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SKU 3106529 Wrecuint
Benckiser
COA VERSION 24 QUALITY CERTIFICATE / CEPTHDIKAT AKCCTI
NAME OF PRODUCT: |NUROFEN® 12+ CERTIFICATE/CEPTH®IKAT
HA3BA IPOAVKUL:  |HYPOOEH® 12+ N2 373087
Country of manufacturing / Kpailna-supolnnk United Kingdom Benwuxa Bpurauin
CERTIFICATE REGISTRATION NUMBER: UA/10906/01/01
HOMEP PEECTPAUIIHOIO MOCBIIUENHST: UA/10906/01/01

Strength / Potency: / Cusa il / Axrnenicrs:

IBUPROFEN 200 MG / IBYTIPO®EH 200 MI"

Dosage form / Jlixapeska gopaa

Coated tablets / TaGnerxw, BxpuTi 060AOHKOIO

Package size and type / Poamip Ta Tun naxosauna

Nel2 (12 x 1} in blisters / Ne12 (12 x 1) y 6nicTepax

BATCH NUMBER / HOMEP CEPIf: [$5249 DATE OF MANUFACTURE: / JJATA BHPOEHUIITRA: 09 2024
EXPIRY DATE / JATA 3AKIHUEHHSA TEPMIHY
*BATCH SIZE / *PO3MIP CEPII: 288 Ca IPIIATHOCT: 09 2026

Responsible for manufacture of the product, packing,
quality control and release / Binnosigansuuii 3a
BHPOOHIUTBO, TAKYBANHA, KONTPOAE AKOCT] TA
BIITYCK CeJHi:

Reckitt Benckiser Healthcare International Limited, Nottingham s
Nottingham, NG90 2DB,United Kingdom

te, Thane Road,

Hotrinrem, NG90 2DB, Besmka Bpuranin

Pexkirr Benxisep Xenckep hirepneunn Jimiten, Horrinren caifr, Tefin Poyy,

Manufacturing License/ Jlinenain ua nupoﬁmm’rno'

12862
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Appearance/Onnue
(Visual inspection / Bisyansuuii kouTposs)
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A whlte to off white, round blconvex, sugar coated tablet printed
with an identifying logo in black on one face / Kpyrna nnoonykna
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TabmeTka, BXpHTA 1yKporoIo ofononxeto 6inoro aGo Maibke Complies /
Binore xomsopy 3 Haspyxoparn inenTHGIANIHHEM NTOrOTHITOM Bianoninae
HOPHOTC KOALOPY 3 OfHOre GOKy.

Average mass / Cepemun maca

(Determine on 20 tablets, Eu.Ph., 2.9.5 / Busnavaetsca  [452— 500 mg / Mr 482 mg fmr

ua 20 Tabnerrax, €8p.Q., 2.9.5)

Tdentity tests / Inenrnedikamin:

Sodium Ibuprofen by IR / IGynpodicay narpiesa cinn
(I

Must comply with the approved test /
[Torunno BignozinaT saTsepaxenoMy MeTOZY.

Complies / Binnosinae

Titanium dioxide* / Tnrauny aicxeng®

Must comply with the approved test /
Ioemino pianosigaty saTeepmreHoMy METOOY,

Complies / Bianosizae

Iren oxidea® / 3anisa oxcnga®

Must comply with the approved test /
TloBuuuo RinMOBiNATH 3aTBEPRKEHOMY METOLY.

Complies / Bignosinae

Ibuprofen content®; / I6ynpodieny Baicrs:

190.0 ~ 210.0 mg / tablet (Mr/Tabnerxy) ;gi: ::ff_::;::zm
Disintegration / PoanagacsicTs Must comply with the requirements of the Ph. Eur for sugar
(Euw.Ph.2.9.1./Esp.®. 2.9.1) coated tablets i.e. [ess than 60 minutes / . ) .
Complies / Bianosigae

Mae pinnosizari rumoram €.9. Anx TabneTok, BRPHTHX
LYKpoBeio 000N0HK00, TOGTO MeHI Hix G0 XB.

Uniformity of Dosage Units by mass variation® /
Onuopizuiers nozopannx ogHINKL, PO3PAXYHIORD-
BATOBMIT MeTOAP

(Eu.Ph. 2.9.40./ €ep.®, 2.9.40.)

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

Mae nignosigars samoram €ep.d. no Onnopinuocyi Aososanux
OJIMHHIG, PO3PAXYHKOBO-BArOBHIH METO/

Complies / Binnosigac

Dissolutions / Posumienna© ;

Must comply with the requirements of the USP, Not less than 80
% (Q) of the stated ibuprofen content dissolves in 60 minutes. /
Mac pigmosinarty sinvoram G CIUA. 3a 60 xumun mace
posuunnTHea He Menme 80 % (Q) six sanprenol xinskocti
iBynpodey.

Complies / Bignosigae
Last tested / Mata
OCTAaHHBOIO QHAIIY:

10 2024
Microbiolegical Examonation®/ Last tested] -
L e , 07 2024
Mirkpo6ioneriuna wncrora® Harta ocTaHHLOro TeCTyRaHHA| -
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SKU 3106529 kit

Benckiser
Total Viable Count / Kinskicets skurreaparauux
Mikpeopraniamis
Acrobic bacteria/ Aepotini 6axrepii (TAMC) <10 CFU/g / KYOIr Complies / Bignosinae
Yeasts and Moulds / Ipizazxi Ta naicuasi rpnGru < 10% CFU/g / KYOFr Complics / Bimnosinac
(TYMC)
Escherichia coli (Eur.Ph.2.6.13/ €ap.®. 2.6.13) Absent in 1 g/ Mae Gyt BigcytsiM B 1 r npenapary Complies / Bignosinae

Certification statement: / 3asea nipo ceprudiikanio:

Fhereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging / labelling and quality control
at the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the specification in the Registration Dossier.
The bateh processing, packaging and analysis record were in compliance with GMP.

Llstm % 3acBijrayio, Mo Hasefiena BiLe indopmalia € focTosipHoo Ta Touko:0. Lo cepito npomykuil Gyno sipodreno (axmouatonn naKysanys / Mapkysauns) Ta
NPORE/EHO KONTPON 1T AKCCTI Ha BHLe3asHayeril Ainbunll y nosuill sinnosinnocti 3 simoramu GMP, BCTAHORRCHUMI MICUEBHM DEFYIATOPHSIM OPraloM, 2 TAKOHK
Binnoniano no creuntdiradiit, o MictaTsca y peecrpaniitromy Aocke. [Tporokont BHpoSHIUITEE, NAKYBIRHA T2 AHATIAE YN0 NEPErAIHYTO T8 BETAHOBNCHO
BiAnoRinHicTs GMP.

Comments /Komentapi:

'The batch size is indicated as cases quantity per manufectured batch. One case has 144 consumer packs.

Poamip cepil 3a3eadeno ax kinexicTs kopoGis supoBaenol cepil. Oant xopob MicTirs 144 cooxHBYHX YIAKOBOK.

Tests on the release of the batches is carried out an tablets with printed printing. Tablet cores must comply with the regular specification 0185521

Tectit npit BxtmycKy cepil posonsrs Ha Tabnerkax i3 HaHeCceHUM ApyKoM. SApa TAGAETOK MOBNKAT BiANOBIAATH perynapuiit ciewdixanii 0185521

* These tests will not be performed routinely. One batch manufactured per year will be tested for compliance with these tests

* Tecty te npoBOIATS Perynapho. Ha siauosizsicTs tis TeeTaM XoHTPOMIOIOTS oAy BipoBeny cepilo Ha piK.

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

" TeeTst nposoATS Ha Aapax TafAETOK Y BIRNOBIAHOCTI A0 cnetitdikauil nomep 0185521 «Slapa TaGrerox IGynpotheny wavpiesoi coni no 256 mm.

¢ This test will not be performed routinely. The first 20 batches manufactured will be tested for compliance with this test followed by a minimum of one batch in every
235 batches manufactured,

= TecT He nposoiaTs perynapro. Ha RignosigmicTs AanoMy Tecty KONTPOMOIOTS Nepitti 20 supoGnenux cepill, A NOTIM, Ak Mikivys, ofny i3 25 cepiit.

Name and position/title of person authorizing the batch release / : 3 Date of signature /
: ; Signature / Iigmse
[Ipisprare Ta nocapafsparnsn ocobi, X2 BAXANA JOIBIN HA BHIYCK cepi

Signature: Martha Mﬂkﬂﬁjé Pt

Reason, Ja’n rove this dacument.

Martha Mukange. QP / QA Technical Support Manager., Dalo; Ngv 12. 2024 12:11 GMT
Email: Martha.Mukange@reckitt.co

Hara nignucannn:

My signaed by: Martha

Elac!mn_i:':aﬂy ﬂgnun’ tg{r A;:Izjf:;aw Godber Electronically signed by: Phitip Knight
Signature: Albi d:::::%mnm 0 auther of this Signature: I ' ;2 fd'\’:gj’%rgnﬂnave roviowad this
Dato: Nov 8, 2024 09.32 GMT Date: Nov 8. 2024 20,03 GMT
Email: Andrew.Godber@reckitt.com Email: Philip.Knight@reckitt.com
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AEPAABHA CJIYIKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KHIBCBKIM OBJIACTI

npor. Ceitgarol Hapnit, 3, m.Kuis, 02099, ten/(pakc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €EAPIIOY 37078774

BMCHOBOK
IIPO SAKICTHL BBE3EHOT0 B YKpaiHy JikapcbKoro 3acoby

24.12.2024 Ne 66827/24/10

HYPODEH® 12+

(uaftmenyBaHHa AiKapcbKOro 3acofy 3riguo 3 peccTpaniiumM nocBingeHHAM)
TabieTxu, BKpHTi 06osonKo010, 0 200 Mr; no 12 TaGnerox y Gaictepi; mo 1 OJticTepy B
KapToHHiil Kopo&ui

(dropMa BHAYCKY, KO3YBAHKA, BHA NAKYBaHHA AIKAPCLKOro 3acoly)
Howmep peectpauifinoro noceipuenns UA/10906/01/01 crpox nii peecrpauiitnoro noceinuenna 01.01.2099
Cepis nikapeskaro zacoby Ne S5249 KinskicTs BBezeHOr0 nixapcekoro 3acoby 6912

Brpo6muk Pexxirt beukisep Xenckep Inrepuemunn Jlimiten, Benuxa Bpurauis

(naiinenysania BHPOGHIKA NKapcHKOTo 306y, KPalHa IOXOMKEHH:A)

Baeseno B Ykpafny TosapucTRo 3 o6mexenoro Bignosinansuicto "PerritT Benkizep
Xaycexong Enng Xesne Kep Vipaina', igenr. xox: 33696041

{(saliMenysaimin 12 kon 3a €IPTIOY ropuausHoi 0cofu afio npisnuie. iv'a. N0 GaThkobi QGitksmol
0cofH - niAnpueMuln, 1 Micue NPOXHBAHHA T4 peccTpauifinui voMep o6ilikosal kapTKH 11187 HHKY
nonatkis abo cepis Ta noMep nacopra)

Iporoxon eisyantHore kenrpomo sig 23.12.2024 N2 3996/7.

3a  pesyNsTaTAaMM HEDPXKABHOTO KOHTPOM0 BCTAHOBNEHO, INO Jkapchkmil 3aci6  BBeseHo B YxpaiHy 3
JOTPHMAHHAM BHMOT 3aKOHOAABCTRA MO0 2a0e3MeUeHHS SKOCTI JiKapcrKHX 3ac06in,
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