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JEPYIIKCITYKEA YKPATHU
)IEP}KABHA CIYKEA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHKTI OBJACTI

npocuiext Banepis JoGanosceroro, 51, m. Kuis, 03110, Test/gaxc: (044) 2753030
E-mail: dIs.ko@dls.gov.ua, Kog CAPIIOY 37078774

. BHCHOBOK
Ip0 SKICTh BREICHOr0 B YKpaiuy JikapehKoro 3acoly

19.05.2020 _ | Ne 23933/20/10

HYPODEH® 12+
(uafwerysanna nlrapeexoro 3acofy arixuo 3 peecTpauiinmM NOCRIATEHEIM)
- Tabaerxy, mcpu'rl oGononxorg, no 200 mr; no 12 rabaerox y Gaicrepl; mo 1 nicrepy s
. gapTonmii xopobni
{dopma ermycxy, Moaypane, BHA NAKYBaMMX NiKAPCSKON0 36¢06Y)

Houep peectpauiitsoro nocsimyernus UA/10906/01/01 erpox af peecrpanitinore mocsimena 19.08.2020
Cepix nixaperkoro 3acofy Ma JN349 Kimexicts BBeacHore Nixeposxorg sacofy 63072

Brpo6irx Pexxitr Benxisep Xenckep lurepnenmin Jliviten, Benaxa Bpuranis
(HakiMcuyBaHd BUpOSHURE RiKAPCLROTO 33000y, KPATHA TIOXOIKCHHA)

Bgezeno 3 Vipalny Torapuerso 3 o6Mexenor BignorinaanuicTio "Pexkirr Benxizep
Xayexosin Ena Xesie Kep Ykpalaa", inewr. xon: 33696041

(Haﬁmcuyaamu T8 Koz 38 EPTIOY lopaaanol ocobu afo npiserine, i's, no Gavsxosi Pphmanol
ocofu - niinpresus, T dicus TPOXHBAIIIA T4 PecCTpaniiluni Homep ofnikoBo! KapTxH NIATHHKA
noaarkin 860 cepix T2 HoMep macnopT) :

IIperoron sisyansuote kowrpoino sin 14.05.2020 Xe 1505/5.

3a pesynsTatamu  J¢paABHOrO KOWIPONK EBCTAHOBIEHO, N0 Jikapcskml 3aci6 sBeseso w  Vxpaimy 2
- AOTPHMMAaHHAM s1040T 38K0HORARCTRA HOAC 300&3leTenA AKOCTI Nikapchiux 3acobin.

| 6%/ | 3yGapea H.B.

[nom.‘ Mémom} {nixgmne) (issiviamys Ta npisamme)
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SKU 3106529
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"; Reckitt
Benckiser

COA VERSION 10

OUALITY CERTIFICATE / CEPTHOIKAT AKOCTI

NAME OF PRODUCT: NLURDECNE 12+

CERTIFICATE/CEPTHOIKAT

A3BA HPOAVEILE:  JyPO®CH 12+

Ne N/A

Country of manufaciuring/ Kpaima-pupeldmg

United Kingdom Benuxa Bpirasin

CERTIFICATE REGISTRATION NUMBER:

TA/10006/01/01 FROM 14.08.2015 il 19.08.2020

HOMEP PEECTPALNNIHOI O NOCBUTHEHA:

UA/10906/01/01 BIJ119.08.2015 JURCHE 710 19.08.2020

Strength / Poteney: / Cuna it/ ARTHBNICTB

TBUPROFEN 200 MG / 15Y(IPOWEH 200 M

Dosape form / Jlikapebia dopma

Coated tablets / Tafnetku. pxprTi afononkow

Package size and type / Pusmip T2 TH0 O4KOBANIS

Ned2 (12 x 1) in blisters / Nell {12 x 1) y GnicTepax

BATCH NUMBER / FIOMEP CEPTl:  [IN849 DATE OF MANUFACTURE: / JATA BUPOBLIHUTBA: Apr-20
I— Iy ¥ EXPIRY DATE / JATA 3AKIIMEUNA TEPMIBY ;
«BATCH SIZE ¢ *POIMIP CEPIT 438 CA HPHIATHOCTI: Apr-22

Responsible for manufacture of the product, patkiog,
quality control and release / Bianmosinaaenuii 3a
BUPOGHHITRG, NAKYRAIIA, KOUTPOAL axocti ra
BHNYCR CCpii:

Reckitt Benokiser 1ealthcare International Limited, Nottingham site, Thane Road,
Nottingham, NG90 2DB, United Kingdom

PekkilT benkisup Xenckep larepHowta Thimitca, Horrinrem cafit, TeHn Poya.
torrinres, NG90 2DB, Bejunia Bpuranis

Manufacturing License/ Mincusin uu pHpobRTEL!

12862

Certificate of GMP compliance of listed site/
Ceprudtxar wi;jitonianocti GMP 1aa 2t e) ol
LTSI

UK MIA 12862 Insp GMP/IMP 12862/119098-0020

RESUL | > UF
TESTS LIMITS ANALYSIS
LOKAHKH HOPMII TEIYABTATH

ATLATTIRER

Appearance/Ounc
(Visual inspection / Bisyannimil koUTRois)

A white 10 off white, round. biconyex, sugar coated tablct printed

with an identifying loge in black on one face / Kpyrna asoonykia

wa 20 TaGaerxax, Cop.@., 2.9.5)

o , Complies /
uBneTxa, BKPUTE UYKPOBOKY ODONQHXOKD dinore abo malixe . )
) Bianosigad
GLIOMO XOALAPY 1 HAAPYKOBANEM inctTHIKaiIEY JIOTOTHION
YOPHONO KONBLOPY 3 01010 Goky.
Average mass / Cepeain Miaca
{Determine on 20 tablets. Bu.Ph., 29,5/ Bisuagacteea (452 — S00 mg /M 481 mg IMr

Identity (ests { Dienrndinanin:

Sodium 1buprofen by [R / 10yapodeny uarpicsa s
(1'1)

Must comply with the approved test/

; Complics / Bianovizac
[TopHIUIO Bi;IOBLIATH SUTBEPAALUOMY METOAY.

Titanium. dioxide* / Tutany giowena®

Must comply with the approved test/

] . Complics ¢ Biauoninae
[loRMIME RIINOBIAATH FATBEPKCHIMY MCTOY.

1ron oxidens /7 3ustita ogenga®

Must comply with the approved test/

: . Complies / Binuorijae
1 [oRMINO BINOBLMETH SATBEPKEHOMY METOAY.

Hibuprofen content®; 2 16ynpodeuy Rica®:

1y, tablet

100.0— 210.0 mg 7 tablet (mrfeabirerxy) " MmO

159

Disintegration / Ponmancyicis
(EwPh 290,/ Cap.D. 2.9.1.)

Maust comply with the requirements of the Ph. Fur for sugar
coated teblets i.¢. less than 60 minutes /

Mac simmowimaru suvaram €0, 1w Tal;leToK,  BKPHTHX
nykpoBeio aGoReRKO, TOHTO Medi! pix 60 xR,

Complies / Biznopiaue

Uniformity of Dosage Llnits by mass variation® /
OnnopinnicTn 10310BAINIX OAWINIL, POIPAXYHKOEO-
waronnit steroil?

(Bu.Ph. 2.9.40. /7 Cep.b. 2.9.40.)

Must comply with the requirements of Eu. Ph.for Unifarmity of
dosage units by mass variation /

Mac nigrroriiaTd BimaraM €sp.d. no OnnopiaHoeT] [030RAHMY
OMHLIMLD, po'xpa;q‘nxono-uamﬂuﬁ METOR

Complies / Bizmoniiac

Disselutiont/ Podunnenan

st comply with the requirements of the USP. Not less than 80
% (Q) of the stated ibuprofen conteat dissolves in 60 winules. /
Mae siznosiaare susorar ©.C1IA, 32 60 xawusn paf
pozunupTHeA e Menule 80 % ({}) Bin FaxENE10T KinbKROCT]

Complics / Binosinac
Last tested / Jlata
OCTAILHBOMO SHANTYT -

iGyupodreny. (5.2019

o o WASEL e

Reckitt Benchiser PAGE 1 OF 2
Web:www.reckittbenckiser.com /0572020 10:21

014 A0J0




DocuSign Envelope 10: 0D21 E78B-5478-4F CC-8CBE-GES7TEDAZ0BDS

SKU 3106529 B reckitt

Benckiser
Microbiological Examonation®/ Las! tested 05.2019
Mixpobiomoriuna uncrara® Jlara QCTANHLOIO TCOTYRANE ’
Total Viable Count / KinbkicTs #HUTTC3AATIHX
Mikpooprasizvis
Aerohle bacteria/ Aepobni 6akTepil (TAMC) < 10° CFU/g / KYOIr Complies / Bignosinac
\.-‘easlsfnd Moulds / Apiacsi Ta naicunei rpnGrn <10° CFU/g / KYOlr Complies / Bianosiasc
(IYMC)
Escherichia coli (Eur.Ph.2.6.13/ €ap.d. 2.6.13) Absent in 1 g/ Mae 6yTa sincyTHiM B 1 rnpenapary Complies / Binnosigae

I(?crtiﬂcatinn statement: / 1asina npo cepradginanic:

1 herehy certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging / labelling and guality control
1t the above menilioned site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the specification in the Registration Dogster.
The baich processing, packaging and analysis record were in compliance with GMP,

[[#at A FACEIATYI0, UG KAREATHA RHIILE indlopMAINA € TIACTORIPHON T TouHR. Liro ceprio npoayxuil 670 AUPOGAEHD (RKNIOYAIONH [IAKYRAHES [ MADKYBAHHA) T
TPORELIO KOUTPONL 1) RKCCT! 113 BHILEIZTHANEN I ninskKe y noBnid pianosiastocti 3 Bamcramu GMP, BCTaHOBACHEMH MICLEBHM PETYNSATOPHUM OPTAHOM, 0 TAKNK
21anomaHo A0 ciendixadqiii, o MicTaTLCK ¥ peccTpauifinamMy accee, TTpeToxony #HPOGHHUTEA, NaKyRakAf Ta axaniaip Sy/i0 GEPEFNERYTO T2 BCTAHORAZHO
BiAnormicTs GMP.

Comments /Komcurapi:

* ‘Ihe baich size is indicated as cases quantity per manutactured barch. One case has 144 consumer packs.

* PoaMip cepil 3a0HASHO KK KUILKICTL kopebis mnpobaenci cepil. OnuH xopod MicTHTE 144 cTOXRHBYMX YNAKOBOK.

Tests on the release of the batches 15 carricd out on tablets with printed printing. Tablet cores must comply with the reguiar specification 0185521
'TecTH pH BHITYCKY CEpil NPOROIATE HA TAGKETKAX 13 HAHECEHHM [IPYKOM. Aapa Ta6NCTOK NOBKHHI BIARMARINATR peryAspHilt cneundikanil 0185521

s " hese tests will not be performed routinely One batch manufactured per year will be tested for compliance with these 1ests

* TecTy He NPOROARTH PTYAARHG 1{2 BINNOBIIHICTS LKM TECTaM KONTPOKIOTE DNY BRpOGNCHY CEPIO N2 PIK.

8 These tests are performed on tablet cores in accordance with specification number 0185521, entitled Cores for Sodium Ibuprofen tablets 256 mg

¥ Te¢TH NPOBOATL WA AQpaX TAGNeToK ¥ pignoiznocti 4o cnenadixauil Homep 0185521 «fppa TatneTok [Synpodeuy Hatpiceol coni no 256 Mr».

< "ITns test wall not be performed routinely. The ficst 20 batches manufaciured wil! be iested for compliance with this test {ollowed by 2 minimum of one batch m every
25 batches manufaciured.

< 'T'ecT Hie MPOBOAsTH perynapio. 11a BLanosinilicTs AatoMy TECTY KoNTPoAKOTH heput 20 supOBIeKX Cepii, 4 10TiM, HX MiHiMym, onuy i3 25 cepill.

Name and position/title of person Siengtirs / ThkisE Date of signature /
authorizing the batch release / - “ fara mimnpcanun:
DocuSigned by:
Natela Stplinsoe
U Pp— — 06-05-2020 -] 12:26 8ST
; ner Nama: Natala Stylianou
Natela Stylfanoy Signing Reason: | approva this document

Signing Time: 08-06-2020 { 12:26 BST
B2FAC1EB884BO4SBDAABTBBD252D1034B

quality Technical Support Mgr and QP
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