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AEPXIIIKCIIVIKBA
AEP)KABHA CIYKEA 3 JI]I{APCI:KI!X 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH ¥ KHIBCLKIN OBJACTI

npocrexT Banepin JloGanosckxoro, 51, M. Kuis, 03110, Ten/daxc: (044) 2753030
E-mail: dis.ko@dls.gov.ua,hitps://www.dls.gov.ua, Kon €IIPTIOY 37078774

BACHOBOK
PO SKiCTh BBe3eHoro B YxkpaiHy nikapenkoro 3acoby

- 11.11.2020 N 59148/20/10

| - CTPEIICLIC® 3 MEAOM TA JIAMOHOM
(Haltvesynanus sikapcexoro 3acoly srimo s PEOCTpANARIM NOCBiTeHsTM)
! AbopHHKH; 110 12 anbopsuakis y Gaicrepi; no 2 Gricreps B ka TOHHI kopolbui

j {dopra sriyexy, Aoaysanus, BUA Haxy sarR nixapcekoro sacofy) .

Howmep peectpaiitiioro nocaimenns UA/6400/01/01 crpok aif peectpauiftnore noceignenus 01,01,2099
Cepis nixapcsxore sacoby Ne KJ461 Kirbxicrs BBescnoro nixapcsxoro sacoby 64512

\ _ Brpobink Pexxirt Bexkisep Xenckep Inrepremmun Jlimiten, Bemixa Bprranig
. (nafiMecHysaHHA BUDOGHNKE nikapcexore acoSy, kpalaa TOXOTMEHHER)

} Bresexno n Vipalny Torapuctso 3 o6memenoro pipuopinammicTso " Pexkirr Benkizep
£ Xaycxoan Eux Xenc Kep Vicpataa", iaeur. xon: 33696041

(nafiMerynarms Ta xox 28 CAPTIQY 10puanyHoi aCoOH B60 MpisBMine, ik's, No GaThkosi Giguysal
0c00% - nianpreMny, i Micue npoxusasmx 1 peecTpatiliinnft HoMep oSmixoso! kapTRH nrETHKA
mopgtxia 560 copis Ta HOMep nacnopTa)

TIpoTokon slsyansioro murpoma pix 03.11.2020 2 374311,

32 pesynsratamm  Zepwasioro KOHTPO/IO  BCTAHORNEHO, 100 Jikapcnikit 3aci6  peesso B Yxpainy 3
no*rpﬁmafmﬂu BHMOT 32ROHOAABCTEA MOAO 3abeaneaesHy axocrl Aikapck KX 3acobis,

b K : Onexcitt COJIOJPAN

4
(nimnuc)y (ininiam Ta opissume)




DocuSign Envelope ID; BCC284C2-E9EA4F7D-A488-CB3401236A76

SKU 0300012

¥ Reckitt
Benckiser

COA VERSION | 14

LALITY CERTIFICATE /C

THDIKAT AKOC

NAME OF PRODUCT:

STREPSILSE HONEY & LEMON

HA3BA [TPOAY K1

CTPENCLICE 3 MENOM TA JIHMOHOM Ne

CERTIFICATE/CEPTHQIKAT

241486

Cuuntry of manufacturing/ Kpaina-sapobunx

United Kingdom Benuka Epwranix

CERTIFICATE REGISTRATION NUMBER:

Ne UAGADD/0101 FROM 30.06.2017 TILL unlimited registration

NOMEP PECCTPAUTHIIONO MOCBIMYENHA:

Ne UA/400/0H /01 BIZ 30.06.2017 JIKCHE [0 neofvescnnit

Strenglh / Potency: / (Cuna AN/ Axrandicrs:

Amnylmetacresol (1,6 mg / Amuimeraxpeion 0.6 Mr,

2 4-Dichlorobenzy] Alcogol 1,2 mg / 2,4-muxnopliernnceero caupry 1,2 Mr

Dogape form / Jlixupenka dopmu

Lozenges / JILonsitiks

Package size and type / Poawip T4 Tan mexopanns

Ne24 (12 x 2) in blisters / Me24 (12 x 2) v GnicTepax

BATCH NUMBER / HOMEP CEPIl:  [KJ461

lIJATl‘Z DF MANUFACTURE: / JATA BHPOBHHI[TBA:

BATCH SIZE"  POIMIP CEPI™: 448 CA

Sep-20

EXFIRY DATE § IATA 3AKTIMEHIIA TEPMINY

OPHAATHOCTE:

Sep-22

Respousible for manufacture of the product, packing,
guality control and release / Bianosliansmui 12

Nottnghem, NG30 2DB,Upited Kingdom

Reckilt Benckiser Healtheare International Limited, Nowingham sile, Thane Road,

Bitxnicxun Bin CepeHbol MACH

sapeSHAUTED, KAKYDAH A%, RONTPOIL KXOCTi 12 PerxiTr Beuxlacp Xeackep Litepreunu JTiMiten, HorriureM cofit, Tedn Poyr,
EruUyCK cepii: [lotminres, NGYO 208, Béndka bprtanis
Manufacturing License/ Jliuenyia wa aupuSnunrao:  |12862
Certificate of GMP complinnee of listed site /
Cepradgixur sianosiiuocyi GMP ans aammavenof UK MIA 12862 Insp GMP/IMP 12862/119098-0020
[AiausRni:
’ oo - - ~ RESUCISOF
TESTS e . LIMITS . . . ANALYSIS
L TIOKATHHKH . : HOPMH .. i ... - PEIYALTATH
: A K - ! A af _AHATIAIE
Appearance {organoleptic)/ Circular, yellow coloured lozenge with S icon intagliated on both 4
: | Complics /
Onwe (opradonenTayunil) sides 7 Okpyr1l NLOAANMKN KORTOTY KOABOPY 3 THCHCHILAM IHAKY A )
. Binnoninac
§ 3 obox Goxis.
Average weight (determine with 28 lozenges) / 2.5 -2.7 g 7 lozenye 26 g flozenge
Cepeasst Maca (AHINAYACTRCH Ra 20 KLOTFHHKUX) 2 §-2.7 v/ anopsnux ) TinLDAANHK
Uniformity of nass / Musl comply Complies with the requirements of Eu. Ph. 2.9.5 7 Complies /

Mac Binosinarn sumaraym Cup. @ 2.9.5.

Biunosinae

Uniformity of content/ Quuopiakicrs nolyeannn Must comply with the requirements of Ew. Ph. 2.9.4 / Mec Complies /
Amylimctacresol { AminmeTakpesosy RiANOBINATH BrMoran Eep.r. 296 Binnorisae

Must comply with the requirements of Eu, Ph. 2.9.6 / Mac Complies /
2,4 DCRA /2,4-/luxnopbensnnosnil enrpr BiATIORIRATH BHMOram Eap. @ 2.9.6. Bianoaizae
AMC IDENT / Inenvagixauin Amimeruxperony Must comply with the approvesd test method / Complies /

Mae BLANOBINATH 3ATECPIACHUMY MCTO1Y

Bianosigae

AdTTCAIHIX MixpoopranisMin:

Racteria / baxTepii (Bur.Ph.2.6.12/ Cap.0.2.6.12)
Yeasts and Moulds / lpixcpresnx Ta naicnssnx rpubis
Eur.Ph2.6 12/ Cep.$.2.6.12)

Staphylococcus auteus (Fur.Ph2.6.13 / €ep d2.2.6.13)

Pscudomonas aeruginoya (Eur.Ph2.6.43 /€sp.$.2.6.13)

24—~ DCBA IDENT / lnenmaixanin 2,4- Must comply with the approved test method / Mac piznosiaath Complics /
MHXNGRSeHIRMOROCG CANPTY JATBEPANC! IOMY METOAY Bijgnosinae
Assay { Kiiskicue pmymanenng: 0.54 —0.66 mg/lozenge 06 mg Torenge
Amylmetacresul / AMuaneraspeIona 0.54 — 0 66 Mr/nsoasanx WENBOIRNHE
Assay / KinukicRe BRIna9enna;
' 1.08 —- 1.32 myp/lozenge g Aozenpe
2 4-dichlorobenzyl Alcohol/ 2,4-TnxnopEeninnonni 1.08 — 1.32 mrfanoammg 1.14 ELOTINR
CHHPT
- . . Last lesled:
Mierobiological Fxamonation*/ asi ey
: Jara ccTaunLaroe
MixpoGioierivne wacToTa* .
TECTYBAHS:
Total aerobic microbial count Jarankue kinskicrs Mar-20

ot more than 102 CFU/g / ke Glhewe 102 KYQ/r
nol more than 10" CTFU/g / ue Ginse 10" KYO/r
Absentin | g/ Bincymaets s | r

Absent it | g/ Biacytnictha 1

Complics / Bianosinac
Complics / Biuosiaac
Complies / Bianosimas

Complies / Bianosipac

b Pl p” DAL

o502 (St

Reckitt Benckiser
Web:iwww.teckittbenckiser.com




o ' " DPocuSign Envelope ID: BCC284C2-ESEA4FTD-A489-CBIMB1238ATB

SKU 0300012 W

Benckiser
L Certification statement: / 3ag8a npo cepredikanin:
[ hereby certify that the above infc ion is aulhentic and te. This batch of product has been factured, including peckaging ¢ labelling and quality control al
the above mentioned site(s) in full compliance with the GMP requil of the local Regulatery Authority and with the specification wn the Regisiralion Dossier. The

baich processing, packaping and analysis record were in compliance with GMP.

[IM & 32CBiATYI0, 100 HARCACHE BHLLE MadopmaLin ¢ aceToBipRoio Ta Toanox. Lo cepito npoaykuii Gv/10 BHPOSAEHO (RKMVSAIONH MAKYBAHIE / NADKYRAHHA) TA
NPOBSEHO XOKTPOAS 1T AXOCT] HA BHINEIA3HAYCHIN NiMEHUI Y NOPKIA niuroeiddocTi 1 sEMoraMy GMP, BCTAHOMIEEHNHA MICHCREM PEMYANTOPHHM OPTHOM, 3 TAKDX
sianasimio a0 cnewsdixadin, wo micramyer y poceTpauifmony aocwe, {frorokeny supoSuvres, iMKysanna Ta anamsis Gyl nep Y70 T8 BCT

»mosinicrs GMP.

) Comments /KoMenTapi;

; * Microbiological tesling are performed on one froshly manufactured batch per year,

|* MirpoSionoriube 1ecTynanus IPOBOIMTICA Ha O/THIN cepil B pik npw Emiryexy.

| IThe batch sizc 13 indicated as cases quantity per mannfecured baich. One case has |44 consumer packs.

i [Paamip cepil 7a3eaueno ax kimuicTs xopobis srpolnenoi cepil. Omn xopo6 micTHTs |44 cnomusuny ynaxosox,

Date of signature /
Aata nigowcanna;

Name and position/iitle of person quthorizing the batch releass /
[1plisanic Te D0cANAABAENS Ocofin, K% BEAATA A0YRLN MR BEOYCK Cepil

: DocuSigned by.
Natela Stylianou (_Natol a Styllanou

Slgnature / Nigune

P , d ) Ssigner Name: Natela Styllanou 14-0ct-2020 | 16)23 BST

Signing Reason: | approve this decument
I Signing Time: 14-0ct-2020 | 18:23 BST "

Quality Technical Support Mgr and QP
: B2FAC1EBS4B0498DAABTBRD2520 10848

“PAGEZ OF 2

Reckitt Benckiser 5 : \ 0
C14/10/2020/15:33

Web:www.reckittbenckiser.com




SKU 0300012 W recitt

Benckiser

Certification statement: / 3aasa npo ceprudikaniroe:

I hereby certify that the above mformation 15 authentic and accurate. This bateh of product has been manufactured, mneluding 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 Registiation Dossier.
The batch processing, packaging aund analysis record were in compliance with GhMP.

1Tem 8 3ACBLITVRO, IO HABEJEHA BHINE IH(OPMAILA € JOCTOBIPECK Ta TouHco. 1[I0 cepire nponykoil 6ymo BrpobieHo {BKNIIOYATH TaKYBAHES / MAPKYBAHHES) T2
IpOBEISHO KOHTPOND Ti KOCT] Ha BHINE3ASHATEHIH JINbERDI ¥ NOBHIH BIIIOBLIHOCTI 3 BEMoraMe GMP, BCTAHOBISHHMMH MICIIEBHN PETYIATOPERM OPTAHOM, & TAKOMN
BINDOBLIHG N0 cretmdixadiil, mo MicTITRCS ¥ peecTpanifizomy nocke. TIpoTorony BEpobHANTEA, TAKYBAHHA T4 2HATI31E OYIIO IepPeTIHYTO Ta BCTAHOBICHO
BINOOBLIHICTE GMP

Comments /KoMenTapi:

* Microbiological testing are performed on one freshly manufactured batch per year.

4 Mikpobionoriase TecTYBaEES DPOBOIHTECA BA ONHIA cepil B PIK NPH BHOYCKY.

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

Pozuip cepil 393¢a4eHO 4K KIMBKICTE Kapobis BHPoDIeHoT cepll. ONHE Kopob MICTHTE 144 CIIOMHBINX YIIAKOBOK.

Name and positien/title of person authorizing the batch release /
IIpizeumle Ta Nocaga/3BAHHEA 0CO0H, AKA BHAATA TO3BIT HA BHIIYCK cepil

Date of signature /

Signature / Thianuce .
Jata minnACARHA:

Elechonicntt sgried
by: Mangy Tua

Mandy Turgoose (Qualified Person) Mmugy Trgovse Feston Ficemue b 20.08.2021

Cate: Aug 20, 2021
26,40 AT |
=

—_— PAGE 2 OF 2
eckitt Benckiser
Web iwww. reckittbenckiser.com 20/08/2021 11:20




apocHer: Banepis Tobauoncxioro, 51, m. Kl 031 W, Ten/gaxe: (044) 3 63-06-50
E-tnail: -dfs;im@iﬁs;ﬂgw;'sza',hﬁz}'s:;ffwww,éfZf-:.'sz{}vgz;gn. Kon €PIIOV 37078774

S BHCHOBOK =
- TpO RKicts BReseroro B Yxpainy nikapesiors sacoby

N 508653118

00/01/01 expor it peesmpiiiiziuors wocsienns 01012000
| Comvimporosoty MRS Kisxdors ssesesiors aisapenoro sacosy 107136
Buposi Pewxirs Bestiisep Xencxep lurepmeni Jiviven, Bestmea Bpmrasiy
a - iﬂéﬁmﬁymmsmmﬁmmmmﬁy,-mm s p——

Bieseino » Vipaiiy Tosapucrno 3 obmenenon simosinammicrio "Pexuirr Bengisep
' | Xayexoun Ewn Xese Kep Yxpatna", ienr. won: 33696041 ey

I o - AEPRABHOIG  owrpemo  BoTasontens, Mo MIKEPOHOH . 3a0i6  peseris g Yapainy 3
. HOTDHMBHHRM sinor SEROHONANL T B

8 TR Sahesnsyeiy ot nixapoerey sacobin,

Gerliglans s nptasmme)




SKU 0300012

‘;rReckitt

Benckiser

COA VERSION 16

OUALITY CERTIFICATE / CEPTH®IKAT AKOCTI

NAME OF PRODUCT:

STREPSILS® HONEY & LEMON

HA3BA [IPOYKIN:

CTPEIICLICE 3 MEJOM TA JHMOHONM

Ne

CERTIFICATE/CEPTH®IKAT

237002

Country of manufacturing / Kpaina BupodHHK

United Kingdom Reniika bpirradis

CERTIFICATE REGISTRATION NUMBER:

Ne UA/G400/01/01 FROM 30.06.2017 TILL unlimited registration

HOMEP PE€CTPAIIIHOI O IOCBITUEHHS:

No UA/6400/01/01 BIZ 30,06,2017 OIIICHE JO HeobMexemnt

Strength / Potency: / CHIa Oil / ARTHRHICTE:

Amylinetacresol 0,6 mg ! Amimmerarpezon 0.6 MI;

2.4-Dichlorobenzyl Alcogel 1.2 mg/ 2,4-TuxXI0opBeH3INoBOre cumupty 1,2 Mr

Dosage form / . Tikapcbra popma

Lozenges / JIboIAHIIKI

Package size and type / Po3Mip Ta THI DAROBAHHA

Ne24 (12 x 2) in blisters / Ne24 (12 x 2) y GicTepax

BATCH NUMBER / HOMEP CEPIi: |LR937 DATE OF MANUFACTURE: / JATA BHPOSHHTITBA: 08 2021
. . o EXPIRY DATE / JATA 3AKITHYEHHA TEPMIHY
BATCH SIZE /PO3MIP CEFPII : 744 ca IPIIATHOCTI: 08 2023

Responsible for manufacture of the product, packing,
quality conirol and release / Binnosiza nHHuM 3a
BHPOOHUITRO, DAKYBAHHSA, RKOHTPOL AKOCT T2
BHIYCK Cepil:

Nottingham. NG%0 2DB,United Kingdom

Reckitt Benckiser Healtheare International Limited, Nottingham site, Thane Road,

HottinreM, NG90 2DB, Bemka BpliTaHisa

PerriTT Benkisep Xenckep InTepHemmsn Jimiten, HoTridreM cafit. Tefin Poya,

Manufacturing License/ Jlimensina 52 BUpoOHHITBO;

12862

Certificate of GMP compliance of listed site /
Ceprudirar piamosinrocti GMP 118 3a3HadeHol
AIMBHHIL:

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

RESUL LS UF

TESTS LIMITS ANALYSIS
HOKAIHHKH HOPMH PE3YIBTATH
SHAJIZIE

Appearance (organoleptic)/
Onxc (OpraHOIenTHYHHL)

Circular, yellow coloured lozenge with S icon intagliated on both
Jsides / ORpyTHi TBOIAHIIKII HKOBTOTO KOMBOPY 3 TIICHEHHAM 3HAKY
S 3 000X DOKIB.

Coinplies /
Bianogizae

Average weight (determine with 20 lozenges) /
Cepenna MACA (BHIHAMACTRCH HA 20 JIR0TAHHKEAY)

2.5-2.7 g/ lozenge
2.5 2.7 1/ In0I9HIK

g /lozenge
T/MhOASHHK

26

Uniformity of mass /
Bigxu1eHHHA BiT cepelnbol Macn

bMust comply Complies with the requirements of Eu. Ph. 2.9.5 /
Mae BiamoBLiAaTII BIIMOTaM €Bp. I 2.9.5.

Complies /
Biamosizae

Uniformity of content / OTHOPITHICTE T103VEAHHA
Amylmetacresol / AMITMeTARPE30TY

2,4 DCBA /24 TuxnopHeH3NTORHIE CIHPT

Must comply with the requirements of Eu. Ph. 2.9.6 / Mae
BiODIOBIOATI BIMoTaM €Bp.@. 2.9.6.
Must comply with the requirements of Eu. Ph, 2.9.6 / Mae
BiODOBiZATII BIMoTaM €8p.@. 2.9.6

Complies /
Biamorigae
Complies /
Biamogigae

AMC IDENT / InenTHQIRANLT AMITMETARPE30IY

Must comply with the approved ezt tethod /
Mae BiAIORIIATII 3aTReDIKEHOMY METONY

Complies /
Bianosigae

2.4 - DCBA IDENT / InenTHdikania 2,4-
THXI0PO0EH3MI0B0I0 CITHPTY

bMust comply with the approved test method / Mars BiZmoRigaTil
3ATBEPDKSHOMY METONY

—

Assay / KiTpricHe BHIHAYCHHA:
Amylmetacresol / AMHIMETAKPE30IA

Complies /
Biamosizae

0.54 — 0.66 mg/lozenge
0.54 — 0.66 MI/IROOAHIIR

mg {lozenge

0.63 :
MIIBOISHHE

Assay / KiTpkicHe BH3HAYCHHA:

1.08 — 1.32 mg/lozenge

mg {lozenge

2.4-dichlorobenzyl Alcohol / 2.4-TaxmopGeH3 LIOBRMHIT 12
i - AL P 1.08 — 1.32 MI{IRODAHIIR MIYTBOISEHE
CIHPT

Last tested:
Microbiological Examonation®*/

; : _ JaTa oCcTaHHLEOTO

MikpoGionorigna aucroTa™

TeCTVRAHA:
Total aerobic microbial count /3arankHe KiIBKICTE 43071

AKITTEITATHHX MIKPOOPT AHIZMIB:
Bacteria / Bakrepii (Fur.Ph.2.6.12 / €p.® 2.6.12)

Yeasts and Moulds / JIpiDKeBIX Ta IIICHIBIX TPIIBIB
(Eur.Ph.2,6.12 /€Bp.©.2.6.12)

Staphylococcus aureus (Eur Ph.2.6.13 / €8p.D.2.6.13)

Pseudomonas aeruginosa (Eur Ph.2.6.13 / €8p.® 2.6.13)

not more than 102 CFU/g / ge 6lapime 102 KYO/T
not more than 10" CFU/g / we Bitpmie 10" KVOIT
Absent in | g / BigeytHicta e L T

Absent in | g/ BigeytHicte B L T

Complies / Biamosigae
Complies / Bianmosinae
Complies / Bianosizae

Complies / Biamosigae

Reckitt Benckiser
Wehwww reckittbenckiser.com

PAGE 1 OF 2

20/08/2021 11:20




g

é JIEPKITKCIIYKEA L

1

HAPKOTHKAMH Y KUIBCBKI# OBJIACTI |

mpocrekt Banepia Jlo6anopebxoro, 51, M. Kuis, 03110, Ten/(ake: (0M)f363-b6~50
E-mail: dls.ko@dls.gov.ua.hitps:/www.dls.gov.ua, Koa €APTIOY 37078774

BIHCHOBOK |
npe AKicTb BBe3eHOro B Ykpalny NIKapChKOro 3a|£06y

I
i
|
i

10.02.2023 i

|

AEPKABHA CJIYKEBA 3 JIKAPCBKHMX 3ACOEBIB TA K¢H+P0310 3A

‘Ne 5110/23/101

‘ CTPENCUIC® 3 MEAOM TA JUMOHOM | |
‘ ; (nalinenypanin Aikapcskoro 3acofy 3riano 9 peecTpaniftnnn nocnin-xemmil) I
ALOAAHHKH; N0 12 anopannkis y 6nicrepi; no 2 6iicvepu 8 xapronnill Kopobui

(hopma manycexy, soryaamux, sun MaKyBaHhs Jixapcskaco 3acofy)
Homep peecTpattiftuoro nocsizesns UA/6400/01 /01 erpox aii peecrpauiitioro nocaizmcqiux 01.01.2099

i i i
Cepia nixapcsroro sacoby Ne NL519 * Kinbkicts 88e3enoro sikapcbkoro wc«16y | ‘ 2320

Pexkitr Benkisep Xenckep Inrepuernn Jlimiten, Benuxa Bpuranis
{HaiMeHY aHHR BHPOGHITKA AikapCLXOTO sacoly, xkpaiu | TIOXOLKE 10X )

- ToBapucTso 3 o6mexerow sinosinanshictio "PexkitT Benxizep

Xaycxonn Ena Xenc Kep Yipaina®, izeur, xoa: 336 6041

Bupobumx

f

Breseno B Ykpn‘x‘uy

0colx - mignphemim, it micue npoxusanIA T2 peecTpaiifinuit Homep
noAaTKiB alio cepia 'ra Homep neciopra) |

[Tporoxon élsyam.uoro Koirrpoaio sin 07.02.2023 Xs 0344/1,

3a pezynbi'mmu REPXABHOTO  KOHTPOJIIO  BCTAHOB/CHO, WO iKAPChKMIA  13aciG ‘mef{o B Ypainy
" JOTpHMSHHﬂM BSIMOL 38KOHOZABCTBA LUORO 3a5C3NCTEHNN RKOCTE TKAPCHKMX 3a¢05in, | I

: i »“I'q\ : | ;

wan sy

!
R P [
i

font . P -
AT s

T R S

{shammec ) i;mim T8 mpmnmr:)
. Eoo

{nafimenyaarnn Ta kon sa €EIPROY wpnamanor.ocody abo npissauel iv's, bo Garsxosi dizuanol
pEAIKOROT KAPTKM MIATHIKY




SKU 0300012

Benckiser

COA VERSION 18

QUALITY CERTIFICATE / CEPTHRIKAT BROCTI

NAME OF PRODUCT:

STREPSILS® FTUNEY & LEMON

HATBA TPOUYKIGE:

CTPEHCLICR 3 MEAOM TA JHINOHOM

Ne

306997

CERTIFICATE/CEPTIPIKAT

Upuntry of manufacturing / Kpatua-supobuas

United Ringdom Besinka bpurania

CERTIFICATE REGCISTRATION NUMEBER:

A UAG40040 101

HOMEP PECCTEALUITHON O TIOCBETYENIS:

N DIABA00/01201

Strength / Potency: 7 Cuna aif / Axmsiticrs:

Anmyhmetacresol 0.6 g 7 Aviameraxpesoin 0.6 s

2. d-Drichlorobenayt Aleogel 1,2 my ¢ 2 4-mxaopfennionoro cmpty L2 my
A & 3

Dosage form { likapenra dopata

Fozrengas [ Mponansey

Package sire snd type / Pointin 1 run nawonanis

Nel2d (12 % 2) in blisters £ No2d (£2 % 2y Gaiviepay

RATCH NUMBER /7 BOMEP CEPIL INLED DATE OF MANLFACTURE:  /IATA BHPOBHUIITBA: 12 2022
Wby eyt s ey ;i COIATA RARNMEHES TEPMIHY
BATCH SIZE™ / POIMIP ORI 2460 ¢n HPIAATHOCTT: 12 2024

Responxible for manufacture of the preduct, packing,
yueality control and release / Blunoslannsnnit i
pHpOGHNTEBY, DARVBANKR, ROHTPAT, Mot T
BAITYEK Cepil:

Nottinchorn, NGO 208 United Kingdom

Reckiit Bench tser Healthears International Limited, Nottingham site, Thane Ruad,

Horrhnresr, NG9O 2D, Bewws Bprtanis

Pexwitr bewsizep Xeaorep Trvepraner Jimiren, Hovrinrem caitr, Teitn Poyi

Manufacturing License/ Jhnewsin ua sppotunursa: 12862
RESTETS UF
TESTS LIMITS ANALYNES
TOKAIHHEKR FHOPAN PEAYALTATH
: : AHA R

Apperrance (organaleptic)/
Chpe (Opratko, o0 Paauuii)

Civeular, yellow colourcd fozenge with § icon intagliated on hoth
sides £ Ohepy v TBGiAKKE KOBTOID KOBOPY % THCHSHHAM THaKy
S s ofay Gokin.

Cowplies /
Buruwekripac

Average weight (determine with 20 lozenges)/
{Cepeans MAC (BRIAMacTLeN 183 20 Tooanmanay)

2E2T g lozenge
2327 v/ wouadng

2.6
2.6

g Movengy
LR

Laiforinity of mass /
Brivmacnnun iy copeinsol Mach

Must comply Complics with the sequitements of Fu, Ph, 2.9.5/
Mat sUtponi it susoras Capd, 205

Compliss ¢
Binouigac

Upiformity of content / Onnopiuicrs Tiynanus
Amsdmetacresul/ Aniaseiawpiony

2.4 DOBA / 24-TuxonbewniisoBiit can

Must comply swith the requirentents of Fu Ph, 29.6 7 Mac
HLDIGR AT M B s Copad, 2 4.6,
Must conmply swith the regquirements of B Ph 2967 Mo
piosiatn suMoran Cep.d. 296

Conplies /
Brgiosiiae
Commplios ©

Finonina

AMO TDENT / Inewrrudinanin Aatitvueyanpeiony

Must comiply with the approvad test method /
Mat nialDs i TH 3ATBCDIRENOMY METOAY

Complics /
Bianariiac

2,4~ DOBA IDENT / Brencwdinanis 2.4-
,‘lIlX-'Nif)ﬁtﬂ'ﬂiﬂﬂﬁm% ﬁl!fl[!!')‘

Must comply with the appeovad test method 7 Mae stamosizars
STTRUDURCIOMY METOAY

Conplies ¢
Biaouiiac

canpr

Assuy 7 Kiangitne pintuaaeisn! (154 — {1,668 mpdozemge 63 g dorenge
Amylmetacresol / Asnsveranpeioaa €54 - 0,66 vrlwogsrg 0.0} M B ERE
Assay / Kinsricne pisuasesa: {08 - 132 mudiorenie . )
2d-dichlorobeneyd Adcohol / 24-danx o pdemnionni e If g AT ti) s Agrange
2 P8« 132 wrdanaimngs |20 M TRH S

Mierohiotogical Examonation®/

Mixpuodiianorivg yucrora

‘Tntsl servhic microbial cotnt f3arninne susivts
AITTO3ART X MiKpoopranimie:

Bacterts ¢ BagteplT (Pur.Bh.246.12 fCap P26 0
Yeauts and Moulds / Jdpbriosesux rasnicngsu ipubin
HEu PH2612 (Epp @260

Staphylococeus awrens {(Lun Ph2633 7 Cap.2.6.158

Preudomonas servginosa (Lo Ph2.6.1 37 Cap. .2 6. 15

/e Biawane 105 RV

not meys than 107
not more than 10O CFUR 7 ne Guienie 1Y KY O
Absentin | g/ Biggyrmicriow I r

Absend in [ g/ Bineyrnicto n |y

Complies
Cumphes
Complics

Complies

Last tested:
Hata oclanbere
WEUTVRAKS !

s

f Bianosi s
i Bigmonizac
¢ Blaorizac

¢ Blanorutac
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SKU 0300012 W eecitt

Benckiser

Certification statement: / ‘Jagng npo ceprndinanin:

1 hiereby cotitty that the above indormatien is authentic and securate This bateh of produet has been manufacwred, including packaging ¢ labellimg and gualins control
at the above mentioned sie(sy in full caanphance with the GMP requiremenis of the local Regudatory Authoeity and with the specification s the Registration Dovsier
The bateh processing, packagmg and analysis record were in compliance with GME

Lt 2 3300129570, 1 HEBSTENR BIL BIPOPMALIR ¢ Z0CTOBBHNC Ta ToMkon. Lo Cepix) Rpoysin $490 BRPpobiet (a0 REKYBIRHA ' MAPKYBAHHR) T3
HPOBEIEHO KONIPUI 1T HEOCTS MY BULLCASHEMEHITE ALIRNMUL Y ROBMIR B1200ui000rs 3 Bivnrass GMP, sCTaunslaiise MICUSBRY SOrARTOPHUM OPITHANM, & faKow
RIANORIIHO A0 CEUrfkadiit, G0 MICTITHEK ¥ peeiTpariiinomy aocss Tipdroxoaw awpotunurna, nakvBEHNg 16 ANL U318 Y0 NEPCLAZHY I T4 RETRIOBICHD
sintnsiaicrs GMP.

{Comments Komenrapic

= Microbiological 1sting are posformed on one freshly manufactured baich oy vear

¢ MIKpOGIOAOITIHE TOC TYHINGN IPOROIITTACS 1 DIUH CERIT & Do AP By ORY.

The bateh size 15 wdrounted a5 cases guantity per manufectored batch One cuse hay 144 consumes packs.

POIsp copii RICAYENS RX KUILKILTR KOpOUIR sipolineaed copll, Uxnu xopoft sicvurs 14 cromuasnx ynakenos

Name and position/title of person avthoriging the batek refease / I3ate of signatusre /

g : Signature / Hnue ; ;
{ipiasaoe Ta moraaalisannn ocolin. Ska BBARTR RGBT HA BHUYLK cepif & e NESORARIG TSI
: R N (i i e v | i
Al 3 3 iy T Yo b twtasWA® T Fumaoye 1 .
Maniy Turgoose. QF / Operations Quality Manager ¢ sy 0 Tognss s domen | 17921172023
el Data: Jxn 11, 2027 14:36 GMY

Etactranesty srgred by: Andesw (o Etectonabe signed by, Prulin Knighi

Signature;  Mévke onhen 8 2 18 L et Signature: .~ Reyon: Hvevs ieviwen o cociivert
Email: Andrew.Godber@reckitt.com Email: Philip.Kright@reckitt.com
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