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I[EPT}KABHA CJHOYXBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KHIBCHBKIN OBJIACTI

npoB. CeiTnuynol Hanii, 3, m.Kuis, 02099, ten/(pakc: (044) 3_63-06-50
E-mail: dls.ko@dls.gov.ua, Koxg €IPIIOY 37078774

BUCHOBOK
Npo AKICTHL BBE3eHOr0 B YKpaiHy JikapcbKOro 3acody

L 03012024 Ne 66917/24/10

COJIIAJAEIH AKTHUB

(HaliMeHyBaHHS TiKapChKOro 3aco0y 3TiIHO 3 peecTpalilHiM TTOCBITYEHHAM )
TabJaeTKH muny4i; mo 4 Ta6JeTKH y 6araTomapoBoOMy CTPHIIL; M0 3 CTPUIIH Y KAPTOHHIH

quoﬁui

(opmMa BumycKy, 103yBaHH4, BUJL NIaKyBaHHS JIIKAPCHKOT0 3acody)
Howmep peectpauiiiHoro noceimuenus UA/12392/01/01 crpox xii peecrpauitinoro noceiguenns 01.01.2099
Cepis nikapcekoro 3acoby Ne 2310439 KinekicTe BBE3€HOrO Nikapehkoro 3acoby 14832

BupoGHuk @amap A.B.E. Antoca miaHT, I 'peris

(naliMeHyBaHHA BUpOOHMKA JIIKapChKOro 3aco0y, KpaiHa MOXOAKEHH)

Bpeseno B Ykpainy TosapucTBo 3 00MexkeHOoI0 BitnoBigaasHicTIo ""XAJEOH
VKPAIHA", inenr. xon: 24588162

(natimenysanng ta koa 3a CJIPIIOY ropuauunoi ocobu a6o mpi3suille, iM'a, no 6aTbKOBi (izHIHOL
0COOM = i ANPUEMIL, 1 MicLie NPOXKUBAHHA Ta peecTpalliitHuii HoMep 0061IKOBOI KapTKH IUIaTHUKA
noaaTkiB abo cepis Ta HOMep MacnopTa)

[Iporokoa BisyaasHoro konrpomo Bia 02.01.2024 Ne 4242/5.

3a pesynbTaTaMyd [EPKABHOTO KOHTPOJIO BCTAHOBJEHO, IO JIiKApChbKMH 3aci® BBe3eHO B YKpalHy 3

JAOTPHUMAHHSAM BUMOT 3aKOHOAABCTBA LIOA0 3a0€3MeUEHHs AKOCTI JIIKapChKHX 3aC00iB.
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7. d®amap A.B.E.
" . AHTOoca nanT, [peris

-~ Byn.Adrocu 7, AHToca ATriki, ] 5349
[pewia
Ten.210 98 98 950

o axkc 210 98 56 221

CEPTUDIKAT 3 JIKOCTI

TIEPEKJIA L/

" Tpenapar: Coananein AKTUB, TadNeTKH MuNy4di 4x3 y erpunax

Kpaina: Yxpaina _
Cuna zii/axtuBHicts: mapameramoay 500 mMr/rad
' kodeiny 65 mr/rad

s e "YMoBU 36epiranns: e sumge 25° C
- %" Tepmin npupatHocTi: 4 poKH

Homep peecTpauitinoro mocsiguenna Ne UA/12392/01/01
Howmep minensii Ainenumi 3 BupotHuiTea: Ne(G000001284/20/3
Homep ceptudikary GMP: 94140/20-10-2020/bis

Kon xinyesoro npoaykra: 60000000129365

SAP Ne marepiany: 11105947

Homep cepiri: 2310439

Jara BupoOHuIITRA: 11/2023

JlaTa 3akiH4YeBHS CTPOKY npupaTtHocTi: 10/2027

KunskicTs B cepii: 14 865

Ceptugikar No: 527198

IIOKA3HHK CIIEIIN PIKAIIA PE3YJDbTAT

Onuc IInocki 61n1 TabneTKH 13 CKOIIEHUMH KpasgMH, PiBHI 3 Bianoeigae

OZHOTro OOKY Ta 3 JIHIEIO pO3JIOMY 3 IHILOTO, |

yIIaKOBaHi B aMiHoeauu#l crpurn. TabneTku lUBHAKO

pearyroThb y BOAI 3 BUAIEHHAM NYXHPLIB rasy 1a

PO3YMHSIIOTHCS IO YUCTOrG pO3unHy 0€3 3amaxy 3i

37Ierka CoJioAKkuM cMakoM. CTPUTM HE NOBUHHI MATH

HaayTHUX" KapMaHIB, e MOXE CBIIYATH TIPO

po3knanaHHsa npoaykty. TabmeTku MaroTs OyTH

BUIBHUMH BIJi YOPHMX I1JAM 1 TPILIHH, 1 HE MATH O3HaK

PO3KPHILY BAHHSL.
CepenHst maca Teopetnuna: 3028,3 mr 2936 mr
TabneTxky Mesxi: 2877,0 Mr-3179.0 mr

HowminaneHa ans Pamap: 2968 mr
OxHopiasicTs Macu | B Mmexax miMiTis girouoi E.D. Binnopigae
TeepnicTe (TiNBKU He menie Hix 6 Kp 10 Kp
a0 1HGopManli)
YHac po3uHHEHHS He Olnkite 3 XBHIHH 1 xB,
TTokasuuk pH 6,1-6,4 6,3
KiaekicHul ananiz Hominannua 500 mr, Mexi 475Mr-525 mr
fapaneTaMoIly
KinskicHUHA ananis
Kodeiny

4-amMiHOpEHON




InesTndikawisa Iliku nmapaneramony Ta kodeiHy Ha XpoMaTorpamax

napaieTamony oTpuMadux B BEPX MeTol ITOBUHHI BIANIOBIAATH Binnosinae
| Ta Koeiny TAKUM Ha XpoMarorpami CTaHJapTiB Bignoginae
JKoana 3 TOMIUIOK HE NOBMHHA nepeBUILYBATH 0,5% < 0,5%
CropiaHeH! CIoJyku | Bil BMIiCTY kodeiHy. 3aranbHa KiNbKICTh JOMIILIOK HE
Kodeiny ouele 1,0% Big BMIiCTY kKodeiny <0,5% ..
HI0KCH I ByTNeLo He menine 22% no maci : - | 22 Y%
. .| 3arayikHU# BMiCT 405.7 — 448.4 mr/Tabn.(HomMuHanLHaa Macca 427 414,4 Mr/Tabn
,.'_HB.'[]JiIO Mr/Tabr.)
+ MikpoOionoridaa BianosigHicts BuMoram E.@. TecT He BUKOHYBABCA
. | 4ucToTa*: He Ginsuie 10°kyo/r
3aranbHa KiJlbKiCTh
acpodHIX
MIKPOOPraHI3MIB
(TAMC)
3aranbHa Kinbkicte | He Ginpie 10% kyo/r TecT He BUKOHYBAaBCA

IPDKIKEBUX TA
[IeCHeBUX rpudin
(TYMC)

E. Coli BigcytHictb B 1T Tect He BUKORYBABCH

Komenrapii*: Tecrn BukoBy10Thes Ha nepiuux 10 cepinx, moTiM Ha koxkHiH 10 cepil 260 KoXHi 6 MiciLiB
B 3aJIE3KHOCTI B1JI TOrO, SIKA MOAISA HACTAE TepIoro

BucHopok: Cepisa po3BojieHa a0 peasizauii.
Harta Buitycky cepii: 17 aucromaga 2023 (3rinto 3 ceprudikarom 3 CAII cucTemn)

llum s 3acBiOuyro, 110 HaBeleHa BUIIE iH(OPMALS € JOCTORIPHOK Ta TouHow. Lo cepito
NPOAYKIIT Oyno BHpOOJIEHO (BKIIOYAOUM MaKyBAHHA/MApKYBAaHHA) Ta NPOBENEHO KOHTPONE ii
AKOCT] HA BHUIE3a3HAYEHIW MINBHULIL ¥ TIOBHIH BiAMOBIAHOCTI 3 BuMoramMu GMP, BeTaHOBIEHUMU
MICLIEBUM PETYIISSTOPHUM OPTaHOM, a TakoX BIAMOBIAHO 710 crienu@ikaniii, WO MICTITECT Y
peecTpaLiiHOMy H0ChE Kpaiku-iMmopTepa. [IpoToxomy BUpoOHUITEA, MAKYBaHH T4 aHATI3IB OyII0
TIEPErIIIHYTO Ta BCTAHOBICHO BianoriaHicte GMP

/minnuc/
YHoBHOBaKEHA 0Cc0oba
C. Bakavos (AHTOCA ILIAHT) Hata: 01 rpygus 2023

Cneu Connaneid AKTHB YKp mok

Cropinka 2 32




