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SKU 3091535 Wreckitt
Benckiser
COA VERSION 10 | UALITY CERTIFICATE / CEPTU®IKAT AKOCTI
NAME OF FRODUCT:  [NUROFEN® INTENSIVE CERTIFICATE/CEPTH®IKAT
HASBA LIPOAYKIU:  |HYPO®EH® IHTEHCHB Ne /A

Country of manufacturing / Kpaina-snpobuux

United Kingdom Beanxu bpurasia

CERTIFICATF. REGISTRATION NUMBER:

UA/14588/01/01 from 02.10.2015 TILL 02.10.2020

HOMEP PEE€CTPALIIHIIOTO TOCBLTYEHH:

UA/14588/01/01 sia 02.10.2015 AIACHE A0 02.10.2020

Strength / Potency: / Cuna afi / AKTHBHICTbL:

LBUPROFEN 200 M(; ; IBYTIPO®EH 200 MC, PARACETAMOL 500 MG / TIAPALETAMOJT 500 MT™

Dosage form / Jlixapcbxa dopma

Film-coated tablets / ta6aeTkn sxpurti nnizkosaso o6onouxoio

Package size and type / Posmip a THn naxonanus

Ne 6 (6x1) in blister / No6 (6x1) y GnicTepi

BATCH NUMBER / HOMEP CEPIi:  [JM565

DATE OF MANUFACTURE: / JATA BHPOEHHMLUTBA:

Feb-20

*BATCH SIZE / *POIMIP CEPIT: 288 CAR

EXPIRY DATE / IATA 3AKIHYENIA TEPMIHY
TMTPHATHOCTI:

Feb-23

Responsible for manufacture of the product, packing,
quality control und release / Binnonizannunit 3a
BUPOGHAUTRO, HAKYBAINA, KONTPOIL AKOCTI T8
BHINYCK cepil

Reckitt Benckiser Healthcare [nternational Limited, Nottingham s

Nou'mghum NG9O 2DB,United Kingdom

te, Thanc Road,

PexxirT Beukizep Xenckep Tutepuewt Jlimites, Hotrinrem caiit, Teiin Poyn,

Hotrinrey, NG90 2DB. Bennka Bpurasin

Manufacturing License/ Mliuensin na supubnnurso:

12862

Certificate of GMP compliance of listed site /
Ceprudixar mizmmosiinocsi GMP ann sasnagenoi
ALIBRWUE:

JUK MIA 12862 Tnsp GMP/IMP 12862/119098-0020

TESTS = - ¥
v IIOKASHMKH

TIMMPS - wi
: JIOPMA &8 .

RESCLISOF |
ANALYSIS
PE3VJILTATH

AHAIGUR .|

B

Appearance/Bomuinmtii Kurimy
(visual /sizyanuimai)

A white {o off-white, pearlescent, oval shaped, film coated tablet
de-bossed with an identifying helix /

Bia 6inoro uo maitixe Ginoro xonsopy, nepaaMyTpoBa, OBATEHOT
(bopmn 1261€TKa, BXPUTA 1ITiBKOBOIO 0GOIOHKOID, 3 THCHCHHAM y
BUILALL X4PAKTEPHKX JABHUTKIR,

Complies /
Bianosinac

16ynpodeny, oauopianocti BMicty abo PO3paxynKORO-
sarowuii meto’

(dentification /L —— Last tested: 1
entification /LaenTrdikanis: Jlata ocTasusix ananisia Jun-19

Ibuprofen®/ IGynpodeny ) Must comply with the approved test / Complies /
(HPLC, intemal method /BEPX, mctoa xomnauii*) [Toauitno iauositaty 3arsepaxenoMy MeTOLY. Bianosisac
Puracetamol®/ Tlapaueramony Must comply with the approved test / Complics /
(internal method 7 meron xosnaniv) TosHito RiNORINATH 3aTBCPAXKEHOMY MeTOLY. Bimoginac
Titanium dioxide®/ Turany anoxcuay® Must comply with the approved test / Complics /
(intcenal method / meToa xomnastiivy TIoRMHHO RINORINATH 3aTBEPIKEHOMY METORY. Bianosinac
Assay/ KiLkicne BuinaueHhn:
(IR-spectrometry), (HPLC) / (T4-cuextpamerpin)
(BEPX) Tbuprofea® / 16ynpogeny® (internal method, |190.0-2100 mg / tablet / r / rabnercy 200, meftablet

. Mr/TafineTky
MCTD Komnanil) .
Paracetamol® llapaucravon® {internal methods, mg/tablet

- !

(HPLC) / mevoanna nomnanitt (BEPX) 4750 - 525.0 mg / tablet / ar / TaGexy 4964 MF/Tabacrky
Uniformity of dosage units for Must comply with Ph. Eur./ Mac mimosigath €p. . Complies /
Ibuprofen by Uniformity of Content or Bianosiaac
Mass Variation® / Q.anopianicts aniosannx oamnmus Last tested / Jlata

OCTAHHLOTO aHAi3Y!

Jun-19

Uniformity of Dosage Units for

Paracetamol by mass variation / Oamopianicrs
[I030BANHUX O, 1HHMUb HAPRUCTAMO,TY, PO3IpaxyHKORO-
HAIORKEH METOI

Must comply with Ph. Eur/ Mac signoninatn €pp. D,

‘/'é)( an

W rasy 6y

Reckitt Benckiser
Web:www. reckittbenckiser.com
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SKU 3091535 ekt
Benckiser
Dissolution of ibuprofen / Posuunennn iGynpodeny [Not less than 80% (Q) of the stated ibuprofen 98 %
content dissolves in 30 minutes / Last tested / Jlata

He menme 80% (Q) sia 3asanenci xinvkocti 16ynpodeny mae
ncpeitTi B po3umi 38 30 XBHAMK

OCTaHHBOIO AHA(3):

(Ph.Eur 2.9.3/ €p. Papm. 2.9.3, 0.6 MKST)

He merwe 80% (Q) sin 3axancHoi xiNbKOCTI MapaUETAMONY Ma€e
repefita B po3yni 1a 30 xBusIHIt

Mar-20
Dissolution of paracetamol/ Not lcss than 80% (Q) of the statcd paracgtamol 95 %
Poyunncnsy napaueramony content dissolves in 30 minutes./ Tast tested 7 Jlara

OCTaHHLOrQ aHanizy:

Absent in 10 g / Mac 6yrw sincyrnim 8 1

Mar-20
Disintegration’ Posnaaunun < 15 minutes/ < 15 xsuaus 125 min/xs
inegradatinn Products of Ibuprofen/Tipoayxty poikaaay iGynpodeny (n. 8 MKST)
(ZRS$)-2-[4-(2-mcthylpropanoyD)phenyl]propanic acid [Not more than 0.2 % relative 10 ibuprofen /
(BTS 47711} (internal methog)/ He Guewe 0.2 % sianocuo ibynpoderry Complies /
(2R8)-2-[4=(2-meTranponanoin)denin]aponionona Bianosizae
wnenoTa (BTS 47711) (meToanka komnanii)
1-[4-2-methylpropyl)phenyljethanone (Not more than 0.3 % relative to ibuprofen /
(BTS 40655) (internal method)/ JHc Ginsure 0,3 % pianocuo i6ynpodeuy Complies /
1-[4-2-mernanponin) deninleranon (BTS 40655) Bianosiaac
(MeTOMIKA KOMNIANIT)
Any individunl unspecificd impurities (internal [Not more than 0.2 % relative to ibuprofen /
method)/ JHe Sinswe 0,2 % sianocso iGynpodeny Complies /
6yilb-AKa OKPeMa HeBH1UHAUEND TOMIIUKE (METOANKE Binnosizae
jxomnanil)
Total degradation products of ibuprofea (internal [Not morc than 0.7 % relative to ibuprofen / .
methad)/ 3araununii smicr npoaykris poakiaay He Ginbiue 0,7 % sinvocko iynpodexy C_°mPh_°3/
ifynpodeny {(Meroanxa xomnanit) Bisnosinae
Degradation Froducts of Paracetamol/lIponykiu PUIKIA]Y NAPAUCTAMOTY
4-aminophenol (intemal method)/ Not more than 0.005 % (50 ppm) rclative to paracetamol/ Complics /
4-aminodenon (Mcroanka komiraniy) He Ginnwe 0.005 % (50 ppm) siuiocko napanetamosny Biunosiaac
4’-chlorouacetanilide (imemal methody Not more than 0.001 % (10 ppm) relative to paracctamol/ Complics /
4'-x10paueTaniia (MCTOAMKA KOMNAKT ) He Ginewe 0.001 % (10 ppm) sianocko napauetamony Bianoeiaac
Any individusl uaspecificd impurities (internal method)/
6yan-Aka oxpema HeRHINAYCHA domimka (MeToaMxa  [Not more than 0,1 % relative to paracetamol/ Complies /
KkoMnaKil, .8 MKA) He Ginswe 0,1 % sianocio napaueramoay Bianosiaac
Total degradation products of paracetamol (internal
method) / Not morc than 0.3 % relative to paracetamol/ Complies /
3aranenuii svicr upoaykris posrany uapancramoay {He Gitbie 0,3 % siunocko napausramo:y Biguosiaae
(MeTOAMKA KNOMNANIT)
Last tested
Inicrobi . bsag: " b .
icrobiological tests’ / Mikpobionorivua ancrovs Jlata oc 40T TecTysaNHA Mar-19
Aerubic bactcria/ Aepobai 6axepii (TAVIC) < 10° CFU/R / KYOsr Compleu ¥
Bianoninac
Yeusts and moulds/ piacowesi Ta waieneni rpnéu 5 Cormnplies /
< 3 i
(TYMQ) < 10° CFU/e /KYOIr Binnosiae
|Enterobacteria / Tonepanthi no wonui N , Complies /
rpasserarnsui asrepii [< 10° CFU/g / KY O/ | Bignonigae
‘)A)\ .
{E.cali Absent in 1 ¢/ Mae Gyru sizcyriv s | »&omph.es/
. LEEN
3
Salmonella “J . Complies /

Reckitt Benckiser
Webiwww.reckittbenckiser.com
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SKU 3091535 Freckitt
Benckiser

Certification statement: / 38932 ipo cepThdixaviio:

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

Lium 2 3acs1a4y0, wo iasesena suue inopmauta € 10cTos1pHO0 Ta ToYKOK. Lilo cepito mpoayxuii Gyno expos. ( { MapxysaHHa) 1a
MPOBEICHO KOirfpous il AXOCTL HE Bmuwe3a3naycKill AiNBHHLI Y MOBAIR BiaN0BianOCT) 3 mHMOraMn GMP, s¢ i pery P OPraHOM, a TaKOx
BlAUOBLIND A0 cneundixaif, wo MICTATBCA y PeeCTPAUIRHOMY A0CHC. Ipotokony BupoSHALTSA, NAKYBAHHA T4 BHANIIIN GYNIO NEPEIANYTO TR BCTRHOBNCHO
8ianos1aicTs GMP.

Commeats /Komenrapi:

* The baich size is indicated as cases quantily per fi 1 batch. One case has 144 _consumer packs.

* Poamip cepii 1a3maueHo Ak KinoxicTs xopoGis sHpoGUienoi cepii. Oxax x0pol MICTHTE 144 CIOXHARTHX YTAKOBOX.

*These tests will be performed on the 1ablet cores. Foc the first 20 manufactured batches, the identitication and content of the two actives will be generated in parallel
by both the HPLC method, D0267729 and NTR, RBD9506013.

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

° RBD9506013 can be employed routi ly aftet the i i Note A has been fulfilled. Furthermore, annually, the NIR method RBD9506013 will be
challenged using the HPLC method, DO267729 to ensure its ongoing validity.

“ Unitormuty of dosage unit for ibuprofen will be performed both by content uniformity and mass variation on the first 10 manufactured batches. Uniformity of dosage
unit for ibuprofen by mass variation will be used thereufter.

" Ha siunosianicrs inewvudixauil 1a kiaskicnoro CKNAXy ABOX &XTUBHUX KOMIIOHEHTIR KOHTPOMOKTS MepHli 20
D0267729 n 4-cnexrpodotometiin, RBD9SO6013.

" He PyTHHUH TECT. Ha BLINOBLANICTE A3HOMY TECTY KOHTPOTIONOTE OIHY CEPIIO B ik MIpH BADYCKY.

 MeTon T~cnexrpodoromerpii RBD9S06013 YTOUBIOETHCA 32 f0NOMOrOI0 Meroxy BEPX, D0267729, nax nisreepmxenin Boro aii | pas » pix.

P cepifi BEPX,

 Onsop b P ans I6ynpodeny 6yne np ax PLAHICT BMICTY TaK | POIPAXYHKOBO-BAMORMM METOIOM ANX nepumx }0-tu
BupoGaeHmx cepill. B nogamuwoMy ana mia Onnopi, i P I6yupodeny Gyne P YBATHCA POIpAxy OBHR MeTOA.
Name and position/title of person authorizing the batch rclease /

p [ izing release Sigasture / Tiamne Date of signature /

[Ipissnwe Ta nocana/sranns ocobu, KKA BHAAIA R03BiN HA BHOYCK cepil Juts niguycanan;

DocuSigned by:
(—Nmbsx,lzm
" 25-03-2020 | 1¢:55 b
NATELA STYLIANOU w Signer Name: Natela Stylianou

Signing Time: 25-03-2020 |} 18:56 GMT

| Signing Reason; | approve this document
B2FAC1E884B04BBDAAB78BD252D1034B

Rackitt Benckiser
Web:www.reckittbenckiser.com




JEPKINKCIIVIKEA YKPATHH
AEPKABHA CJIYIKBA 3 JUKAPCBKHUX 3ACOEBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHKIIA OBJIACTI

npocnext Banepin JloGanoecskoro, 51, M. Kuis, 03110, Ten/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kog €PTIOY 37078774

BHCHOBOK
upo AKicTh BEe3eHOro B Yxpaluy Aikapeskoro 3acoby

27.04.2020 Ne 21196/20/10

HYPODEH® IHTEHCHB
(HatMenyBains nixapeskoro 3aco6y IrizMo 3 pecorpaufimn NOCBLRYERHAM)
TabneTky, BXPHTi NiBK0B0I0 060/10HK010, 110 § TaGaeTOK y 6aicrepi; mo 1 Gxicrepy B
KApTORALK Kopobui
(dopma BunyCKy, 103yBANNA, BHA NAKYBEHHS NIKAPCHROIC 3acoby)

Homep peectpauithioro nocainuenta UA/14588/01/01 crpox aif peectpauitisoro noceizseriz 02.10.2020
Cepia nixapcskore 3acofy Ne JIVIS65 Kinbxicrs speaerioro aikapebkoro sacoGy 41472

BupoGumx Pexkitr Benkisep Xenckep lurepncnmn Jlimiten, Bemmxa Bpurtanis
{Haftmesysanus BUpoGrMka MiKapCEROro 3acofy, Kpaita NOXOARKCHHA)

Buesero B Yipaluy Tomapucteo 3 o6Mexenoio rianorinaapaicrio "Pexirr Benxisep
Xaycxonn Enx Xeae Kep Yxpatua”, iaenr. xox: 33696041

(Hattmenysanua ta kox 3a EJIPTIOY 1opanytiol ocobu abo TIPI3BHILE, iM'R, 00 Gathkosi Gianunoi
ocolu - mianpuemus, il Micue NPoXMDBaHHA Ta peecTpaniftumuil HoMep 06:1ix0B0T XBPTKH NNATRHKE
noaarxis a6o cepis T Homep MacnopTa) .

Mporokaa Bisyansnoro xourposmo six 15.04.2020 M 1269/3.

Ja  pesynbTATAMM HCPXABHOTO KOHMTPONIO BCTAHORNEHO, WO mikapcoku#t  3aciG BBeseno B Vipalmy 3
ZXOTPHMAHHSIM BHMOT 3aKOROARBCTE LOXO 386eaNey EHHT AKOCTI NiKaPCHKMX 32cobis.

Sacryrghnsismmimesd vininy
TepsaSiyxGn 3 Xixaposgux sacobis :
obmagi's &\ ROKYMEHTIR

<

(m;'t,‘i‘ﬂoébgc\b&gpguy‘h% mu}f‘o KOHTPOMO) (niansuc} (iniiann Ta apiaspue)

-
R *p}{ﬁ!{n\"uﬁw
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AEPXIIIKCIIYIKBA YKPATHU
ALEPKABHA CJIVIKBA 3 JIIKAPCLKIé[X BACQBIB TA KOHTPOJIO 3A
HAPKOTUKAMMU ¥ KMIBCLKIV OBJIACTI

npocnexr Banepia JloGanoecskoro, 51, m. Kuie, 03110, Ten/(ake: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kon €APTIOV 37078774

BHCHOBOK
PO SIKICTH BBE3eHOro B YKpaiHy JiKapeLKoro 3acoly

21.05.2020 Ne 24304/20/10

HYPOQECH® THTEHCHB
(nalimenyBanug nikapeskoro 3acody 3rinHo 3 peecTpanifHny nocsiguenuy)
rabeTki, BRPHTI IVHBKOB010 060J0KK010, 110 6 Ta6IeTorR y Gaicrepi; no 1 6aicrepy »
KAPTOHHI xopodui
{dopaa BrrycKy, 103YBaNIs, BHI MAKYBaHI Aixaperroro sacoby)

Howmep peectpaniitnoro rocsimuenns UA/14588/01/01 etpox aii peecrpaniitsoro noesinuerniz 02.10.2020
Cepin nikapeskoro zacofy Ne JS988 Kimskicrs naesenoro nikapcekoro sacoGy 20736

BupoGrik Pexxirt Benkizep Xenckep Tateprenrs Jlimiten, Bennuxa Bprranis
(nafivenyranis BHPOSHIKA NIKAPCLKOrO 3acoly, Kpaiua NoXomkenas)

Beeseno B Vipainy Torapuerno 3 06Meskenor BiANOBITANLHICTIO "PeRKiTT Benxizep
Xayexonn Eusx Xese Kep Vipaina, inewr. xox: 33696041
(HaiiMenysauus Ta xon 3a APIIOY wpraryHol ocolu abo nipizaume, iv'g, no Gatukosi Qiznunoi
ocol - DiANpHENMI, i Micle NPOXUBANHY Ta peecTpauifinkii Homep 06NiK0BOT KapTRY TNATIHIKA
noaatkie ado cepia ta HOMEp nacTopra)

IpoToron sisyansuoro kontposmio six 19.05.2020 Ne 1538/1.

33 pesynbraTaMHM  ISpKABHOIO KOHTpOJIG  BCTAHOBNEHO, IO NiKapeskmil 3acid eezeno B Vipaimy 3

HOTPHMAHHAM BHMOT 3aKOHOE2BCTRA LIOA0 3a0€3eIeH s AKOCT] NiKApCHKIX 3acobis.

3acTyruiix fray BLIIITY,
Te | GIYXOH,3 MKAPERKYX 3aC00is .
Hlepwcapnal ey mixdpegrax sacobis _ 3yGapera H.1.
Ta KOHTPOJD, 38 HapkoTHKaMi- ¥ Kuiscokiif y; /

: TR ]
obmacti \ j : /7/

(nocanasa ofpla oprany (ninmuc) (imiwiann ta rpizasne)
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SKU 3091535  —

Benckise
COA VERSION 10 QUALITY CERTIFICATE / CEPTH®IKAT SIKOCTI
NAME OF PRODUCT: NUROFEN® INTENSIVE CERTIFICATE/CEPTHMIKAT
HA3BA 1IPOJIYKIIL: HYPOOEH® IHTEIICHB N2 n/A
Couniry of manufacturing / Kpaina-supoGunx United Kingdom Bemuka Bpuranis
CERTIFICATE REGISTRATION NUMBER: UA/14588/01/01 from 02.10.2015 TILL 02.10.2020
HOMEP PEECTPAITINOIO IOCBIYEHTIS: UA/14588/01/01 i 02.10.2015 JIMCHE JIO 02.10.2020
Strength / Potency: / Cuna uit / AKTHRHICTB: IBUPROFEN 200 MG / IBYTIPO®EH 200 MI', PARACETAMOL 500 MG / TTAPATIETAMOJI 500 MI"
Dosage form / Jlikapeska dopaa Film-coated tablets / TaGuerTen sepirn 1WHBKOROIO 0BOI0IKOIO
Package size and type / Possip ta Ton naxosanms Ne 6 (6x1) in blister / No6 (6x1) y Gricrepi
BATCH NUMBER / HIOMEP CEPII- JS988 DATE OF MANUFACTURE: /JIATA BHPOGHUIITBA: Mar-20

N L o EXPIRY DATE / JINTA SAKTHUYEHIISI TEPMIITY P

*BATCH SIZE / *PO3MIP CEPIT: 144 CAR HPHJIATIIOCTI: Mar-23

Responsible for manufacture of the produet, packing, [Reckitt Benckiser lealthcare International Limited., Nottingham site, Thane Road.,

quality eontrol and velease / Binnoninannnuii 3a Nottingham. NGS0 2DB.United Kingdom

RUPOOHIUIITRO, HAKYBA S, KOHTPOIL HKOCTI T4 Pexxirr Benkisep Xenckep hrrepuennin Jlisiten, HoTrinres cafir, Teiin Poy,
BINNYCK cepil: Hotrrinresm, NG90 2DB, Benuka Bpuranis

Manufacturing License/ /linensin ua BHPOOHIIITEO: 12862

Certificate of GMP compliance of listed site /
Ceprudikar sinnoninnoeri GMP st aa3navenol UK MIA 12862 Insp GMP/IMP 12862/119098-0020
ARSI S

RESULTSOTF

TESTS LIMITS ANALYSIS
NMOKAZHIKH HOPMH PE3VIILTATH
AIATIIE
Appearance/3onnimuiii surisin A while to off-white, pearlescent. oval shaped, film coated tablet
(visual /sizyansunit) de-bossed with an identifying helix /

s iy . . 5 Complics /
Bij Ginoro g0 maitke Ginoro KONLOPY, HEPJIAMYTPOBA, OBAILHOT i .
= . ianosij@e
dopuu TalieTka, BKPHTA HIIBKOBOIO 060I0IKOKE, 3 THCICI BiM ¥

BUIIIA/ XaPaKTCPHUX 3aBHTKIR,

Last tested:

Identification /Inentudicamin: . i Jun-19
Hara ocranuix ananizis

Ibuprofen®/ I6ynpodenyr Must comply with the approved test / Complics /
(HPLC, internal method /BEPX, meTox KOMITaH{i®) [Torunno sinnonijarn 3ATRCPILKEHOMY METO/LY. Bimoninac
Paracetamol®/ Mapaneramonys Must comply with the approved test / Complies /
(internal methed / merop KOMIIAHII®) [Tosunmo signosijary 3ATBCP/UKCHOMY MCTOMY. Bixmonisac
Titanium dioxide® / Turany gnokenay® Must comply with the approved test / Complies /
(internal method / merojt xoMumiii) Hosuinio pianoniyami sareepokeHonMy MCTORY. Bisutozifiac

Assav/ Kurskicie sisaarner:

(IR-spectrometry), (HPLC) / (I"-cuexrpomerpis)
(BEPX) Ibuprofen® / Iaynpodieny® (internal method, |1900— 210.0 mg / tablet / mr / rabnerxy 197.8 mgisblet

MIfradleTky
METO/L KOMOARIT)

Paracetamol?/ Iapaneramon® (internal methods, mg/tablet
. . 475,0 — 525.0 mg / tablet / mr / taénerk 496.9 ©
(HPLC) / meroanka komnanii (BEPX) & Y Mr/radieTky
Uniformity of dosage units for Must comply with Ph. Eur./ Mae rijuioninata Crp.®. Complics /
Ibuprofen by Uniformity of Content or Bianosinac
Mass Variation® / OnnopijsicTs go30Banux oI Last tested / Jlara
Ioynpodeny, ommopimocti BMICTY ab0 po3paxyHKOBO- OCTAHHBOTO AHAI3Y:
s d
BAIOBHH MeTOJ Tun-19
Uniformity of Dosage Units for Must comply with Ph. Eur./ Mae si;utonifati Erp.d. Complies /
Paracetamol by mass varfation / Ogunopiuicrs Bianosijac
ALO30BANNX O/UTHII TAPANCTAMOIY, PO3PAXYHKOBO- Last tested / J{aTa
BATORNIT MCTOJL OCTANHLOTO AHANTIZY!
Jun-19
PAGE1OF 3

Reckitt Benckiser

Web:www.reckittbenckiser.com 06/05/2020 12:52
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Benckiser

Dissolution of ibuprofen / Posunenns iGynpodeny |Not less than 80% {Q) ofthe stated ibuprofen 99 9%,

content dissolves in 30 minutes /
He memie 80% {Q) sin sanrnenol kinnrocti 16ynpodcy mac
nepeitru B possaun 3a 30 xpunnu

Last tested / JlaTa
OCTAHNLOIG Anaiisy:

Apr-20

Dissolution of paracetamol/
Pozuunenun napaueramony
{Ph.Eur 2.9.3/ €ep. dapm. 2.9.3, 1.6 MK

Not less than 80% (Q) of the stated paracetamol

95

%

content dissolves in 30 minutes./
He meinme 80% (Q) rig saspacHol kinnkocti MAPALICTAMOIIY MAC
nepeiity B posunit 3a 30 xpuauH

Last tested / J{aTa
OCTAHHLOIO AHATIBY:

Apr-20

Disintegration/ Posnajanus

< 15 minutes/ < 15 xzunun

1

min / xB

Degradation Products of Ibuprofen/IIpogywkrn posknany iGynpodeny (11, § MEST)

(2RS)-2—]4-(2-mcthylpmparmyl)phcnyl]prnp:moic acid
(BTS 47711) (internal method)/
(2RS)-2-{4-(2-]1L"E'Il.‘li]])(}I[:lll!Ji.\[)tl)t‘!ii.?l]!]pt)lli(]!l()li'd
ruenora (B8 47711) (seevourea womnaniy)

Not more than 0.2 % relative to ibuprofen /
He 6innwe 0,2 % sijnocno i6ynpodeny

Complics /
Bisnonrinae

1-[4-2-methyIpropyl)phenyl|ethanone

(BTS 40635) (internal method)/
1-[d-2-sermmiponin) enizferanon (BTS 406355)
(seropnka komnaniy)

Not more than 0.3 % relative to ibuprofen /
He Gimbwe 0,3 % ninmocuo ibynpoteny

Complics /
Biamosijac

Any individual unspecified impurities (internal
method)/

OyAh-fKa 0KpeMa HeBUIHATeNA JoMinKa (merToanka
KOMIIAHIT)

Not more than 0.2 % relative to ibuprofen /
He Gimsie 0.2 % simnocno iGynpodeny

Complics /
Binosijac

Total degradation products of ibuprofen (internal
method)/ 3arantunit emicr npoayxris po3RNA/IY
iGyupodeny (yeroaura Kosuaniv)

Not more than 0.7 % relative to ibuprofen /
He 6inenre 0,7 % simocHo iGynpodieny

Complies /
Biuorijac

Degradation Produets of Paraceta mol/IlpoaykTu pozien

Ay nApANeTAMONY

H-aminophenol (internal method)/
d-ustinohpenos (veromka KOMIAHIT)

Not more than 0.005 % (50 ppm) relative to paracetamol/
He Ginbiue 0.005 % (50 ppm) niznocuo napanerasony

Complies /
Bimnesigac

4*-chloroacetanilide (internal mcthod)y/
4'-xyropaneraninig (MeToUIKa KOMUANTT )

Not moere than 0.001 % (10 ppm) relative to paracetamol/
He Gumme 0.001 % (10 ppm) sizmocno napaleTamMony

Complies /
Bijuosigac

Any individual unspeeified impurities (internal mcthod)/
O¥Ab-STKA 0OKpeMa HeBIENIAMCHA JOMIIKa {(MeTO/IKa
romnanii. n.8 MKSI)

Not more than 0,1 % relative to paracetamol/
He Bismme 0,1 % siniocno napaneramony

Complics /
Bianonrijac

Total degradation produets of paracetamol (internal
method) /

Not more than 0.3 % relative to paracetamol/

Complies /

Acrobic bacteria/ Aepobui Bawrepii (TAMC)

Yeusts and moulds/ Jpiwacesi ta minicneni rpubn
(TYNMC)

Entevobacteria / Tonepawrui o mosui
rpaMuerarnsui Garrepii

E.coli

Salmonella

Jlara ocranunoro Teerysanns

Jaransunii syicr npoayxrin pO3KIany napaneramony [He 6insine 0,3 % signocuo apaueTamory Bimesijiac
(MeTosuKa KoMuanNiT)
Last tested
. . . b . . . b : * B
Microbiologieal tests”/ MixpoGiosiorisna unerora” Mar-19

< 10° CFU/g / KY Ofr
<10° CFU/g / KYQ/r
< 107 CFU/g / KYO/r

Absent in | g/ Mac 6yru sifeyriisv s | 1

Absent in 10 g/ Mae Syru sijicyruiv s 10 ¢

Complies /
Bismoniac
Complies /
Bianonigac
Complies /
Bianorigac
Complies /
Bianoninac
Complies /
Biuiosigac
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Certification statement: / Jasina npo ceprutikaiin:

I'hereby certify (hat the above information is authentic and acourate. This batch of product has been manulhctured, imcluding packaging / labelling and quality contro]
at the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the speeilication in the Registration Dossier,
The batch processing, packaging and analysis record were in compliance with GMP.

Llnw 2 3ac8iuyio, 1o naseacna auie indopmanis ¢ noctoriprowo ta Tourow. o ceplio npofykuii Gyno supoGieno (smoaron NAKYBANNS [ MapRyBaiis ) ta
TPOBCACHO KOHTPOIIL 1T AKOCTI Ha BHINC3A3HAYCHI JTbHuL] Y MOBHIi sianesignoet 3 susoramun GMP, BeTasomiCH M MICHCRIM PCrYISTOPH UM OPIEHOM, § TAKOW
BUWIOBI/ G 10 crenndikadiit, mo sicTstees ¥ peectpaniiinomy gocke. lIporokomn supoSunurna, MAKyBAHI T QHAJIZIB GYI10 NCPCINRIYTO T4 BCIANTRICHO
sinoeiwicrs GMP.

Comments /KomenTapi:

* The batch size is indicated as cases quaniity per manufactured batch. One case has |44 _consumer packs.

* Pomaip cepii 4asiatenio sk kitngieTn KOPOBIR BupoBacnol cepii. Onnn kopod vicrirs 144 cnowmnauix YUAKOBOK.

“These tests will be performed on the tablet cores. For the first 20 manufactured batches, the identilication and content of the two actives will be generated in parallel
oy both the HPLC method, DO267729 and NIR, RBD9506013

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

“RBDYS06013 can be employed routinely after the commitment in Note A has been fulilled. Furthermore, annually, the NIR method RBD9506013 will be
challenged using the HPLC method, DO267729 1o ensure its ongoing validity.

¢ Uniformity of dosage unit for ibuprofen will be performed both by content uniformity and mass variation on the first 10 manufactured batches, Uniformity ol dosage
unit for ibuprofen by mass variation will be used thereaflier.

? Ha ijurosijmicts venTiudisanii ta KinexicHoro CKIALY NBOX AKTHBHIX KOMIOICHTIB KOHTPOIIOITE nepiai 20 BHPOBJICHUX CCpili 1apasicnsig Metoaonm BEPX.
D0267729 u 14-cuektpodotosteriin, RBDYS06013.

" He pyTuithii Tecr. Ha signonimicrs nanomy TECTY ROHTPONHOKTH OJIY CCPIO B PIK NPH BUIYCKY.

© Meroa I"-cnexrpodotomerpit RBDYS06013 YIOHHIOCTBER 32 JI0noMorolo Metoay BEPX, D0267729, jum niATEEpKeHKA Horo 2T 1 pas b pix.

! OnnopinaicTs A010poBaAKIX O/, JUIs [Gyupodienny Gyne npeacrasncho six OJUIOPINHICTE BMICTY Tak | POIPAXYHKOBO-BATORIM METOAOM JUTst neputix 1 0-ri
BHpodzennx cepiil. B nopatniuomy 1 sHsnaucHms Onnopianoeti nozopesanux onmiie Gynpogeny Gyne suxoprerosysarucs PO3PAXYHKOBO-RATOBHI METOJL.

Name and position/title of person authorizing the batch release / 2 . Date of signature /
Signature / Iignue

Ipissnme ta nocanasssanns ocoif, HKAa BHIANA A03BLT na BIIYCK cepil Jlava nijunicanus:

DocuSigned by:
Natels Stylismoe

@ Signer Name: Natela Styliancu
Natela Stylianou - Quality Support Ma nager and Qualified Person Signing Reason: | approve this document
i Signing Time: 06-05-2020 | 12.58 BST

B2FAC1E884B049BDAAB7BBD252010348

06-0p-2020 | 12:58
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