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JEPXUJIKCITYXKBA YKPATHA
AEPXXABHA CJIYXBA 3 JIKAPCBKHAX 3ACOEIB TA KOHTPOJIIO 3A
HAPKOTHKAMHE V¥ KMIBCHKII OBJIACTI

npocnext Banepix JloSauorcrkoro, 51, m, Kuis, 03110, ren/akc: (044) 2753030
E-mail: dls.ko@dls.gov.us, Kox €JIPTIOY 37078774

BHCHOBOK
Npo SKiCTH BEE3eHOro B Ykpainy JiKapcsKoro 3acoby

10,07.2020 N: 31385/20/10

HYPOOCH® KOJLI& DO

(sattmenysantg hixaposkoro 3acoly SriTHO 3 peecTPRITIHHAM MOCBIAMCHHNM)
TabxeTxH, BRpHTI NUIiBKOBOK 060oM0nKoo, no 200 mr/5 Mr; 0o 12 Tabrerok B Gaicrepi; mo 1
GaicTepy B kapTounil Kopobni
(boprea BHITYCKY, N0YBAHHE, BYK NAXYBARNE ZIXAPCHKOTO 3ac0ly)

Homep peectpaniiiroro nocsinseans UA/17937/01/01 crpox il peceTpauiitaone noceimverns 25.02.2025

Cepist mxapcsxoro 3acofy Ne JX604 KinbkicTs Bse3enoro nikaposkoro sacofy 165600

BrpoGinx Pexkirt Benxisep Xenckep Iureprenmn JliMites, Bemika Bprrania

(HaliverypauHT BRPOGHHKA TiXBpCEKOTD 32006y, xpalHa NOXOMEXCRHY)

Baeaerio 8 Vipalay Tosapucreo 3 ofmexenoio pignosigantricTo "Pexxitr Benxizep
Xaycxonn Eng Xeac Kep Yiepaina”, inewr. won: 33696041
(naliscnysara T8 X0 32 €IPIIOY 1opunnynol ocoby abe Npi3nrwe, Iu's, o Gareroai dluemoT

ocofit ~ niznpresuy, T Micle NPoXHBAHELX Ta peecTpanifinai HoMep ofiilkosol XEPTRY NOETHHKA
nozaTxia 450 cepix Ta HoMep nacnopre)

Tiporoxoa elsyansnoro kontpomo siz 02.07.2020 M 2014/1.

32 pesym.TATAMH HepHABHOIO  KOETPOMO BCTAHORACHO, MO Jikapcekalt 3aciS Bseacko B Yxpaiwy 3
AOTPHMAHHAM BHMOT 32X0HONABCTEA IO0 3a6e3NeTeHHR AXOCTL nixApcLEuX 2ucobis,

wPATly

3 g 3h Kizpp,
JacTynHEK Ha s 1, N " Onexciit COJIOJIPAN

) (irluinm T opisennie)
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QUALITY CERTIFICATE / CEPTHDIKAT AKOCTI

NAME OF PRODIKCT:

NLROFENE COLD & FLU

CERTIFICATE/CEPTHDIKAT

HA3IBA [IPOAYKI:

HYPODCHE KO & 0110

Ne

Country of manufacturing / Kpalua-supofiuux

United Kingdom  Bennka bpurania

CERTIFICATE REGISTRATION NUMBER:

UA/IT932:01:01 TROM 25022024 1ill 25.02.2025

IOMEP PEECTPAIUWHOTO NOCBITYEHHS:

UA/ITI3T:01:01 B1 25.02.2020 MACLUE 10 25.02.2025

Strength / Potency: / Cana aii / Akrusnicin:

IBUPROTTN 200 MGPHENYLEPINRINE HCY 5 mg ! IBYTIPOMEN 200
MIOEHIMEDPIHY FAPOXAOPH/T 5 MIY

Dosage form / Jlixapeeka popma

fihm coated tablets: Tabaeks, sxpicti IHKEBOI0 0G0IOHKOK)

Package size and type/ Podsip 18 14N HANOBANNS

No12 (12 x 1) in bhisters Nol2 (12 x 1y Gaicrepi

BATCH NUMBER ! HOMEP CEPH:  |IX604 DATE OF MANLFACTURE: //IATA BUPORHHITTRA: 05 2020
T G EXPIRY DATE / IATA 3AKTHYEHUA TEPMIHY
*BATCH SLZE / *PO3MIP CFPIT: 1150 CA NPHIATHOCTI: 15 2022

Hesponsible for manutacture of the product. packing.
quality control and release / Rinnoniisasnmit 1
BHPOGHHITRA. TIAKYRIHKS, KOFTPOAL AKOCT TA
BHIIVCR cepi:

Reckitt Benckiser Healtheare International Limited, Nottingham site, Thane Road,
Nottinghunt, NGYD 2DB,United Kingdom

Peksivy Bensizep Xeickep lureprewna Misairen. Hovriioem cait, Teiiv Poya,
tHorrinrem, NG90 2DB, Beka Bpriouin

Manufacturing License/ Jinensin Ha aupofiunnreo:

12862

Certlficate of GMP complance of lisred site /
Ceprudival sinnosliacit GMP a1 3a3naucHol

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

lresm;
TESTS LIMITS ANALYSIS
TNORA3ZHHKH HOPMH PEIYHALTATH
AHALILE |

Appearancef3omiimuniit surnan

A yellow. round biconvex film-coated 1ablel with an identifying

logo in black on one face! Hosri vaGacTen xpyTaol dopum, Complics /
i Pt LioBiage
ABOOUYKIL SKPHTE (LtiBROSO 00oNOnKORY, 3 NAIPYKOMATIHN Bianouia

2eNTHDIKYIOTHM 30100 YOPIIOTe KOALOPY Ha ohomy doul.

Identity of [buprofen/ Lacntiedpiranin ifiyn podeny -
by HPLC/meronom BEPX - by diede array
detection/npu AloIROMATPHYNOMY LeTERTYRIHNI'

Complies £ Bianosizae

: ; ; ; ; Complies / Bizmuosi iac
If tesied will comply STkuko nepenipaemes, nonisa si;uoniaaT

Identity test of Phenylephrine HCV [ientndikauin
peninedpuny tiapoxiopnay - by HPL.C/meronom
BEPX - by diode array detection/npy

0/ IHEMATPAIIIOMY TRTERTYBHHAI'

Complics ¢ Binosiiac

; : i y , Complies * Bianoriac
[IMested will comply! flkuge neperipacTLCS., noRARNE ki, LIOBINATH

Average mass / Cepeiun Maca

ingtehlel

325 359 mp e mr {mr:7aba)
ML ]

142

Uniformity of mass/Ounopi;imictr Macu

Complics with Ph Eurf Bianosi;ie susorzm Crp.tbapu, Complics ! Bianosiaae

Disintegration / Poinaxacalers

Complies with Ph Eur! Hianoainae snsoram €'np.Dupn. Complies  Bianoninac

Dissolution/ Posununenwn®; - Ilbuprafen/ Ifynpoden -
Phenylephrine HCl/Peninedplny riapoxiopua

NLT 70% (Q) of stated [buprofen in 30 minutes! se senme 70 %
{10} BEAWANOEO NA STHRCTT 6y 1IPoCHY TOBHIHO POIYHEHTHCS
upoisrom 30 xe,

NLT 0%, (Q) of stated Pheaylephreine HCYin 30 minutes! ne
vetne 70 %% 100} Brasanoro ua eTiketui idyupodeny noawuns
POTIMTIMTICE HPOTHIOM

Comgplies / Bimwoniae

Ibuprofen content / Klankicunid amicr [6yitpodeny

mE ¢ tablel
L L

192.0 - 210.0 mg tablet (Mr7a06.0)

rle i ny

/9)9(@4{}/976}{/ om 48 oF W/

AGE 10F3
/2020 15:45

Reck:tt Berckise”
Web:www.reckitthenckiser com
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Phenylephrine HCI content/ Klibklennid amler
fentnedyprny rinpoxnopuay

4.75 — 5.258/1ng aablet (Mritada)

3
‘; Reckitt
Benckiser

g tablet

449 s “radineuny

Phenylephrine HC related degradation products! Cropinmeni cnoyxw denireppuny rigpaxiaopuiy

Phenylephrine Ibuprofen Amid/ @eninedpun
[i5¥npoden anix

INMT 0.5% wiw relative o Phenylephring 110 content He
Ginnioe 0,5 % M Bianocun pMicTy heninedpuny ri;poxiopiy

Comphes ? Bumnom, jae

4.6 [saquinoline/4,6-is0xinonin

NMT (L3% wiwe relative to Phenylephrine HCT content’ He
Ginnie 0,5 % sm Biigochu smicty denizabpany tiapoxtoproy

Complics 7 Bianosinat

4,4 soquinoline/4. 8- wxinoain

NMT 0.5% wiw relative 1o Phenvlephrine HC contenty Ee
Gisnare 0,5 % v Bianuein svicTy eisedpuiy ripexpay

Complics 7 Bianonijar

Any Individual unknown degJ Byapb-axni
{lxausizyaauuiri npoayxT poskiany peniedpuuy
riIposaopHay

INMT 0.2% wiw relative to Phenylephrine HCl eontent’ He
GLisnre 1,2 % Miy Bi21oGHO BMiCTY drewinedpriry 1. poxophay

Caomplies ! Bitmonitae

Total phenylephrine HCl related deg./ Cyma
TPOAYRTIB po3riaiy deHiciedprHy rinpox,10pHy

it .
NMT 1L5% wiw relative to Phenvlephrine LIC] content:He Gizanine
1.5 % MM BIHOCHO BMICTY heriaedipHry Ci/ipoxiepHily

Complies * Bianosiaae

[buprofen related degradation products/ Cnoplaneni cnonys ifynpodeny®:

Aljioc i sMicTy iGynpopeiy

BTS 47711 NMT 0.2% wiw relative 1o Ibuprofen He Siabwe 0.2% MM
si:ARuCHD BMiCTY Tyhipogiedy Cuornplies 7 Bizvaninae
B1S40655 NMT 0.2% wiw relative o Ibuprofen He dismume 0.2% mim

Complics - Bi:zowonilar

Any individual unknown! Byas-sknit
Tuaneivaneniil nerizoMuii nponyrT poik.Tany

NMT 0,167 % wrw rel. to Thuprofen’ He 6iznine (L167% Mim
Bi;IHOC IO pMicTY IGyupodeny

Complies * Bizusoniue

iGynpodeny
Total related degradation/ Cyma npoaykTtie pmakaagy |NMT 0.7% wiw relative to [buprofen: He Ginbue 0,.7% mim
iGynpodeny asimoenu syicry iGynpodieny Cimplies ¢ Biuosinar

Uniformity of desage units - Phenylephrine HC1/
O:inopliileTs to3oBannx onunau, Gesinehpuny
rinpexaopriy’

Complies with Ph Hur 2.9.40/Bianorinae Rusorav € mp.Dapm.
2.9.40

Cemplics * Bizmosizac

Uniformity of dosage units - [buprofen/
OuauopinleTs aotopsuny nranas fyupopeasr*

Complies with Ph Eur 2.9.40/Biiusliac ssmoram Cep.daps.
2.9.40 i

Complices * Bl.omsizac

Microbiological test/
Mikpodiosorinma wicrora®

Acroble bacteria/ Avpofni Saxrepli (TAMC)

Yeasts and Moulds / ipixma Ta naicaaei rpaixe
(TYMC)

Escherlchin coli

laxt tested|
ST OCTUHHROIO TECTYBAHAR

072019

NMT 107 CFU * He Ginsme 107 K¥O:r
NMT 10F CFUs * He Gintme 102 KV

Absentin |p! Mac Svyu sincythisa b r

Complies 7 Blanosisae
Complies / Bi;uwonizac

Complies / Bizutouizac

Certilication stateinent: / 3amsa npo cepindiikanin:

wianoniricth GMP.

[ hereby certify that the ahove information is authentic and acenrute. This batch of pruduct has heen menufactured. sacluding packaging ¢ lubeliing and quality control al
1he above mentioned site(s) in full compliance with the GMI reguirements af the locel Repulatory Authority and with the specificasion in the Registration Dossier. The
ailch processing, packaging and analysis record were in compliance with GMP-
1L 5 1acuig1yi0, W0 HAPEZCHA BRI iIDdhopyanin ¢ 1OCI10KPAOID 13 10K, Lo CCPI UPO,LYKITT Tyt BIPOIICH (KKK WO IAKYSII & MAKYBaRKR) T2
IIPUBLICILO KOIITPY.1h T1 X0C1E ud st dasttaenill 600 ¥ 1081k sLN0s00Ti 1 seven st GMP, SCTUKCBRCIIHMH MICUCERM Do) YIRTOPHAM OPLalos, a Takms
miaworiivm 4o cieindikadiil. mo Mictses y prectpavifinovy e, Dipoiok0as BUPOGHHUTEY, HARYIMIEN 1L MGLINTN Gy, %0 LENSIINIYTO 1 BCTRADRISID

Commenlts SKosienapi:

Reckitt Benckiser
Webrwww reckittbenckiser.com
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* The bateh size is indicated as cases quaniity per manufactured baich, Une case bas 144 consumer packs,

* Posuip cepil saznaveHo A% Kizekicrs xopobis expolscuol cepii. Gann xepob mierkres 144 CloRHAYAX yIDXOBOK.

1—- The tests are not rputing i recrn e € pyrunamns,

2- The fest is carried out once evary six months or on every tenth batch, whichever is the first at release. At shalf Jifc the lesting schedule will be in Jine with the stability
protocol.t BHOpUGYBINIA IPORUAATLCA OTKI P 1L Ny alo na wamaifi ocmifl WGt SwIcARe KA TOM, DK BINGYRAETRCA NSRIIMM TPH BHNYCRY. Ha TepMiK
16epirani e rpadis TeCTyRaHAS Binnoainar mpoToxaty cTabimuccTi.

3. The test is carried out once every six months or on every tenth baich, whichever is the firsl.s BunpoSynunmns apaso;ierses pay iea nispoky afio Koy tecaty
NapTir., 3ANeXHO BiA TOT0, WO BiabysacThea nepwiny, Ha Tepmin 36cpiramia rparhix TeLTysaIN8 sLanoninae npeToxay ¢TaGinsN0CTI.

4 - The test is carried out once every six months or on every tenth batch, whichever is the first/ BantpoGysanya nporoaaTs pas va nigpoky alo xoxny acexry naprik,

Bin Tore, we Miafynacthes wepmmv, Ha repwmin sidepitanua madis 1ecivaanua Rianoninas npotokony crabinsaocTi.

5- These tests will pot be perfonned routinely. One freshly manufactured batch per year will be tested for compliunue with 1081 at release. At shelf life the testing schedule
will be in line with the stability protocol / 11i TecTH ite ¢ pyTINIMME: KOITROIL MRe 210 HeH 1z eni pofineitiit cepit ol pas ua pix. Ha repuin sGepiranna
rpadik TecTyBanAs Bianosinac npoTexey CTAGIAEROCTI,

Name and position/title of person authorizing the batch release / Date of signature /
Signature / 1Tianuc
lpisgxute T8 nucunpafinanna vcobu, mra suadira no3sin na BUNYck cepli Jara miaoucannn:
DacuSignsed by:
Mandy Turgoose
v Signer Name: Mandy Turgoose 12-06-2020 | 09:13 BST

Facteory Suppliers Compliance Manager and Qua1-iIF[ed ?ﬁ?g&ﬁ?ﬁ?{‘g,‘&‘fﬁ;‘gﬂ‘ﬂ;,";’ ;usr?rm
5A1A364A 1DFB47A4B4BBBASTECO192EC

Reckitt Benckiser
Web www.reckittbenckiser com
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: JEPXIIKCITYXBA VKPATHI
AEPIKABHA CJIYIXBA 3 JIIKAPChKHUX 3ACOFBIB TA KOHTPOJIIO 3A
‘ HAPKOTHKAMH Y KHIBCBKIH OBJACTI

npocnext Banepix Jlobanososkoro, 51, m. Kais, 03110, Tenv/baxc: (044) 2753030
o E-mail; dls ko@dls.gov.ua, Koy €JIPIIOY 37078774

BHCHOBOK
TPO AKICTL BBE3eHOr0 B YXpainy JiKapceKoro 3aco0y

18082020 . _ Ne 40028/20/10

HYPOOCH® KOJI L& DO

: {HARMCHYBaNILL NIRAPCHKROTO 3800y AriZHO 3 peeCTPALIIHIM [IOCBUTMEH M)
TROJIETY, BEPATI 1/TBKUBOI0 060n0nK050, 10 200 MI/5 Mr; 1o 12 Tabaerox B Gaicrepi; no 1

Gaicrepy B KapTouaiil kKopoGui

(hopmu BHMyCRY, /103YBANHA, BUI NAKYBARAS TRAPCEKOTO 3acaby)
Homep peectparifinoro mocsiguenns UA/17937/01/01 crpox aif peectpauittioro nocsizzenss 25.02.2025

Cepix sixapcskoro 3acoby Ne KA376 Kinsiders Bresetoro nixapeskoro sacoby 61200

BupoSmsx .~ Pexxirr Benkisep Xenckep Inrepremmn Jimiten, Remmxa Bpuranig
e ‘ : (1miMeHyBaHHS BUPOGHARS MX2PSHKOTO 3acoby, Kpaita NOXOGNEHUR)

Breaero 8 Vipaity Toraprcrso 3 o6mexenoio sianosinannaicrio "Pexkirr Remxizep
: Xayexonn Ean Xexe Kep Yxpaina®, inenr. kon: 33696041
(waftmenysanag 1a kon 38 EAPTIOV opunuHOT 0co6H abo apizemnag, Iu's, uo Garskosi dizsrof

ocobi - miampuesis, T Micle opoxueamin Ta pecorpauifimh HOMED 00NiKOBOT XAPIKH (LTRTHHMER
" momatkis nGo cepis T8 HoMep nacmopTa)

. Ilpofogon ei3yansroro xoutposio sin 11.08.2020 Ne 2532/1.

3a pesyibTaTEMY JEPKEBHOTO KOHTPOMMO BCTAHOBNEHO, IO nixapchkHE  3aci6 BReseHo B Vipaiuy o
AOTPHMAHHSAM eiy0r 33X0HOJABCTBA 10010 33063 rteneuHs AKOCT] NIKAPCEKKX 38COGIB,

" Onexciti COJIOOPAN

KOHTPOINQ) Tanuc) (imintame Ta npianume)

aef A E-;":-‘i
;_\Kgsm'maiﬂfﬁ- G2k

.,
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COA VERSION 13 OUALITY CERTIFICATE / CEPTH®IKAT AKOQCTI

NAME OF PRODLICT: NUROFCNE COLD & FLU CERTIFICATE/CEPTADIRAT
HA3IBA HPOAYKLL:  |HYPODEHR KOIL & 9110 N¢ 236365

Country of manufacturing / Kpaina-swpoGuus United Kingdom Beymra Bpiwrakis

CERTIFICATE REGISTRATION NUMBER: UAS17937/01:01 FROM 25.02.2020 1ill 25,02.2025

HOMFEP PEECTPAIIRHOTO ITOCRITMRHA: JUA17937:01:01 B)/1 25.02.2020 TIACIE IO 25.02.2025

S WP i e WA e [BUPROFEN 200 MGPHENYLEPHRINT 1TCT 5 mp ¢ IRYTMIPOWEH 200

PIFERELE Doteticys / Samnall hsnpalons: MLOENIIESPIIY TAPOX/OPHA 5 M1

Dosage form / Jlikupeskd dopun film coated tablets TabaeTkn, RAKPUTI TNTRKOBNIO BBOIOHKOK

Package size and type / Poimip 1a THN nakusanus Nal2 {12 x 1) in blisters Ne12 (12 x 1) y Gaicrepi

BATCH NUMBER / HOMEP CEPI: KA376 DATE OF MANUFACTURE: / JATA BUPOBHHLITRA: 05 2020

: . - EXPIRY DATE /JTATA TARKTHMEHHA TEPMIHY

*BATCH SIZF, / *PO3MIP CEPIi: 425 CA LPHIATHOCTI: 05 2022
Responsible for manufacture of the product, packing, |Reckitt Benckiser Healthcare International Limited, Nottingham site, Thanc Road,
quality control and release / Binnoritanenui 12 Nottingham, NGYO 218, United Kingdom
Inupummu'mo.. IAKYBAHHY, KGHTPU.Ib HKUCTT 13 PekxitT lenkizep Xenckep lurepremui livtren, loTrinrem cafit, Teiin Pova.

BHAYVCK ¢epii Horrinres. NG90 21D8, Beanka bpuraris

Manufacturing License/ Miuensis na supobunurse: 12862
Certificate of GMP compliance of listed site /

Cepmadikar slanositnocri GMP 1% sasnaycaoi UK MIA 12862 Insp GMP/IMP 12862/119098-0020
JinbHUDi:
RESULTS DF
TESTS LIMITS ANALYSIS
NMOKA3HHKH HOPMH PE3IYILTATH
AHANGUIR |
Appearance/3oruimiiil nur st A yellow, cound biconvex film-voated tabley with un identifying
Jigo in Biack on one facer Koeti Tafnera Kpyiaui dopas, Complies ¢
Bizaosizac

[MO0ONYK!, REOHTI NIBKOROID OBOTONKOK), ¥ NAIPYKOHAHEM

ZCHTHGIKYIOUHM NOROTINOM OPIATO KONLOPY WA 0A50MY o,

Identity of Ihuprofen/ Inentudixanin iGynpopeny -

. > . . {omplies / Bixmonizac 5 s g
by HPLC/Meragom BEPX - by diode array p il 'I. , . ; Complies ¥ Bimnosinac
detection/spu ionHoMaTRRIONY TeTeRTyRanT If tested will comply’Axmo nepenipacThes, nomimta BiInor@™

Identity test of Phenylephrine HCV Taewindirauis
penlredpuny rizpoxnopuay - by HPLC/ue10a0v Complics / Bianosizae

BEPX - by divde array detection/upn I tested will comply/ Hxuio nepenipacTHEa, HOBHHKA BINORIIETH
o H0MATPHUKOMY jIeTRKTYBANNI!

Complics ¢ Bynoriaar

Average mass / Cepeans maca i s tabled
® P A25-- 3159 mp Cmr 241 mgtabley

{™riTating
Uniformily of mass/Oanopianicn. macu Complics with Ph Ewr/ Biaoosigas snsuoiuv €rp.apm. Complies 1 Bixmonizar
Disintegration / Pomasacwicn. ; ’ ; i g ; : (o
Feration ey Complics with Ph Eurf Bianosisue sustoras Cep.Pupm. Complies £ Bianorinac

Dissolution! Poswwicuns® - Thuprofen/ Ioynpaden - [NLT 70% (Q) of stated Ibuprofen in 30 minutess e mentue 70 %
FPhenylephrine HCYdewiiedpiny riapoxiopua (Q} Bxaztoro na evakeTdi ibynpoderry nomrnio poaduentack | Complics ¢ Bianoeinae
e Hporyiom 30 Xe.

NLT 70% (€}) of stated Phenylephrine 11C1in 30 minules! e
mennie 0 % (Q) privsanore Ha cinketud iGyspodeny 10BHNRO
POFIHHHEHCE HPOIHUOM

1buprefen content / Kinukicauii uicy 16yupodeny 192.0 - 210.0 mg fablet (vifrafa) 199.4 '::‘::g'_;m

Reckitt Benckiser o PAGE 1 OF 3
Web:www.reckittbencekiser.com ¥ s (]3['0?/2020 14:15

@X.am/offjf 07 190824 %
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Phenylepbrine HCI content/ Kiasricumi emicr
heniaedpuny riapoxaopiy

ng . tablet
s rabaeigy

4.75 - 5.25 mi Aablet (mrirabn) 493

Phenylephrine HCL related degradation products/ Cnopimieni enoiaysn denlicdpuny riapoxavpray? :

Phenylephring Tbuprofen Amid/ @eninedpun INMT (1.5% wiw relative 1o Phenylephrine HCI content/ 11¢

= e . i : Complies  Bi,uiosijiac
|ifympodien amta Ginbine 0,5 % MM signocno RvicTy Qeniiedipuny riapoxnopity e 2

NMT 0.5% wiw relative to Phenylephrine HICI content! He

4,6 Isoquinoline/d.6-i1oxinoain ; . i . .
i Teog ? Gliwie 0,5 Y% MAM BiNoCHe BMICTY (PeriICgpHIY 1MAPUXIODIAY

Camnplics ! Bianusiue

NMT ().5% wiw relative to Phenylephrine HC content/ | e

Isnquingli B0xing: : S : ; .
4 Jsaquineiinect.-boxiauai Ginnine (1,5 %% soM ninocio aviery dgerizedpuiy riipoxmopiay

Complies 7 Bi;uoniiae

Any individual unkoown dey./ Eyps-usuii NMT 0.2% wiw relative to Phenylephrine HCJ content! He
inausiaysasani npuayst puakiany dexiichpuiy Ginvioe 0.2 %o s7M sianocio sMivty penizedpiay rizpoxiopnay | Complies ¢ Bitnosiaae
ripoxnopuay -

NMT |.5% waiw relative to Phenylephrine HCI content/lle Giaswe

Total phenyl ine HCI W Cy % , 7 ] ; i :
ol phriylephtios fefaced dex. € e 1.5 %% mim pinocuo mricty heniedpuny riapoxnopuay Complies ! Bianoeizac

npeayKris puscinny denisedpany rixposaopay

[huprofen retated degradation products! Cnopiaveni cnoaykw iGynpodeny®:

ETS$ 47711 NMT (1.2% wiw relative to Tbuprofen’ He Binsure (.2% mév
Bianecho sMicTy iGynpadeny Complies ! Bi;urosinac
BT840655 NM (2% wiw relative to Tboprofens He Binsine 0.2% miu
Ri;UI0CHO BMieTy iy Ipodeily Complics ! Biauosi,ge
Auny individual unknown/ by 1n-akuii NMT (L1867 %o wow rel. to Ibuprofen: e Siaeme 0.167% wis
inamnliyLisneil nestomuit npoaysrT peskauay Bi;N0CHY BMICTY (Gynpudeny Complics / Biauosiae
ibyupopeHy
Total related degradation/ Cysa npoaykiis poisangy [NM1 0.7% waw relative to Ibuprofens He Giasne 0.7% ws
ibynpodeny . [mismocun smicty iGynpoteity Complies ! Binomiae
Uniformity of desuge units - Phenylephring HC1/ Camplizs with Ph Eur 2.9.40/Bianosizar nusioram Cap.@apsr,
Oanopinitiets 10z08anux oxmmwus Sewicdpruy 2.9.40 C'omplies ! Bianoninae
1 idpoxopuay®
[uniformity of dosage units - lbuprofen/ Complics with Ph Eur 2.9 30/Biatrosi;iac susioraM Cnp.apae.
Qinopinaic s 1010RARKMY oAMMKNL IGynpodeny* 2.9.30 Complics ! Riqmoniae
Microhiological test/ Last tested
e i , ‘ 072019
Mikpofioaoriana unernta Jlara oc1aHEROTO TCCTYBAHES
Acerobic bacteria/ Aepobni faxtepii (TAMC) NMT 10" CFUg / Te Giasure 10° KYO# Complics / Bianosiaae
Yeasts and Moulds / Jpbaad 1a naicuasi rpaden . . N "
” Apbe PHORE M 10 CFUSg £ He Ginoure 100 KY Q2 Complies * Bisuosi,iac
(TYMC) ;
Escherlchia coli Absent in 1 g Mae Ovra slacymia e 11 Complies ! Bianoniac

Certification statement: / 2ansa npo cepruixauin:

| hereby certify that the above infanmation is authuntic and aceurate, This hatch of product has been manufactured, ineluding packaging - iabelling und yuality cantrul at
the above mentioncd siteds) in full eompliance with the GMI* requitements of' the local Regulatory Authority and with the speeilication in the Registration Dossicr. The
batch processing. packaging and analysis record were in compliance with GMP.

Lm0 32C8174Y10, 110 HARICHA AIBINC IHGOPMEINA € 10CTOBIPHOI Ta T0YIRIL, 1[0 LUpily wpg, v T Sysio RIPORILHA {BKIOSINH TTAKYBAMHE | MADKYBAHHA] Ta
TPOBSCHE KOKTROIh T AKOCTL HA BHINCAESAUCH T Sttt ¥ 1w 1l owiiae 1i 1 sHaorastn (IMP. BCTARDRICH HMH MILTICUAY PRI YASTORHHAM OPIUHOM, & TAXON
Liﬂnuaimm 10 eucnmirndiiii. mo micruonen y peecipailinamy stocke. TIpomoko:n REPOGHHITR. NAKYNAHLA 19 aHaniiR BYa0 NepErnsHYTY T4 BCIAHOHICHO

i, gioRinMicTs (GMP.

Comments /Komenrapi;
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SKU 3135701 W

Benckiser

* The baich size is indicated o3 cuses quantity per menufactured batch. One case has 144 consumer pucks.

* Pouyip vepil 3eimuuene =k kinnkicos kopobie unpoieuol cepii. Onin kopo wictwin 144 ciomuniux yiaronok.

I — The tests are not routine/ 1§ TecTi ve € pyTHRRIMN. =

[2- Thetest is carried out once every six months or on every tenth batch. whichever is the first at release. At shelf life the testing schedule will be in line with the stability
[protocal. BunpoGymarna mpoBoaaTLCA ORMH PAl HA BiBPOKY 850 Ha KouHil 1eexTiR HAPTIT, JAICAND B TOrO. 110 RiI6YRICTRCA NepuLM M BUnycky. Ha Tepmis
SepiraHua rpadic TecTyBaHMs Bijnoeizec npoTokoay cTablaLrocTi,

3 - The test is carried out once every six months of an every tenth batch. whichever is the first? Bunpofypauka npoBoIaTEeA pus Ha niepoky 260 KOAHY NECATY
UAPTII, 3A71E%HO Bift TOr0, Hi0 Bi6YERCTLCE nepuins, 13a Tepuin 36epirantg rparik TecTyRauna rinnoginae mpaTokany cTabinkHocT.

4 - Tha test is carried out once every six months or on cvery tenth batch. whichever is the first/ BunpoGvpasna npoposats pas Hi nispoxy aBo Kouty ALCATY MapTi.
12,1600 Bid TUIO, W0 AlAGyRACTICA nepuinm, Ha Tepuin 16epivaiig rpadin TeCTYRaNRA RiUIOMAUC 1POTOKUIY CraGiniocT.

5- These tests wiil not be performed outinely, One freshly manufactured batch per year will bz tested for compliance with test af release. At shelf life the testing schedule
will b in line with the stability protocol.” I1i TecTir ke € pyTHHEIMIL KOHTPOT MaC KTIHCHIIBATHCS HA CBis0BKpoGaeniit cepil 0an prs na pix. Ha Tepsin 30epiranna
rpadic recTysanna siznosiiac nporokony c1afinnocti.

Name and position/title of person autharizing the batch release /
T piisHule 1a nocana/3sanna ocody, ixa BHAAIE K03BE1 Ha BHIycK cepli

Date of signature /

Signature / Mixnuc f
JAaTa nignHcanna:

DacuSigned by:
ﬂnnd} Taupm

U Signer Name: Mandy Turgoose
LSignlng Reason: | approve this document]03-07-2020 | 16:

Mandy Turgoose

Signing Time: 03-07-2020 | 16:08 BST
SA1A364A1DF647A484BBBAGTECO183EC

Factory Suppliers Compliance Manager and Qualified Herson
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