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Ceptudikar akocri Ne 040000116005

KWW

dapmapon®, tabnerku, no 10 Tabnerok y 6nictepi, no 1 6nicrepy y nauui
1TABJIETKA MICTUTb ALIETUNCATILMIOBOT KUCNOTY 300 M, TAPALIETAMONY 100 M, KOOEIHY 50 MI

Homep cepii: 500524
24.361 Tuc.ynak.

KinbkicTb npogykuii:

[ata supobHulTea: 05.2024

Kpaina orpumysavy:
Ne Peecrp. nocsigueHHs:

TepmiH gii peecTp. NocBigYeHHs:

AHanis BUKOHaHWi no: MK$ J13 go PN NeUA/8183/01/01, amimu Big 23.02.2022 p.

UA/8183/01/01

HeobMeXKeHNiA

HaiimMeHyBaHHA NMoKa3HUKiB

Bumoru AHAA(cnenmdikauii)

Pezynbrath BUnpo6yBaHb

Onuc

IgenTndikayis
MapaueTtamon, Kodein,

auertuncaniuunosa Kucnota

Kucnora numoHHa

CepepnHs maca

CaniynnoBa Kucnorta

Po3unHeHHs

napauetamon

Kobel

aueTuncaniyunoBa Kucnota

OgnHopigHicTb go30BaHuX

OANHNLL

n-AmiHodeHon

Mikpo6ionoriuHa yncrora

Tabnetku 3 NIIOCKOIO NOBEPXHEN 3 PUCKOK |
dbackoto, 6inoro abo malixe 6inoro Konbopy, i3

cnabkum cneyndiyHum 3anaxom. Ha noeepxHi

TabneToK AoNycKatTbcs MapMypOBICTb | BKparieHHs

Ha xpomaTorpami BUNpo6oBYBaHOIO PO3YMHY,

oTpuMaHin 8 po3aini "KinbkicHe BU3HaueHHs",

Yacu yTpUMyBaHHA nikis napayetamony, Kodeiny i
aueruncaniymnosoil KNCI0TK, MaloTb ChniBnagat 3

Yacamy yTpUMyBaHHA fikis napavueTtamony, Kopeiny

i aueTucaniuMnoBOl KUCNOTY Ha XpoMaTorpami
PO34uHy nopiBHAHHA (d) 3 TouHicTIo + 2 %

AkicHa peakLis

Big 0,570 r no 0,630 r
0,600r5%
He 6inblwe 3 % sig smicTy auetuncaniyunoeol

KWUCNoTU B Tabnetui

He meHwe 75 % (Q) uepes 60 xs Bif BMICTY,
3a3HaveHoro B posgini "Cknag”
He metwe 75 % (Q) uepes 60 xs Bif BmicTy,
3a3HaueHoro 8 posgini "Cknag"
He meHwe 75 % (Q) uepes 60 xB Big BMICTY,

3a3HaveHoro B posgini "Cknap'

Mae BUTpUMYBaT BUMOTU

He 6inbwe 0,005%

Bignosigae

Bignogigae

Bignosinae

0,601 r

Bignoeigae

1%

97 %

98 %

96 %

Bignoeigae

Bignosigae

Cepmudpikam nidnucaHo enekmpoHHUM nidnucom

M cu v 14914

ID 040000116005
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3aranbHe YUCNo aepobHUX Kputepin npuithstiocri 1000 KYO/r

mikpoopranismis (TAMC) * *

3aranbHe YUCHO APKAKOBUX Ta Kputepii npuithatHocti 100 KYO/r

nnicHaawit rpubis (TYMC) * *
Escherichia coli * BigcytHictb B 11 *

KinbkicHe Bu3HavyeHHs

MNapaueTtamon Bin 95,0 mr go 105,0 mr B nepepaxysaHHi Ha
cepefHio macy TabneTku 97,4 mr/rab
KodeiH Bia 45,0 mr go 55,0 mMr B nepepaxysaHHi Ha
cepefHI0 Macy Tabnetku 49,2 mrfraé
AueTuncaniumnoea Kucnota Bia 285,0 mr go 315,0 mr B nepepaxysaHHi Ha
cepefiHio macy Tabnerku 297,2 mritab
YnakoBKa Mae Bignosigatu Bumoram BianoBigae
MapkyBaHHs Mae signosigatii Bumoram Bignosigae
Tepmin npugatHocTi: 2 poku Ho 05,2026

YmoBu 36epiranna:  36epiratu B 3axuueHomy sif CBiTNa Micy npu Temneparypi He suwe 25 °C.
KomenTapi:

*Ha nigcrasi nepiognyHoro KoHTponio. lMpoTte My nigTeepaXyeMO BIANOBIGHICTb faHoi cepii BuMoram HY]

3asnBa npo ceprudikayiio:

Lum A 3acsiguyto, Wwo suieskasaHa iHpopmaLia € JOCTOBIPHOW i TouHotw. Lo cepito npofykuil 6yno snpobneHo (BKoYauN
ynakosKy/MapKyBaHHs) Ta NPOBEAEHMI KOHTPONb 1i AKOCTI Ha HUKYEBKa3aHil AiNbHULI B MOBHIl BignosigHocTi go Bumor GMP,
BCTAHOBMEHNX MICLEBUM PEryNATOPHUM OpraHoM, a TaKOX Y BIANOBIAHOCTI i3 cneundikayinmu, AKi 3HaxoAnaTbCA Yy peecTpauitiHomy
AocbelToprosoi niteHsit. MpoTokonu BUPO6HULTEa, NaKyBaHHA Ta aHani3is 6ynu nepesipeHi Ta BCTaHOBAEHa BignosiaHicTL GMP.

Do3soneHo Jo peanizauii / go BigBaHTameHHA

YriosHoBaxeHa ocoba — MposigHuit itxkerep BCraBl KpasueHko C.M. 12.06.2024

Bupo6Huua ginbHuua:

YKPATHA, 04080 m. Kuie-80, syn. Kupuniecbka, 74; flitensin Ha BupobHmuteo AE Ne 637430 sig 07.04.2015;
Ceprudikat GMP Ne045/2022/GMP sig 25.08.2022; GMP_UZ-08:2023 gig 30.11.2023; GMP/EAEU/KZ/81-01-24 Big
15.12.2023

KonTponb akocTi Ta Bugava ao3sony Ha peanizauito:
YKPAIHA, 04080 m. Kuiz-80, Byn. Kupuniecbka, 74; Ceigouteo npo atecraLiio N2 390 sig 22.01.2019

Cepmudikarm nidnucano enekmpoHHUM Nidnucom ID 040000116005 Crop.2 32



