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JEPXUIIKCITYXBA
JEPKABHA CJIIYKEA 3 JIKAPCEKHAX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥ KHIBCLKIH OBJIACTI

npocaext Banepia JoGanorcekoro, 51, m. Kaiis, 03110, Ten/dakce: (044) 2753030
E-mail: dis.ko@dls.gov.ua,https:/www.dls.gov.ua, Kon €APIIOY 37078774

BHCHOBOK
Npo AKICTL BBE3eHOro B YKpaiHy JdikapesKoro 3acofy

21.10.2020 Ne 53464/20/10

CTPEINCLIC® OPHTIHAJILHUH
(HARMCHYBSHHS JMiKEPCLKOIC 3ac0by ariAHO 3 peetTpauiNHUM NOCRINSEHHAM)
ALonABEMKH 1o 12 nonannkis y 6aictepi, mo 2 6ricrepu B xapToHmilt Kopofng
(dopma mknycxry, ZoTyBANHK, BHO FEKYDARHS NikRPCRKOTO 3aC06Y)

Homep peectpauitinoro nocsiauents UA/6479/01/01 crpox all pecctpauifinoro nocsimuenns 01.01.2009
Cepis nikapesxoro sacofy Ne KH287 Kinskicts paesenoro nikaperroro 2acoby 51840

Bupofinu Pexkitr Benkizep Xenckep InrepHemun Jlimiten, Benuka Bpataria
(nafuchysasHt BHPOGHHKE nixapesrore 3acoby, xpalia roxopxenus)

BaezeHo & Yxpailry Tosapucreo 3 oMexenoio BinnesinannuicTio "PekxiTt Benkizep

Xayexoan Eng Xenc Kep ¥xpaina”, inenr. xon: 33696041
(natbeeHynanns T kof 32 C€HPTIOY ropuaninel ocofia #60 npienwe, in's, no GaThkosi dismynol

0coBH - nlanpresug, T micue NpoxHRAHN Ta peecTpauitiinn noMep oG nikonoi KBPTEM (UIETHMKL
nozeTxia &0 cepin TA KoMEp naciopTa)

TpoToxon shyyanshore xontpoaw sin 09.10.2020 x 3419/4,

. 3a DpeIynbTETAMH JCPMABHOrO KOHTDOMD BCTAHOMNEHO, U0 AikapchkWi  3aci6 Beesewo B Yipainy 3
OJOTPHMAHHEM BHMOT 38X0HOIABCTEA LI00 3a6eineyeHHA AKOCTI Nikapebkux 3a¢obis.

3acTynHuK HawanBHuKa BigAlLy
Hepxapaol cnyw6H 3 nikapebkux 3acobin
T& XKOETPOJIIO 38 HAPKOTHAKAMH y Kuiscexik %/ 3y6apesa H. B.

{niankc) (imiuiank T8 npizseuwe)
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SKU 0300010 ¥ Reckitt
Benckiser

COA VERSION 14 QUALITY CERTIFICATE / CEPTHMIKAT AKOCT]
NAME OF PRODUCT: STREPSILS® ORIGINAL CERTIFICATE/CEPTH®IKAT
HAZBA IPOJYKINT: CTPENCLIC® QPHITHAILHHHA e 240211
Couatry of manufaciuring / Kpaina-supobunx United Kingdom  Benuxa Bpurania
CERTIFICATE REGISTRATION NUMBER: Ne UA/4T79/01/01 FROM 14072017 - unlumited

HOMEP PECCTPALITHHOrO HOCBIAUEHHSA:

Ne UAZGATH0N0N BIFL 1407 2017 - neobmokenuis

Strength / Poteney: / Crita i/ AXTHBHICTS:

Amyimetacresol 0.6 mg 7 Aminmeraxpeson 0,6 ML,

2.4-Dichlarobenzy] Alcogol 1,2 mg / 2, 4-1uxnop6ensunosoro cnspry 1.2 pr

Dosage form /.lixapcbka dopma

Lozenges / Jonanky

Paclhage size and type / Poasip va tun nakusauns

Ne28 (12 x 2) in blisters / No24 (12 x 2} v GnicTepax

BATCH NUMBER /HOMEF CEPIT:  |KH287 IDATE OF MANUFAUTURE: / UATA BHPORHIITBA: 9 2020
i EXPIRY DATE ! IATA 3AKIHUEHHH TEPMIITY
'BATCII SIZE / PO3MIP CEPII: 36 CA !'ll'!fl"i;\'[‘HUCTI:uT% . 49 2023

Responsible for manufacture of the product, packing,
quality control and release / Biunvsigassnui 3a

Keckitt Benckiser Healtheare [nternational Limited, Nottingham sile, Thane Road,

Notlinghum, NG9O 2D8, United Kinpdom

BAPCOHHOTEO, LAKY RABMR, KONTPOIb UKOCTI TS
BHILYCK ¢¢il:

PekkiTT beunisep Xenckep luitepuewnn Miviten, Hovinmew caiit, Tefd Poya,

Horiicrem, NG90 2DB, Bennxa LpHrania

Aaoufueturing License/ Jlinentin wa pupobunnreo:

12862

Certificute of GMP compliance of Jisted site /
Cepruhixar sianoeinroeri GMP 474 1a2numenci

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

sides / Kpyrar awonsunxs wepnonors XONLORY 3 THCHEHHAM
Hiaky S 1 ofox fokis

QLN LICH 12
RESULTS OF
.. TESTS LIMITS 5 ANALYSIS'
. .MOKAINHKH HOPMH - PEIYNBTATH
- . . - : - AHATIZIB
Appearunce (organoleptic)/ Circular, red calowred lozenge with 8 icon intaglinted on both Exmnpis
Onye (opravnnentyyHH i)

Bignosiae

Averape weight (determine with 20 lozenges) /

2.5-2.7 g/ lozenge

g fozenge

2,4-anx10pGenInnoRoro COHpPTY

MaC BUNOBLNATY 38TBEPAKLHOMY METOTY

Cepeans Maca (suimavacries na 20 NbGARERKAX) 25-27 ¢/ bunauux 41 rlaveAmink
Uniformity of Mass (Cur.Ph. 2.9 5% Must comply Complies with the requirements of Eu. Ph. 2.9.3 / Complies /
Ounopognocte macen {€sp.H. 26 35) Mae siymogiaats kumaram Cap. @ 2.9.5. Bignosirac
Amylmetacresol IDENT 7 Inenzudinania Must comply with the approved test method 7 Complics /
AMintmecakpelony Mae sinoBlgaTH TTREDREHONY METOLY Bitnosiaac
2,4 Dichlocobenzyl Alcohol IDENT / Incurngixania [Must camply with the approved test method / Comples /

Bi;uomaac

Content / Kinskiche Bw3nagesnu:

AHTTEINATUHX MIKPOOPraniImin:

Bacteria / baxtepit (Eur.Ph2 612/ Cep ©.2 12}

Yeasts and Moulds / Jipispxesnx ra nricHaBIx cpufiiz
(Fur Fh2.6.12/€sp D 2612}

Staghylococeus aureus (Cur Ph 2613 7 €ap @.2.6.13)

Pseudomonas seruginosa (Lur Ph.26.13 ( Cop 226 13)

nut more than 102 CFU/g / se Bunewse 10T KYO/r
a0l more than 10" CFW/g / we Ginuine 10 KYO/r

Absentin | g/ BiacyTHicTe B 1 1

Ahsentin | g/ BiacyTniets s 1 ¢

flozange
053 — 0.67 me/ozenge (MrinLo; mg
Amvimetacresol ) Amnaseraxpeiona i s e MINECTANMK
2,4-DCBA Content / ; : g
SR _ 1.08 — i .32 mg/lozenge (MrasonsHik) 1,20 m Aoeenge
Kinexicue ewinavensn 2, 4-luxnopbeninnopaii can pT MI/NBOIAHHK
. . i Lus 2
*Microbiologicsl Examonation/ JI ast ‘Esﬁdwm
- . u
*MikpoGioaorivaa yHeToTa AL CCTHHR
TECTVRANA®
‘I'otal aerobic microbial count Rarareee kinkgicts Jul20
ul-

Complies / Biznoaiaac
Complics / Binngrinac

Complics / BianosLaac

Complies / Bignoaigac

Reckitt Benckisar
Web-www.reckitthanckiser com

Pox e »//95"&7 o1 430247
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Certificafion statement: / Jagna upo cepradixanin;

[ beseby certify that the above information is suthcotic and nccurate. This batch of product has been mamufactured, including packaging / labelling and quality control at
jthe above meationed site(s) in full compliance with the GMP requirements of the local Regulatory Authbority and with the sperification in the Registration Dossict. The
batch processing, packaging and analysis recard were in compliance with GMP.

Llaw % 3acei 14y, Mo Haseacha Biiue indopNalix £ NOCTORIPHOW Ta Tounow. LUk tepiro npomyKuil $yn0 DHPOGASHD (ARIIONAIOYH NAKYBAKHA / MADKYBAHHE) T2
nposenend koHTPOm: T ax0¢Ti Ha BHmesasnauenilt ninvIn ¥ NOBKIA BiANORIAHGCT 3 simoraMe GMP, BCTAHOBISHIME MISHSBHM PATYINTODHNM CPIANOM, 3 TAKOXK
Bianosiano oo cnemikapif, o MicTATYCE ¥ peteTpalifinony 2ockc. IpoToxom sapoGHULITES, NAXySaHAN Ta aHAI3i8 G0 TEPEIAIHYTO TA BCTAHOBNLHO
sianonanicrs GMP.

Comments /Komentapi:

* Microbiological testing are performed on one freshly manufsctured batch per year,

* Mikpo§ionosiune TECTYBUMA OPOBOARTE Ha QHIE GEPI B PIK (PH BHITYCKY.

'The batch size 1s indicated as cases quantety per manufectured batch, One case has 144 consumer packs.

Poruip cepii 1a3ea4eH0 2K KibxicTs X0peGis enpobnenol capil. Omnn xopol MicTHT: 144 cTOMKEYHX ynaxoscx.

Name and position/title of person authorizing the batch release / Sipnutare/ I Datst of sigaature /
Ipizpause Ta nocana/isanes pcolim, axa BRALNE 03BN Be BEDyCex cepil L L Jats ninnHCcAHHA!
u DocuSigned by:
Natela Stylianou 5
Natela Stylianou

U Signer Name: Natela Styfianou 18-09-2020 | 10:p7 88T
Signing Reason: | approve this documeant
Signing Time: 16-09-2020 | 10:57 BST

Quality Technical Support Mgr and QP B2FAG1EBB4BO4SBDAABTERD 2520 10848

Aeckltt Banckiser
Web:www.reckittbenckiser.com




JEPXUTIKCITYXKBA
JEPAKABHA CJIYXKFBA 3 JIKAPCBKHX 3ACOEBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBChKIA OBJIACTI

" mpocnekr Banepia JloGanoscekoro, 51, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua https//www .dls.gov.ug, Kon EAPTIOY 37078774

BHCHOBOK
Npo EKiCTh BRe3eHOTO B YKkpainy Jikapcskoro 3acoby

12.08.2021 N 44320/21/10

CTPEICLIC® OPHITHAJILHAN

(nakincrysants nixapcixoro 3acoly ariano 3 peccrpaniitiong gocalricHuIM)
nbonnmnm no 12 anopgmmkis y Suicrepi, no 2 6icrepr B xapTonHil xopobni

(dopma marycxy, ACIYREHHE, BUA IMAXYBANHL JHKEPCHKOTO 32C00Y)

Howmep peectpanithioro nocigaenin UA/6479/01/01 crpox il peectpauittnoro nocsimenrs 01.01.2099
Cepis airapesxoro aacoby Ne LK443 Kinexicts eBesenaro mxaperxoro sacoby 26928

BupoSmx Pexxitr Benxisep Xenckep Inrepremnn Jlimiten, Bemmixa Bparanis

(HaftMeHyRaHHA 3uPOBHIXE JIXADCEXOTO 3ac08y, KpalHa NOXOmKEHHS)

Beesero B Yipaly Tonapuerso 3 o6Mmexenorw BinnosinsnuricTio "' Pexkirr Beakizep
cxona Eng Xenc Kep Yxpalaa, inenr, xoa: 33696041
(HaRneHysanns T2 xoa 32 EPTIOY 1opuawanol ocoby sbo nplsmune, in's, no Serxoni ¢iymraiol
0colu - nianpuesug, 1T Micle npoxmeanua Ta peecTpaulfiiAl HoMep oSrixosol KApTXA INATHAKA
noaeTHIB 860 cepix Ta HoMep mACnOpTA)

ﬂpofrom. sisyansuoro xonpono ain 04.08.2021 M 2682/3.

3a posyMbTaTAMB  ACPAXABHOIC KOHTPO/IO BCTBHORREHO, WO nixapcakkit 3aci6 mscseso 8 Yipalwy 2
,uOTplrlmallmlM BAMOT 33KOHOLABCTEA MIORO 380¢3NegeHHA AKOCT] AikapeLKHX 38c06 8.

Ounexcitt COTNIOIPAH

(iniuiamm Ta npisanme)
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Reckitt
Benckiser

COA ‘VERSION 16

QUALITY CERTIFICATE/ CEPTHOIKAT AKOCTI

NAME OF PRODUCT:  JSTREPSILSE ORIGINAL

CERTIFICATE/CEPTHMRAT

[IA3BA HIPOJAYKINI: CTPEHCLICE OPHIUTHASIBHHMI Ne 253934
Country of manufacturing / Kpaina-aupodunk United Kingdom Besimxa bputanis
CERTIFICATE REGISTRATION NUMBER: Na UA/6479/01/01 FROM 14.07.2017 - unlimited

HOMEP PECCTPALLAIONO 1TOCBLYELISE:

Ne UA/6479:01/01 BIJT14.07.2017 - ncodmexenni

Strength / Poteney: / Onaa jtil / AwTusnicr:

Amylmetacresol 0,6 mg 7 AMisnmeTakpeson 0.6 mr;

2.4-Dichlorabenzy| Alcogol 1,2 mg ¢ 2 4-trxnopdesinnosoro ciuupry 1,2 mr

Dosage form /. liknpeukn gopya

Lozenges / Jlvoaanuxn

Puckuge sizc and type /-Possip Ta i1 nakosauus

Ne24 (12 x 2) in blistcrs  No24 (12 x 2) y SmicTepax

BATCIH NUMBER { TIOMEP CEPT{:  |LK443 DATE OF MANUFACTURE: / JATA BHPOBIIHUTBA: 05 2021
. EXPIRY DATE / /ITATA 1AKTHUEHHA TEPMIIY
'BATCH SIZE / POIMIP CEPIL: 187 CAR NPHIATHOCTI: 05 2024

Responsible for manulactuce of the product, packing,
quality control and release / Bianosiaansaudi 3y

Reckitt Benckiser Healtheare Internationat Limited, Nottingham s
Nottingham, NG90 2DB.United Kingdom

lg.-ﬁlanc Road,

BUPOH(HITBA, NAXYBANNS, KONTPOIL AKOCTI T8
BHIIVCK copii: )

Pexkitt Benxizep Xenckep Inrepucuntn Mivires, Horriurem caiir, Tedn Poyi,

Hotrinrem, NG90 2D, Beanxa bpuratis

Manufucturiog Licensce/ Jlinen3in s supolinnuse:

12862

Certificate of GMP complisnce of listed site /
Ceprndinar siaposimoeri GMP aas samavenct
TN LA

UK MIA 12862 Insp GMP/INP 12862/119098-002¢

- : ~ RESULFS OF

TESTS _ LIMITS ANALYSIS

IIO_RA'SIHH\'H HOPMH . CPEIYJIDLTATH
AHAJNZIR

Appearance (organoleptic)/
Quue (oprao. enTmini)

Circular, red coloured lozenge with S icon intagliated on both
sides / Kpyrai nnoanukn 4epBolOTo KOMhOPY 3 THCHEINAM
suaky S 3 000X Hokis.

Cotnplies !
Bianosinae

Average weight (determiae with 20 lozenges) /

2.5-2.7 g/ lozenge

g lazenge

Cepesins waca (siinaracTnes 1a 20 Jnoasunkax) 2,5-2.7 ¢/ avoasunx 261281 CANRONRIMK
Uniformity of Mass (Eur.Ph. 2.9.5)/ Must comply Complics with the requirements of Eu. Ph, 2.9.5 7 Complies /
Oanoponnocre macent {Cop.®. 2.9.5) Marc sianositaei sumoram €sp.®. 2.9.5. Bisinosistac

Amylmetacresol IDENT / Lxewrndivauin
Avinmetakpeony

Must comply with the approved test method /
Muc BEINOBITATH 30TBCPIACHOMY METOLY

Complics /
Rizuoni;1ac

Kinvxicne sumnavenna 2,4-nx1opbensmnasnit crnpe

2,4 = Dichlorobenzyl Alcohol IDENT / Lienvndixauis {Must comply with the approved test method / Complics /
2, 4= 10pBNINIOBOIO CnHpTY Mar pifnosi1aTi JarsepikeHOMy MeTOLY BinnosLaac
Coatent / Ki.tbRicne pispuadenus: i
) ).53-0. loze z mg lozenge
Amylmetucresol / AMavetakpeso.n 0.53 =0.67 mg/lozonge (NIILONSHHK) e g MILOJANIK
2,4-DCBA Conteat / ST GE
; 1.08 - 1.32 my/lozenge (Mr/m015111K) 120120 M i

MUFIBLOANHUK

A*Micrebiological Examonation/
*MixkpoSioaorviuna wierora

Totud ucrobic microbial count 3araaune Kisbxicrs
AWUFCUATHIX MIKpoapraniimin:

Bacteria / bakrepil (Fur.Ph.2.6.12 / €pp.9.2.6.12)

Yeasts und Moulds ¢ /lpiaasesux t nnicnanux rpubia
(EurFh.2.6.12 / €ep.®.2.6.12;

Staphyiococcus aureus (Eur.Ph.2.6.13 / Cup.9.2.6.13)

not more than 102 CFUsg £ ne diasme 105 KYO/r
not more than 10" CFU/ / 1ie Bimbwie 10" KYO/r

Absentin | g/ Bicymicte B L r

scudomonas aeruginosa (Fur.Ph,2.6.13 / €op.®.2.6.13)

Absentin | g/ Biscymicrsa t r

Last 1ested:
JHara octanuLoro
TecTyRaus:

05 2021
Complics / Bianorinac
Cumplies / Bi;mou‘i:xm
Complies / Bignosiaac

Complies / Bianosiac

Reckitt Benckiser
Web:www.reckittbenckiser.corn
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SKU 0300010

‘;?Reckitt

Benckiser

Certification statement: / 3asud upo ceprudinguio:

The batch processing, packaging and enalysis record were in compliance with GMP.

sianoslauicrs GMP.

| hercby certify that the above nformation is authentic and sccurate. ‘This batch of product has been manufactured, including packaging / labelling and quality control
at the sbove mentioned site(s) in full comphance with the GMP requirements of the local Regulatory Authority and with the specification in the Registration Dossier.

L{1a o 3ACRIALYI0, 1O KABCACITA BUILC LIGOPMALIR € JOCTOBIPHOK Ta TONHDIO {0 Copio NPOAYKLIL GyNo BHPUGHEHD (BRIHOUAIOHH MIaXy BuIHA / mapxykaiis) 18
NPOBCACHO KONTPAN il AKOCT! N1 BYLICIAIHAYCHIR JINBUALY ¥ NOBHIA BIANOBIIHOCT! 3 BUMOraMu GMP, BCTaROBNEHHMY MICUEBHM PEMYIATOPUMUM OPIratoM, a rakox
sianosiano ae cueumndixadiit. WO MICTATECA Y peccTpatifiiiomy Jocse. [IpoTOKoNH RHPOSHHLITRE. NaXYR3HKE TA aHam3IB Gy/I0 11EPECNIALYTO Ta BSTAHLBALID

Comments /Komenrapi:

* Microbiological testing are pertormed on one freshly manufactured batch per year.
* MixpoBionoriHHe TECTYBAHHY POBOINTS HE OJRIH CCpil B Pix 1pH BUNYCKY.

*The batch size ts indicated as cases quantity per manufectured baich. One case has 144 consumer packs.
PosMip Cepit swIcadEno AX KinbKicTs kopabis anpobacHol cepit Oain xopob MicTuTh 144 ClOKHBYHX YRAKOBOK.

Name and posiiionl(itlé of person authorizing the bateh release /
1pisgHiue 18 nocuaw/3sunus ocobn, ika Buaana 103sin na sunyck cepii

Signature / Ilianuc

Date of signature /
JaTd niAnHCIHHN:

v

L

Mandy Turgoose. QP / Operations Quality Manager

DocuSigned by:

(— Phomidy, Tisgosee

Signer Nama: Mandy Turgoose
Signing Reason; | approve this document
Signing Time: 12-Juk-2021 | 11:21 BST

5A1A364A10FB47A484BBBA97ECO192EC

12-3u1-204%

1 | 11:21 BST

Reckitt Benckiser

Web:www.reckittbenckiser.com
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