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Product name; DRAMINA

tablets 50 mg, 10 tablets in blister; 1 blister in a cardboard box

APAMIHA®

rabneTky no 50 Mrno 10 TaGnetok y GRICTepi; No 1 6nicTepy y KapToHsin kKopobui
N2 UA/8430/01/01 validity Is unlimited

N¢ UA/8430/01/01 Tepuin aii HeobmexeHHir

Hasga nikapcexoro sacoby:

Registration certificate in Ukralne:
PeccTpaljiiine nocsiayeHHn B
Yrpaidi:

Strength/Activity:

Cuna alifaKTHBHICTE:

The size and type of packaging:
Po3mip | BMA NaKyBaHHA:

1 tablet contains 50 mg of dimenhydrinate

1 TabneTka MIiCTUTe AMMEHriapuHaTy 50 mr

10 tablets in bilster; 1 blister in a cardboard box

no 10 raneToi y Gnicrepi; no 1 6nicrepy ¥ KaproHHin kopobui

The dosage form: tablets 50 mg

Rikapceka thopma: rabneru no 50 Mr

Country - producer: Croatia Country of destination: Ukraine
KpaiHa - svpobHui: Xopsearia Kpaina npusHaverHs: YxpaiHa

Jadran-Gatlenski Laboraterij d.d., Svilno 20, 51000 Rijeka, Croatia

Manufacturer & Quality control:
BUpoSHUK T8 KOHTPOMb AKOCT:
Confirmation of GMP certificate:
BucHoBek BiAN0BIAHOCT! 8HpPOG-
HUAUTBE BYUMOramM GMP:
Manufacturing license:

Niuenzia Ha eMpOSHUUTBO:

fAapaH-Fanencokui Nabopatopin 4.4., Ceinero 20, 51000 Piexa, XopeaTia

N® 060/2023/C-93 dtd. 30.01.2023
N? 060/2023/C-93 sig 30.01.2023

UP/I-530-01/13-03/09 dtd. 03.10.2019
UP/1-530-01/13-03/05 Big 03.10.2019

Batch: p3g13 Batch size: 53.760
Cepia: 3913 Poamip cepii:  53.760
Date of manufacture: 3. 3023, Exp. date: 02.2028.
Aara BupoSHUUTEZ: 02,2023, MpupatHui ao:  02.2028.
CERTIFICATE N2 170000031220/23
CEPTUOIKAT N? 170000031220/23

PARAMETERS REQUIREMENTS RESULTS

NNAPAMETPH BUMOrH PE3YNLTATH
CHARACTERS Plane tablets of white colour, round form, with fac- Complies
{visual) ets and break line on one surface.
Onnc Kpyrni nnocki TaGnetku Ginoro konbopy 3 packaMm Bianoeinae
{BizyanbHWii) T2 PUCKOK 3 cAHOro GoKY.
DIAMETER® 9.0 mm £ 0.1 mm (from 8.9 mm - 9.1 mm) 9.03-5.05 mm
(metrical)
DIAMETP! 9,0 MM £ 0,1 MM (Bia 8,9 MM 0 9,1 MM} 9.03-9.05 MM
{MEeTpU4YHD)
THICKNESS! 3.0 mm £ 0.2 mm m to 3.20 mm) 2.80-2.88 mm
(metrical) Z e KR \
BUCOTA! 3,0MM 0,2 _/CB’(Z,@Q,{MM h€< 0 mMM) 2.80-2.88 MM
{METPMYHO) 9/ 1N MEHTIBARN
AVERAGE MASS 0.230 g £ 0.00t15°g (fro 89 0.2415 g) 0.22%1 ¢
(Ph. Eur. 2.9.5) - é m F
CEPEIHA MACA 0,230 r £ 0,051 \ (Bl 185 wm ,2415 r) 0.2291r

(Epp. Papm. 2,9.5)

\f

UNIFORMITY OF MASS
(Ph. Eur, 2,9.5)

£7,5% (2 of

t}’bre,tg c,;an\/be’ /s %)

-2,0;+2,3 %

Dramina tabtets 50 mg N210 - 03913-UA

03.05.23

d.r} ‘ M
BIAXWIEHHA MACH + 7,5 % (8 2 TabneTRaN: xﬁ:me 6yTn + 15 %) -2,0;+2,3 %
{€Eap. ®apm. 2,9,5)
DISINTEGRATION! Not more than 15 minutes 2 min
(Ph. Eur. 2,9.1})
PO3NAOAHHAL He 6inbwe 15 xeununy 2 xB
{€ap. Papm. 2.9.1)
FRIABILITY? Not more than 2,5 % 0,7 %
(Ph. Eur. 2.9.7)
CTUPAHICTB? He 6inbwe 2,5 % 0,7 %
{€ep. Papm. 2.9.7)
WATER CONTENT Not more than 6,5 % 4,1 %

JADRAN - GALENSKI LABORATORII d.d. o 51000 RLIEKA o Svilno 20 = CROATIA @ +385 51660 7009 www.[glhr
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(Ph. Eur. 2.9.12)

0,1 %;

BV3HAHYEHHA BOJIOTH He 6inbwe 6,5 % 4,1 %
(€ep. Capm. 2.5.12)
UNIFORMITY OF DOSAGE | AV < 15.0 3,9
UNITS (UNIFORMITY OF
CONTENT)
(Ph. EUr. 2,9,40)
OAHOPIAHICTA JHayeHHA NOKSE3HWKA NPUIAMaNbHOro uucna (AV) 3,9
RO3OBAHUX OAWHHWLLL | cknapae He Glnelue 15,0
- OAHOPIAHICTb MACH
| (EBp. ®apm. 2.9.40)
DISSOLUTION Not less than 75.0 % (Q) In 45 minutes 87-92 %
(UV-spectrophotometry)
PO3YHUHEHHA Uepes 45 XBUAWH NOBUHHO PO3UMHKUTUCL HE MeHLUe 87-92 %
(Y®-cnekTpodoToMeTpia) 75 % (Q) eig sassneHoi KINbKOCTI
IDENTIFICATION OF 1. The retention time of the 8-chlorotheophylline Complies
DIMENHYDRINATE and diphenhydramine In the chromatogram obtained
(1. HPLC, with the test solution for identification must
complies to the retention time of the characteristic
peaks in the chromatogram obtained with the
reference seclution for identification.
2. UV-spectrophotometry) 2. Sample and reference seolutions show maximum Complies
of absorbance at about 276 nm.
IAEHTUOIKAUIA 1.4ac yTpuMyBaHHs fiky 8-xnopTeodinivy i Bianosinae
AWNMEHTIAPHHATY Aucenrigpamivy Ha xpoMaTorpamMi BunpobysaHoro
(1. BEPX, pPO3YUHY NoBKMHEH BignoBiaaTU Yacy YTPUMYBaHHSA
XapaKTepHMX NiKiB Ha XPOMaTOrpaMi po3IunHy
NOpIBRRHHA.
2. YO-cnextpodoTtomeTpia) | 2. CnexTp po3uury 3paska 1a Y@® cnekTp po3ynHy Bianonipnae
CTaHAapTY B YMOBAaX NPOBEACHHSA KiNbKICHOMO
BW3HAYEHHA NOKAIY0Th MAKCKMYM ROFANMHEHHA NPH
AOBXUHI XBUNi 276 HM,
ASSAY OF 95.0 % - 105.0 % of the stated amount 50,9 %
DIMENHYDRINATE (47,5 - 52,5 mg/tabl.) 101,8 mg/tabl.
(UV-spectrophotometry)
KINbKICHE Big 95% Ao 105 % sip 3aa8neHOl KiNBKOCTI 50,9 %
BH3HAYEHHA {47,5 - 52,5 Mr/Tabn.) 101,8
AVMEHI'IAPUHATY Mmr/Taén.
(YO-cnekTpogoTOMETDIA)
RELATED SUBSTANCES Theophylline ~ not more than 0.5 % 0.01 %
(HPLC ) Impurity A - not morg it <0.02 %
Ph. Eur. Diphenhydfarin 0.10 %
o
Benzhydrol - -, o <0.03 %
Benzophenone [ <0.03 %
Unknown Impu@ 511'1 <0.03 %
Total unknown {ii <0.03 %
Sum of all impukit 0.10 %
CYNYTHI [IOMILWKW Teoginin - He Ginkl 0,01 %
{BEPX) Aowmiwxa A ~ He 6lnbile ¥ <0,02 %
€ep. ®apm. audedrlgparimg 0,10 %
0,5 %:;
Benariapont — He Ginvwe 0,5 %; <0,03 %
BensogeHoH - He Ginse 0,5 %; <0,03 %
OavHUuHi He igeHTUdIkoBaHl goMiWKK — He Binbwe <0,03 %

JADRAN - GALENSK] LABORATORL d.d. » 51000 RIJEKA @ Svilno 202 CROATIA @ +38551 660 7000 www.jglhr

Cremina tablets 50 mg Ne10 - 03913-UA

03.05.23
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(Eep. dapM, 2.6,12, 2.6.13)

- He Binbwe 102 rpubis;
- BlAcyTHiCTL Escherichia coli

CyMa He igeHTudikoBaHux AOMIWOK ~ He Ginte 0,5 | <0,03 %

%}

Bci aoMiwky cymaprso — He Ginewe 2,0 %. 0,10 %
MICROBIOLOGICAL Total aeroblc microbial count (TAMC): not more than | Complies
PURITY* 10° CFU/g
(Ph. Eur. 2.6.12, 2.6.13) Total combined yeasts/moulds count {TYMC): not

more than 102 CFU/g

Escherichia coli: absentin 1 g
MIKPOBIOJIOII4HHA 3aransHa KinbKicTe MikpoopraHisMie s 1 r: Bianosigae
YUCTOTA* - He 6inbwe 10° aepobHUX BakTepiid;

* The test is carried out once per year / BunpoSyBaHHA NpoBOAUTECA OA%H Pas Ha ik
! Examine as process control / KOHTPOMKETLCH B npoueci snpobHuuTea

Certification statement, I hereby certify that inforrnation above is correct and precise, This batch was manufactured {all
production stages including packing and marking) and quality controlled in exact compliance to the GMP guidelines implemented

by local regulatory body as weli as specification included into the registration dossier.
Protocols of packing and analysis were revised and GMP compliance is Identified.

3assa npo cepradikauiro. LUnMm A saceiguyw, wWo HaseaeHa emne IHpopMaUia € QOCTOBIPHOK T2 TOMHOIC. LI ceplio npoayKul
Gyno supobneHo {BRNOUAKMK NaKyBaHHA/MAPKYBAHHA) Ta NPOBEASHD KOHTPOSb 1T AKOCTI HE BULLE3a3HaveHil AinbHuui y nosHii
slanoeigHoct] 3 BuMoramu GMP, BCTEHOBNEHWMH MICUEBHM PerynAaTODHMM CpPraHoM, 8 TaKoX BiANOBIAHO AG Cheuwdikauid, wo
MICTATBCA ¥ peccrpayiioMy aocee. TlpoTokonu BUPOGHMUTBA, MBKYBAHHA Ta aHanisie Gyno NepernAlyTa Ta BCTaHoBNEHO

gignoelgHicrs GMP,

Stamp Qualified Person
MevaTtka Biserka Londar
¥rnoeHoBaxeHa ocoba
Date of slgnatureo 3 {0 5 {ZO 73 Signature
Aara nignucy: Mianue

Svilno 20
Rijeka

31}gl(‘% JGL d.d, A B '(5

fi
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Product name:
Ha3sa nikapceKoro 3acoby:

Dramina tablets 50 mg Ne10
Apamida® Tabnetiu no 50 mr Ne10d

Registration certificate of Ukraine: Ne UA/8430/01/01 from 12.09.2018
PeecTpalliiiHe nocsigueHHa B Yipaii: Ne UA/8430/01/01 sig 12.09.2018
Strenght / Activity: 1 tablet contains 50 mg of dimenhydrinate

Cwvna piifaktmeHicTb:1 TabaeTKa MICTUTE AWMEHTIDPUHAT - 50 mr;

The size and type of packaging: 10 tablets in blister Ne1

Posamip i TuR nakysaHHs: 10 TabreTok v Bnicrepi Nol

The dosage form: tablets
Nikapceka dopma: TabneTkm
Country - producer: Croatia
Kpaita - BpobHuK: Xopearia

Manufacturer: Jadran-Galenski Laboratorij d.d., Svilno 20, 51000 Rijeka

BupoBHuk: AapaH-TaneHceruit JlaGopatopiit 4.4,, CeinbHO 20, 51000 Piexa

Confirmation of GMP certificate: Ne 534/2019/C-1550 sig 17.12.2019

BucHoBOK signosiaHOCTI 8MpoBHMLTBE BuMoram GMP: Ne 534/2019/C-1550 Big 17.12.2019
Manufacturing license: UP/I-530-01/13-03/09, Ne 381-13-04/241-18-71 from 06.11.2018
Nliuensia Ha BupoBHuuTBO: UP/I-530-01/13-03/09, Ne 381-13-04/241-18-71 Big 06. 11, 2018
Quality control: Jadran-Galenski Laboratorj d. d., Svilno 20, 51000 Rijeka, Croatia

KoHTponk sakocTi:AnpaH-TaneHcskmit NaBopatopiit a.4., CeinkHo 20, 51000 Piexa, XopsaTia

Batch: 07310
Cepin: 07310
Batch size: 53.450
KinbKicTb ynakosok: 53.450
Date of production: 03.2020
fata enpobHuuTea: 03.2020
Exp.date: 03.2025
Aincrni ao: 03.2025
Date of analysis: 23.04.2020
Lata ananisy: 23.04.2020

CERTIFICATE Ne 0198/20

Y 21

CEPTU®DIKAT Ne 0198/20

PARAMETERS REQUIREMENTS RESULTS

NAPAMETPU BUMOIM PE3V/IBTATHU
CHARACTERS Plane tablets of white colour, round form, with facets and Complies
( VISUAL) break line on ane surface.
onuc Kpyral naocki Tabnetky 6inoro Koabopy 3 Gackamm Ta pUCKOIO Bignosipae
(OPTAHOAINTHUYHO) 3 0gHoro Goky.
DIAMETERl(METRICAL) 9,0 mm£0,1 mm (8,9 mm-8,1 mm) 9,06-3,10 mm
JUAMETP® ( METPUYHO) 9.0 MM * 0,1 mm (8ia 8,9 mm - 9,1 mm) 9,06-9,10 mm
THICKNESSl(METRICAL) 3,0 mm 0,2 mm (2,80 mm - 3,20 mm) 2,80-2, 90 mm
BUCOTA METPHAYHO) 3,0 mm £ 0,2 mm (8ig 2,80 mm - 3,20 mm) 2,80-2, 90 mm
AVERAGE MASS{Ph. Eur. 2.9.5) 0,230 £+0,0115g{0,2185 g - 0,2415 g} 0,2283 g
CEPEQHA MACA (€Bp. ®apm.2.9.5.) |0,230 r +0,0115 r (sin 0,2185 r no 0,2415 r) 0,2283 1
UNIFORMITY OF MASS +7,5%(2 of 20tablets can be + 15 %) -1,7 %; +1,7 %
(Ph. Eur. 2.9.5.)
BIAXMNEHHA MACH +7,5% (y 2Tabnetkax 3 20 mowme Bytn + 15 %) -1,7 %; +1,7 %
{Ebp. ®apm.2.9.5))

JADRAN GALENSKI LABORATORIJ d.d.

51000 RIJEKA  Svilno 20 CROATIA  +385 51 546 024

Dramina tablets 50 mg Ne 10 - 07310 — UKR v2

B an VAL5 ¢ {Lgl 20.98. 204> Y7

www.jgl.hr
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DISINTEGRATION! (Ph. Eur.

Not more than 15 minutes

1 min
29.1
PO3NALAHHA* (Ep. Dapwm. He binbwe 15 xeunud 1 x8u
2.9.1)
FRIABILITY! (Ph. Eur. 2.9.7.) Not more than 2,5 % 0,1 %
CTUPAHICTb!(EBp. ®apm. He Binbwe 2,5 % 0,1 %
29.7.}
WATER CONTENT Not more than 6,5 % 4,1 %
(Ph, Eur. 2.5.12.)
BU3HAYEHHSA BONOM He Ginbuwe 6,5 % 4,1 %
(€sp. dapm.2.5.12.)
UNIFORMITY OF DOSAGE AV £ 15.0 . 2,9
UNITS (Uniformity of
content}
(Ph. Eur. 2.9.40.)
OAHOPIOHICTE BO30BAHKUX | 3HaueHHR nokasxuka npuiMansHoro uicna (AV) 2,9
OOWNHWLD - cKnagae He Ginkwe 15,0,
OOHOPIOHICTE MACU
(EBp. ©apM.2.9.40.)
DISSOLUTON Not less than 75.0 % {Q) in 45 minutes 89-92 %
{UV SPECTROPHCTOMETRY)
PC34YUHEHHA Hepes 45 XBUMUH NOBUHHO PO3YUHUTHCH He MeRtl 89 - 92 %
(Y@©- CNEKTPOOCTOMETFIA) 75 % (Q) Big 3aRBMNEHOI KifbKOCTI
IDENTIFICATION OF 1. The retention time ofthe 8-chlorotheophyiline Complies
DIMENHYDRINATE and diphenhydramine in the chromatogram obtained
L.HPLC METHOD with the test solution for identification must complies
to theretention time of the charactaristic peaks
in the chromatogram obtained with the reference
solution for identification,
2,UV SPECTROPHOTOMETRY 2. Sample and reference solutions show
maximum of absorbance at about 276 nm.
IREHTU®IKALIA 1. Yac YTOUMAHHA niky 8-xnopreodininy i | Bianosinae
AUMEHITAPUHATY andrenrigpamiyy Ha Xpomaiorpami  eunpoSysaHoro
1. METOA: BEPX PO34MHY  NOBWHEH  BIANOBIAATH  Yacy  yTPWMMAHHA
XAPAKTEPHUX  MUKIB  Ha  xpoMaTorpaMi  po3unHy
NOPIBHAHHSA,
2. YO- CNEKTPOMOTOMETPIA | 2. CnekTp posuuHy 3pazka i YO CNEKTH  PO3UMHY
cTaHgapTa B YMOBEX NpoBeAeHHA KinbkicHoro
BM3HAYEHHA NOK33YOTb MaKCUMYM [OrAWHAHHA  Mpu
LOBXUHI XBUNT 276 HM.
ASSAY OF DIMENHYDRINATE 95-105% of the stated amount 99,0%
(UV SPECTROPHOTOMETRY) (47, 5 -52,5 mg/tabl.) 49,5 mg/tabl
KINBKICHE BU3HAYEHHSA 95-105% sin 3aseneHol KinbkocTi 99,0 %

ANMEHTIAPUHATY
(YO- CNEKTPO®OTOMETPIA)

(47,5 mr — 52,5 mr/Taén.)

49,5 Mr/Taén

RELATED SUBSTANCES
(HPLC)

Theophylline: net more than 0,5 %

Impurity A- not more than 0,1 %

Ph. Eur. Diphenhydramine imp.- not more than 0,5 %
Benzhydrol- not more than 0,5 %

Benzophenone- not more than 0,5 %

Unknown impurity-single- not more than 0,1 %

Total unknown impurities- not more than 0,5 %

Sum of all impurities- not more than 2,0 %

0,04
<0Q,01
0,1
<0,03
<0,01
<0,02
<0,02
0,1

%
%
%
%
Y%
%
%
%
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(€Bp. ®apm.2.6.12,; 2.6.13.)

He Binkblwe 10* KOE/r

3aranbHa KinbKiCTb gPKANOBAX Ta NAICHABMX rpubie
(TYMC): He Binbiwe 102 KOE/r
Escherichia coli - BigcyTHs B 1r.

CNOPIAHEHI AOMIWKK Teodinin - He Ginble 0,5 %. 0,04 %
(BEPX} Aomitika A - He Ginbwe 0,1 %: <0,01 %
€ep.DMapM. guderrigpamin aomiwka A-He Ginvwe 0,5%; 0,1 %
Bexariapons - He Binblwe 0,5 %: <0,03 %
Bet3odenon - He Ginbwe 0,5 %; <0,01 %
OAWHUUHI HelaeHTUDIKOBaHT AOMILIKK — He Binswe 0,1 %; | <0,02 %
CymMa HelaerTrdikosanux AOMILLOK - He Binbwe 0,5 %; <0,02 %
CyMa scix AOMIWOK - He Ginblue 2,0 %, 0,1 %
MICROBIOLOGICAL Total aerobic microtial count( TAMC): Complies
PURITY=* ° not more than 103 CFU/g
(Ph. Eur. 2.6,12; 2.6.13.) Total combined yeasts/moulds count ( TYMC):
not more than 102 CFU/g
Escherichia coli: absentin 1 g
MIKPCBIC/ICIIHHA 3araneHa KinekicTe aepofHix Mikpoopradismis (TAMC): Bianosinae
YUCTOTA*

*The test is carried out once per year
* BunpobysanHa NpoBOAUTLCS OAWMH PAa3 Ha piK.

*EXAMINE AS PROCESS CONTROL

*KOHTPOJIIOETLCA B NPOUECT BUPCEHULUTBA

Certification statement. 1 hereby certify that information above is correct and precise. This batch was manufactured
(all production stages including packing and marking) and quality controlled in exact compliance to the GMP guidelines
implemented by local regulatory body as well as specification included into the registration dossier,

Protocols of packing and analysis were revised and GMP compliance is identified.

3assa npo ceprughikauio. LIMM s 3acsiaqyio, WO HageLeHa Bulle iHDopMaLIRA € AOCTOBIPHO Ta TouHoI. L cepin
npoAyxUil 6YNo sMpobneHo (BKIIOHAI0UM NaKyBaHHA/MEPKYBAHHA) Ta NpoBeAEHO KOHTPONb 1l SKOCTH Ha
BULLE3A3HAYEHIA ANBHUUI ¥ NOBHIN BiANOBIAHOCTI 3 BUMOramu GMP, scTaHOBREHUMA MICLEBMM DEryNATOPRYM OpraKoM,

a TaKoX 8ianosiaRo A0 cneundikaulid, WO MICTATLER ¥ pEECTPaUifHOM
aHanizia Byno nepernsHyTo Ta BCTAHOBNEHO BiANOBIAHICTE GMP.

Date of signature:
farta nignucaxHs:

Y AOChE, [pOTOKONRW BUPOEBHUUTES, NakyBaHHs Ta

LA
%) !LU' x&:‘ U’L{,VL,

30.04 . 40L0D

Qualified Person
Biserka Lonéar
Name, signature
Biserka Lon&ar

YNoBHOBaXeHa ocoba
IM'a T2 nianwc

JADRAN GALENSKI LABORATORI!J d.d. = 51000 RIJEKA = Svilno 20 = CROATIA o +385 51 546 024 © waw jgl.hr
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JAEPXJIIKCIIY)XBA
AEPKABHA CJIYXBA 3 JIKAPCHBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMY Y KHIBCHhKI OBJIACTI

npocnexT Banepis Jlobanoscekoro, 51, m. Kuis, 03110, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog € IPTIOY 37078774

BUCHOBOK
Npo SAKICTb BBE3€HOro B Y KpaiHy JlikapchbKOro 3acody

01.02.2021 Ne 43362/21/10

JAPAMIHA®

(HaliMeHyBaHHA AiKapCLKOro 3acoBy 3rilHO 3 peecTpaliifHUM MOCBIAHEHHSM)
Ta0JeTKH 1o S0 mr, no 10 Tabaerok y 0Jicrepi; mo 1 6aicrepy y kapronsiii Kopooui

(thopma BunyCKy, 103yBaHHs:, BHA NAaKyBaHHA Jlikapcbkoro 3acoly)
Homep peectpauiiinoro nocsinyenns UA/8430/01/01 crpox nii peectpauiiinoro nocgiguenns 01.01.2099
Cepis nikapcbkoro 3acoby Ne 07310 Kinbkicts BBe3eHOro Jikapcbkoro 3acoby 1200

BupoGHuK Sinpan-I anencekuii Jlaboparopiii 1.1., XopBaris

(HalimenyBaHHA BHPOOHHKA NiKapCchbKoro 3acoby, KpaiHa NOXOIKEHHS)

Beeseno B Vkpainy CuinbHe YKpaiHCBKO-eCTOHChKe MINPHEMCTBO Y (opMi TOBAPHCTBA
3 00MezkeHo10 BinmoBigaabHicTio "Onrima-®apm, JITA", inenr. kox:
21642228

(naiiMenypanus Ta koa 3a €JIPIIOY 1opuanunoi ocobu abo npissuie, im'd, no 6arekosi GizuuHOT
ocobu - nianpyemMus, il Micue MPOXKMUBAHHA TA peECTpaliiHKii HoMep 001iKOBOT KAPTKH NATHHKA
nojarkis abo cepis Ta HoMep nacnopra)

Mpotokoa BisyansHoro koutpoaio six 26.08.2020 Ne 2728/2.
JlaboparopHuii aHasi3 AKOCTI JiKapcbKOro 3acoby 3aiHCHEeHHi:

JepxkaBHa HayKOBO-Z10CTIiIHA 1ab0paToOpis 3 KOHTPOJIIO AKOCTI JIiKapchbKHX 3aco0iB JlepxkaBHO1
ycTaHoBH "[HCTHTYT rpoMancekoro 3nopos's iM. O.M. Map3eeea HAMH Vkpainu" (M. Kuis,
Byn1.Ilonyapenka 50)

(HafiMeHyBaHHS Ta MiCLIe3HAXOLKEHHA nabopaTopii, wo nposesa JabopaTopHHUii anani3 AKocTi)

BHCHOBOK L1100 AKOCTI Jikapcbkoro 3acoly, Buaanuit na6opatopieto sig 28.01.2021 Ne 218
PesynbTaTi 1aGopaTOPHOro aHalizy AKOCTI JiKapchKoro 3acoby 3a nepeBipeHHMH NOKa3HHKaMH BITIOBIIAIOTH
BHMOTaM METOJIB KOHTPOJIIO AKOCTI (aHANITHYHO-HOPMAaTHBHOT JOKyMEHTALiT).

3a pesynbTaTaMH [€PKaBHOMO KOHTPO/IIO BCTAHOBIIEHO, WO JlikapchbKHii 3aci® BBeseHo B YKpaiHy 3

JOTPHMAHHSAM BHMOT 3aKOHOJaBCTBA LIOA0 3a0€3NEUEHHS AK Ti NikapchKHX 3aC0BiB.
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