPTN®IKAT AKOCTI Ne 23-013901/01

Taminyn®, kancynu

Kpaixa BupoGHvka: JTatein

‘Peecrpauinde nocaiguenHs: NeUA/8943/01/01

Cuna piifakTveHicTs: napauetamon 325 mr / iGynpoden 200 mr / kocein 30 mr

Nixapcbka hopma: Kancynm

Poamip Ta tun ynakossu: Ne 10 (10x1) (mo 10 kancyn B 6nictepi; 1 GriicTep & navl)

Cepia Ne: 8700523

KinekicTb B cepil; 20373ynak.
Oata eupobruuTtea: 27.05.2023
TepwmiH npugaTtHocTi: 05.2026

Tepin Al HeOBMEeKeHni

He 6Ginswe 10% aepobrnx baxrepiit |
102rpmbis

He nonyckaeTsca HAABHICTE E.coli B
ir npenapaty

- Cyma goMiwok He Binbue 0,7% 0,06%

7. KinbkicHe MKH, n.7, BEPX

BU3HAYEHHS 308,8-341,3 mr A 315,0 mr

- napaueTamon {95,0-105,0% 8ig kinskocTi (97,0%)
JasnaqveHol y posaini «Cknaagy)

-kothelH GedsoaHii 28,5-31,5mr 29,6 mr
{95,0-105,0% Big KiNbKOCTI A (98,8%)
3a3naveHol y poaaini «Cxnafy)

-iGynpohen 190,0-210,0 mr 196,2 mr
{95,0-105,0% Big kinbKocTi {98,1%)

- _ 3a3HaveHol y poagini «Cknady») _ B
8. MikpoBionoriuda B 1r npenapaTy AcnyckaeTsca MKH, n.8,€d 2.6.12,
JYuCTOTa HaABHICTb: 2613

MeHwe 50 KYO/r
MeHwe 50 KYO/r

Biacy i/t

9.PoauviHeHHA

-NapayeTamon

-kodhein

He MeHwe 75 % (Q) 3a 45 xe
S1::ANA KOAKHOT 3 6 kancyn He meniue 80
%;

S2: ¢peaie 3 12 kancyn {51+ Sz2) He merwe
75 %

i Hi 0aHa kancyna Mexwe 60 %;

Sa: cpepHe 3.24 kancyn (S++ Sa+ Sa) He
MeHWe 75 %, He Binbwe 2 kancyn meHwe
60 % i Hi cgHol MeHwe 50.%

He MéHwe 75 % (Q) 2a 45 xB

S+ AnA koxkHOT 3 6 Kancyn He menwe 80
%;

St openHe 312 kancyn (S+ 52) He MeHwe
75 %

"I'Hi-ogHa Kancyna meHwe 60°%;

MKS, n.9,6¢ 2.9.3

Cep. 101%
MiH. 99,8%:-

MiH. 98,6%

AoRYMenmm MIONUCanull eaexmpoHHUM Midmucom

denmudbivauin dopmu 3simy/sepcin GRX-RUS_FDF_UKR 12

fipozpamue 306esneqenns — SompleManagerLIMPS12.1.5P.2 Konmposabsa konis Nel

Yuixanotiud Homep 3amucy/eepcin 33179F20-8BBF-4AD60-8039-A2EED18795CD/1 Cmeopeno: Auic Exabcone 28-06-2023 11:28:36+00:00 iMT




flepexnad

CEPTUDIKAT AKOCTI Ne 23-013901/01

Taminyn®, kancynu
KpaiHa suipobHiuka: IaTein
Peectpauiiive noceiguenns: NeUA/B943/01/01 TEPMIH il HeOGMexeHn
‘Cuna- gii/akuenicTs: napayeTamon 325 mr / iBynpoden 200 mr / kodein 30 mr
Iikapcbka dopmMa: kancynu
Pasmip ta Tvin ynakosku: N2 10-(10x1) (no 10 kancyn B Bnictepi; 1 Gnicrep B naywi)
Cepia Ne: 8700523
KinkkicTe B cepii; 2037 3ynak.
Harta eupoGHuuTea: 27.05.2023
Tepmid npuaaTtHocTi: 05.2026

Sa: cpeaHe 2 24 kancyn {5+ S+ Sa) He
meHwe 75 %, He GinblWwe 2 Kancyn meHwwe
60 % i Hi ogHol MeHWwe 50 %

He meHwe 75 % (Q) 3a 45 xB

81! pnA KoxHOT 3 6 Kancyn He meHwe. 80
%;

8 cpepMe 312 kancyn (Sq++ S2) He meHLlie
75 %

i Hi ogHa kancyna merHiue 60 %;

-l1BynpodieH Cep. 102%

MiH. 100.7%

Sa: cpenHe 3 24 kancyn (S++ S+ S3) ve
MeHWe 75 %, He Ginblue 2 kancyn meHule
BO % i Hi 0gHol MeHtwe 50 % i L _
Mauka UA5.10B
IHCTpyKUig UAJC/B

BucHOBOK: cepis Ne 8700523 Bignosigae sBumoram MK no P Ne UA/8943/01/013i aminamu o MKA go P Ne
UA/8943/01/01 Big.02.01.2019, sig 04.08.2020 Ta gig 23.02.2022
YMOBW.30EDIrAHHA. e MagdioThCS
3aTBepmxeHo:
Cinta AHToHOBUYE / KepisHyk maBopaTopii KoHTpor sikoeTi/ 27-06-20231 20:05:38£03:00I MT
IM'aMpizeuwe  Mocaga Oata

KomeHTapi: BigcyTHi,

3asBa npo-cepTudikali. "daHuM cepTudikaTom nigTBEPMDKYIO, L0 BULEHaBEAGHA iHGOPMAL|S € OOCTORIPHOIO Ta
TouHoto. Lisi cepist Gyna BurotoBneHa, BKNIOYAOMM NaKyBaHHs/MapKyBaHHA Ta KOHTPOIb AKOCTI, Ha BULLleHa3BaHi
AINbHULI Y NoBHIN BinnosiaHocTi BUMoram GMP Buaatinm MicLeBuM PEryniolyMM OpraHoM, a TaKoX Y
BiAnosigHocTi 3i cneLuchikalicio a peecrpavifiHoro oocke. MNpoTtokonu BupoGHMLTEA, NakKyBaKHA Ta aHanisis Bynu
npoaHaniaosaHi i BU3HaHI y BignoeigHocTi BUMoram GMP"

YnoBHoBaxeHa ocoba:

_HHic CkabcoHe / YnosHosakeHa ocofia / 28.06.2023 / 13:45:53 ¥03:001" Th

Im'r Mpiasuwe Mocaga Hara

AoxymMenm nidnucamiti enekmpanHIm Honucom :
1deHmuchikoyia opmu 3eimy/eepcia GRX- RUS_FOF_UKR 12" [ipozpamese sabesneverivn = SampfeManagerLfMPSlz 1.5P. i a *ronia Nel -
‘Yuikonenutl Homep 3onucy/sepcin 33179F20-BBBF-4D60-8039- -AIEEDI8795CD/1 Cmaopeno: Axic Exabeorc 28-06-2023 11:28: 36+00 GO T
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