JEPXJIKCITYXBA
,T_[EP}KABHA CJYXEA 3 JIKAPCHKHAX 3ACOBIB TA KOHTPOJI;O 3iA
HAPKOTUKAMM Y KATBCHKIN OBJIACTI ™

- npocnext Banepia Jlo6aroscskoro, 51, m. Kuin, 03110, Ten/daxc: (044) 2753030u
E-mail: dis.ko@dls.gov.ua,https://www.dls.gov.ua, Kop €APIIOY 37078774 "

BHCHOBOK -
npo AxicTs BBe3eHOro B YKpaiHy aikapcbroro 3acoOy

15.09.2020 Ne 46235!;2!)[10

CTPENCLIC® ILNIKOC.
(mﬁuenysauwl NiKApcLKore 3acoby 3rinHO 3 peecTpauifiHHM NOCRIACHHIM) ; =
J'ILOJIHHHKH‘ no 8 ApoasHukis y Gaicrepi: no 2 6aicrepn B kapTouuiii lcopoﬁu
. (opMa BMMyCKY, ACIYBAKHA, DAL NAKYBAHHA fikapcekoro 3acefy) 3

ol 2 .
W
) o e i e 8 0

7 Homp peec'rpaumuom nocainuentis UA/3915/01/01 crpox nif péectpauiittioro nocsinuents 09.02: 102 &

. ’:1"‘&»'

Cepis nixapckoro 3acoby M KB278 - KinskicTs peesenoro nixapesxoro-sacofy 65088 i g

Brpobhix Pexkirr Benkizep Xenckep Intepnemun Jlimiren, Benmca-.«Bpii

(HalMEHYBAHHS BUPODHHKA niuapcx.uom 3acoby, xpaika noxonmui} ;

Baeseno 8 VKP?‘F“Y TopapucTeo 3 06MexeHo0 BixnoBinambRicTIO "PeKKiTT Bemm'
Xaycxonn Eng Xenc Kep Vxpaiua®, lxeur. xon: 33696041
(mattmenynanua ra xoz 38 EIPTIOY iopuauunol ocobR a0o nplaekme, IM's, no- Ga'm:on iy
©ocobu - nianpuenmts, T Micue TPOXHBAHHA TA peecrpminnnﬂ HOMED odnlmm’l xap'ml T

nonatxis aGo cepl Ta RoMEP naonopTa) : L

Ipotoxoa ssyansHoro koutpoio iz 08.09.2020 X 2896!2.

3a peIyNRTATAMM [EPKABHOTO KOHTPOMO BCTAHOBNEHO, WO Aikapckuil 3aci6  BBeseno B Vpainy, 3
AOTPHMAHHAM BUMOT 38KOROIABCTEA WOA0 3a6e3neuenna AKOCTI nikapesKuX 3aco6is.
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DocuSign En:velope ID: 93788025-235E-4C31-9F29-484BA2F9BC33

SKU 3020904 g ~Ret:k "

‘Benckiser
COA VERSION 14 UALITY CERTIFIC CEPTHOIK KOCTI
NAME OF PRODUCT: {STREPSILS® PLUS CERTIFICATE/CEPTH®IKAT
HA3BA IPOAYKUI:  JCTPENCLIC® ILTIOC Ne 237799
Country of manufacturing / Kpalaa-supoGnrnk JUnited Kingdom Bensxa Bprranis
; CERTIFICATE REGISTRATION NUMBER: |U'A/39!5/Dli0| FROM 09.02.2016 TILL 09.02.2021
HOMEP PEECTPAIITHHOIO IOCBYYYEHHSA:  |UA/3915/01/01 Bif1 09.02.2016 AIMCHE IO 09.02.2021
Amylmetacresol 0,6 mg / Aminmerakpeson 0,6 mr;
Strength / Potency: / Craa oif / AkTasHicTs: 2,4-Dichlorobenzyl Alcogol 1,2 mg / 2,4-nuxnop6ensunosoro cnmpty 1,2 Mr;
) JLidocaine hydrochloride 10,0 mg / ninoxainy riapoxaopuay 10,0 Mr
Dosage form / Jlikapenka dopma JLozenges / Maomsmsn
Packape size and type / Poamip s Taun nakosauns INe16 (3 x 2) in blisters / Ne16 (8 x 2) y Gnicrepax
BATCII NUMBER/ HOMEP CEPIl: |KB278 {DATE OF MANUFACTURE: / JATA BHPOEHHIITBA: Jul-20
EXPIRY DATE / JATA 3JAKIHUEHHA TEPMINY
BATCH SIZE* / POIMIP CEPII* 904 CA NPHAATHOCTT: Jul-23
Responsible for manufacture of the product, packing, |Reckitt Benckiser Healthcare International Limited, Nottingham site, Thane Road,
quality eontrol and release / Bianosinancuuil 3a [Nottingham, NG90 2DB,United Kingdom
BHPOGHANTBO, NAKYBARHS, KORTPONL HKOCTL TA Pexkitr benxizep Xenckep Inrepheuran Jlimitex, Hotrinrem caifr, Teitu Poya,
BHOYCK ¢epil: Horrinrem, NG9¢ 2DB, Benvixa Bpuranis
|Manufacmring License/ Jlineniia na supobunnrro: 12862
Certificate of GMP compliance of listed site /
Cepradixar signosinaocri GMP aas 3azuaqenol UK MIA 12862 Insp GMP/IMP 12862/119098-0020
foiiemAni:
. , i ritl
Appearance {organoleptic)/ A pale blue-green circular lozenge with S icon intagliated on both 5
: ; 2 Complies /
Ounnc (opranonenTRIaRE) sides / Kpyrni neomssyki 61in0 ronyGoraTo-3e/16HOTO KOALOPY 3 : 8
. Bianosinae
‘THCHEHHAM Bykax S 3 06ox Gokis. .
Average weight lozenge (determine with 20 lozenges)/
Cepequa Maca SL0AAAKHKS (BAIAAYACTRCE Ha 20 2.5-2.7 g/ lozenge g flozenge
IEONHAAKAL}) 2.5 2.7 r/ meopanux 48 /MEOAHEX
Uniformity of Mass (Eur.Ph.2.9.5)/ Must comply with the requirements of Eu. Ph./ Complies /
OnnoponsocTs Macen (€sp.d. 2.9.5.) Mae sinnosisati Bumoram Erp.©. Bianoeinae
Identification Amylmetacresol / Must comply with the approved test method / Complies /
InesTadikanin AminmeTakpesony Mae BIANOBIIATH 3aTREPIKEHOMY METOLY Bianosinae
Identification 2,4 - Dichlorobenzyl Alcohal / Must comply with the approved test method / Complies /
lnentadikania 2,4-inxsopGeninnosore cnnpry Mae BitNORILATH 3ATREPIKCHOMY METOTY Bixnosisiae
Id:nhﬁc.mou L:d.ocainc hydrochloride monohydrate / Must comply with the approved test method / Complies /
Ineamadikania aizoxalny rippoxnopaay Mae bi i 2 :
. BE BLANOBLAATH 3aTBCPIKECHOMY METONY BJ.EIIIOBIJZIB.C
MOHOTLIpaTY
Assay / Kitnkicae BHIRAREHANR;
Assay/ Kiibkicne BuzBaQCRER: 0.60 mg lozenge
Amylmetacresol / AMRrAMeETaXpesoaa 0.53 — 0.68 mg/lozenge (Mr/aboaanNK) : Mr{AvORHRE
2,4-dichlorobenzyl Alcohol / N : mg flozenge
2, 4-[luxnopberinaonuil cnnpt 1.05 - 1.35 mg/lozenge (ur/monsikx) L Mr/neozREHE
Assay / Kinbxicne pranauennn: Lidocaine )
h-ydrochloride monohydrate / ninokainy 9.0 — 11.0 mg/lozenge (Mr/npoasHuK) 99 :‘:ﬂnmm
riApoXAOpHAY MoHOIApATY
**Microbiological Examonation/ Lt
. " HaTa ocTasmsoro
**MikpoGionoritmns ancroTa
TECTYBAHA:
Total viable count: 3aransua ximpxicTs ®urTesgaTHIX
—— Dec-19
OpraHiIMIB:
Acrobic bacteria / AepoGuix GakTepifi . 5 ; gl
(Eur. Ph/Esp. . 2.6.12) Inot more than 102 CFU/g / we 6inswe 102 KXYO/T Complies / Binnosizae
Yeasts and moulds/fipinckessx Ta nickasux rpuGin : 2 o 5
(Eur. Ph/Esp. ®. 2.6.12) %"3&2‘“ Bingiosiine
A

ke
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DocuSign Envelope 1D: 93788025-239E-4C31-0F29-464BA2F0BC33

SKU 3020904 B reckitt
Benckiser
Staphylacoccus aureus (Eur. Ph./Esp. ©.2.6.13) Absent in | g/ Bincythicte B 1 1 Complies / Bignoeinae
udomonas aeruginosa (Eur. Ph./Esp. ©.2.6.13) Absent in | g/ Bigcyrhicts s 1 r Complies / Bianosizae
Cerification statement: / 3ansa npo ceprudixanico:

I hereby 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 focat Regulatory Authority and with the specification in the Registration Dossier. The
batch processing, packaging and analysis record were in compliance with GMP.

L 2 30¢mix9y10, MO HaveacHs BmE (HOOPMALIX € ZOCTOBIPROK Ta TOMHOMW, Liko cepito npoayxuil Gyno Brpobieno (Axmosaroun TIEKYBAHHN / MADKYB2HAX) T4
0POBE/IEHO KOHTPOITE I KOCTI Ha ArmesaInasex i AimHnw y oBHi BiNnoniAnocTi 3 suMoTams GMP, BCTAHORECHHMY MICHEBMM PETYTIATOPHHM OPTAHOM, 8 TAKOXK

Bimmorimo 20 cnenndixadif, mO MiCTATECA Y peecTPanifHOMY 20CHE. TIpoToxonK BHPOGHKITBA, IAXYBAHHA Ta AHATIIIB 6YN0 NEPETNAHYTO T2 BCTAHORIEHD
RimmoBiAHicTR GMP.

Comments /KomenTapi:

'The batch size is indicated as cases quantity per manufectured batch. One case has 72 consumer packs,

[Poanip cepil 3aseaneso xx xinLxicTs kopobis BHpobneHol cepii, ORuH XOPoG MICTHTE 72 CIOXHBYKX YAKOROK.
** Microbiological testing are performed on one freshly manufactured batch per year.

** Mixpobionoriie TecTysanna npoROARTECR HA OAHIN cepil B pik mpu BuMyCKy.

(Name and position/title of person authorizing the batch release /

Signature / Tiaone Date of signature /
Ipissrine T2 nocaxa/3BanEs ccobH, Hka RRALNA 10IBiN HA BANYCK cepil Z L JaTa ninnucasns;
DocuSigned by:
(_Nsteia Styllanou
; -07- 11:4
Natela Stylianou )  signer Name: Natela Stylianou 30-07-2020 | 3 BT

Signing Reason: | approve this documen
Signing Tkne: 30-07-2020 | 11:43 BST

B2FAC1E8B4B049EBDAABTBBD252D1(B48
Quality Technical Support Mgr and QP

Reckitt Benckiser
Web:www.reckittbencklser.com

Rian. Cods




HAEPXJIKCITYXBA
AEPKABHA CIIYXKBA 3 JIKAPCbKHX 3ACOEIB TA KOHTPOJIIO 3A

HAPKOTHKAMM Y KAIBCHKIM OBJIACTI

npocnext Banepis Jlobanoscwkoro, 51, M. Kuis, 03110, Ten/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https.//www.dls.gov.ua, Koz CIPIIOY 37078774

BHACHOBOK
mpo AKiCTL BBe3eHOro B Y kpaiHy Jikapcbxoro 3acoby

23.03.2021 N 12250/21/10

CTPENCLIC® ILIKOC
(naRMeHYBAHHN RIXBPCLXOTO 38C00Y ILMHO 3 pECOTpATREmM NOCRIAMEHHM)
JbOASHEKH; N0 8 Abonsmukis y baicrepi; no 2 aicrepu B KapTonuif xopo6ui

(thopma BUTTYCKY, BOIYBAKRA, KA LAXY BaHHA NKRPCHEOIT Ja000Y)
Howmep poectpaniftroro noceixvenss UA/3915/01/01 crpox it peecTpauiftboro nocsimmensx 09.02.2021
Cepia nikapceroro 3acofy N KN067 Kinskicts Baesesioro nikapesxaro sacoby 127440

BupoGauix Pexxirr Benkisep Xenckep Inrepuenmn Jlimives, Bemaxa Bparais

(rafuenynanns BrPOSHHKA YiKapenkoro 2.0y, kpalHA noxomwecHiu)

Baesono 8 Vapalny TopapacTso 3 06Mesenoto BiznoRigAILHICTI "' PesciTr Beuxisep

Xaycxoan Eng Xeac Kep Ypalaa", txexr. xox: 33696041

(nasheerynanna 18 xoa 38 EIPTIOY wpmamol 0006% 250 Nplsautie, e, 10 GaTLEo] lrwano!
0cofu - ninmpaeMus, T uicue npowksanAs Ta peecTpauditanit nomep omixonol KupTRH MAETHRKS
noaatxis a5o cepis T8 HOMCp NacnopTa)

Hporoxoa slayantuore xourpoawm rix 17.03.2021 M 0746/1.

Outexcit COJIO/IPAR

(inlidam 13 n;x;mme)

/).cpciwaom m;npomo)
M
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SKU 3020904

‘;rReckitt

Benckiser

COA VERSION 14

QUALITY CERTIFICATE / CEPTHWRIRAT AKOCTI

NAME OF PRODUCT: STREPSILS® PLYIS

CERTIFICATE/CEPTHOIKA'T

HA3BA MPOTYKLUT: CTPETNCLTC® IN.NHOC

Ne 243849

Country of manufacturing / Kpaiva-sapotunk

United Naegrdom Beoasn bovans

Strenpth f Potenry: £ Cuoem il Axtnanicen:

CERTIFICATE REGISTRATION NUMBER: UASYISDLLT FROM UG 02 2000 1L G900 |
HOMEP PECCTPAUISTHOT O TOCBLIYEIN(51: UASSYE5/01:00 BITGS 02 20 6 JIICHE [O 0942 2021
Anndrelacresol 00 A s setaepesoer 6.5 s

N

2 -Dhchlorobenayi Aleogl

L docane hvdrochlonde 100 me s

S 4 2 A 0nBERBLOBOI O CHHPTY E2 T,

NAFHY L

Vorupoxseniy 1D Mg

LYasage forn ¢ Jdikapeoka popma

Lozenges 7 Mecugninn

Vackage size and type / Posmip 1a Tun nakomanun

Nelts (8 x 2)nbhisters /S Nel b (8 < 2) v Emicrepax

BATCIINUMBER / HOMEP CEPIL |KNG6T DATE OF MANUFACTURE. jJTATA BUPORHHITBA: 112020
BATCH SIZE* / IOIMIP CEPI* —— EXPIRY DATE CSINTA LAKTHUET IS TEPMIHY s
SATCH SIZES 703 ’ L NP DIOCT] e

Respoasible for manufacture of the produet, puckiag,
quality control and release / Bianosiaanonutt 1a
BHPOGIMLEBG, HAKY BRI, KOUTPOIL MNUCH T4
BMUVCK cepii:

Kecatt Berokser Healtincare ternabiong!

Nictinpghan MOS0

imiited, Nottinghani sie. Thane Road,

Peydon

Prickyrr oe Hoviress cuin

ccp Jsitepneanin
SHHC R

Tenn Poyr,

N
NI

fartnen bpiviiia

Manufactyring License! [liueniin na sHpoSuRuYBo:

J215602

Certificate of GNP complinace of listel site /
Ceprudinat sinnosimoeri GME Lis tnaneuol

UK ATA 12862 Dnsp GMP/IMP 12862:119098-0020

RIUINIT SN
KESULTS OF
TESTS LINUGTS ANALYSIS
[HOKASHHKI HOPM PE3YIBUATH
SHAALE
Appearance (organoleptic)y/ A pale bluc-geeen Circular ke with 3 1eon intaghated on both . »
Oune (DpravoiieuTHENI) sides CKpyean s sk Hian FOMVDHORATD-3CNCHOTD KGALORY 3 Complres:

- o Brinosiar
THCHCHEDIM SYRBH S 5 ohoy Hokis HHoBLL:

Average weight lozenge (determine with 20 lozenges))
CeNeus Maca JILOANIHKS (BH3HAYMACTLCR ua 20

ALOAHNA KA}

el e forenee

Sy

a4

v lozenge

NS}

. b
HLOTEIE HIGASHIK

S5y

Uniformity of Masy (Eur Ph. 2
Onuopoanncry. macenr (Cop @ 295

Must comply with the seqarcerments of Fu PhJ Comples

Mae mijmoaiar gimoran Cop Braoen e

{deatification Amylmetacresol /
LienTadixning Amiaveraxpesony

Must comply with the approsed test method / Complies

MUt BLIHOBLAUTH 50 a2 e nomy sere, 1y Bianosy g

ldeatification 2.4 — Dichlorobenzyl Alcohol /
Lienvadixani 2,4 Inxiopbeninoporo CALHDTY

Must comply with the appros ed test method ¢ Complies /

Mae BIIUICRTITH 30T H(fl'.‘,’l.»l\'{‘H(‘\!V MOETRAY Bl,’UIL‘Bi,UCl('

Identification Lidocsine hvdrochloride monohydrate /
[nenrudixanin sitexainy riapoaioprav
MONGITIpATY

Must comply sath the approved test methad / Comphes /

MUACHIICBLATH JATHCRIBREHOMY METU Y Buznosinae

Assay / Kiekicne swinasennn:

Assay/ KLlbKicue sHInaueuna:

fApexaopi1y MonoriapaTy

LA IR TE. - " ol
Amylmelacreso) / AMuameTaRpeona SAE M lrzenge LR 60 b
2d-dichlorobenevl Atcshol / . -
. : 3 Las — b WS madororee (a0 s 1% s wranse
2A- luxaopbeminiosui CUupI N ' PR RNSRYN
Assay / Kiabkicue ewinasenun: Lidocrine
hydrochloride monohydrate /oioxainy GO 1a MR N07ENEE (1 NS IR ) - N ferenee

WIIRLOARNIK

**Microbiolegical Examonation/
S Mikpolionerivna unerory

Yotal viable count: 3aranLHa KINEKICTH RUTICIAATHIY
s‘)}’}l'i\lﬂ iMIB

Acrobic bacteria © Aepubris Gaxremi

tlar Phibsp @ 2612

Yeasis and moulds [Ipraacsuy 1% nenssny opofi
(e Phitap @ 26 12)

Last tested
ilata ocrannbore

TeCTY RGNS

1220019

ROt mare than Wb U e Glaane 0 KVOS

omphies £ Biomon,

nol nore tan 100 CF U we Gostse 100 K YO0

omplies © Broouga
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SKU 3020904 TReckitt

Benckiser
Stapbylococcus aurens {Eur. PR/Esp @26 13) Absentn e Buevrneis o Lo Compltes / Buanosyaac
Pseudomonas acruginosa (Bur Ph/Fap & 26 12 Absentn by S By w b Comphies / Bianosyac

Certification statement: / 3aasa npo cepradikauin:

1 hereby certity that the abiose mformation is authente and accnrate. This batch of producs bas been nanufacirsd oncliding packaging iabelhag and quality conirl a0

the above mentoned siels)in full compliance wath the CMP equirements of the jocsl Rey
F
LI A 3ACBII4YK), 10 HABLATHA BHULC IHOUPMALLA € OCTOBIPHOK T3 Tudnio. bl copio npoavkrn

shatony Austhonty ang with the speaifizaton in the Rewstranon Dessier. e

batch processimg. packapimy and analysis record were in compliance wib

o "r”}""""TI\JHL‘ {BKIBOMARY M TAKVRDIHR - MAPKYRAHHA) T4
HPUIE AL IO KOHTTIYU, 1T AKOCT) HA HIULESATHANEHTA TUTREILL Y TIOAMIA KIATOBLAROCTT 3 suMbrasy GMP | 8CTaHORICHUMHE MICLEBUM PEIY A TOPIHM UPratoM, 3 (3k0a
BIANOREIHO /18 COCUMPIKAbIN, L0 MICTATBER ¥ PRECTRAITHOMY A0 HIDOTORGIH BHDOORMIITE, 1KASYBALIES 1O ANANIBR HYNO TEPerIANYTC T3 BCTANOBICHE
snosiucts GMP

Comments /Komentapi:

Pornp cepi 123¢aneHe BK KIILXICTS kopobie BIIpodaeier cepii Clann kapos sictiute 11 cHosi g VIImKoRek
** Microbiologieal testmg are performed o one [reshly manufaciured batch per vew
** MikpoBINNONIHE TECTYBAMIA TIPOBOHTECS 1@ OIHIN CTPI1 B PIK HPi BHIYLKY

The batch size is indicated as cases quantity per manutectsed batch, One case has 72 consumer packs

Name and position/title of person authoriziog the batch relense /

Date of signature/
IMpiasswe 13 nocnaa/38aune ocolin, AKA BEARAD 101KLY He REIYCN Cepit

Siguature / Hiongc .
Mara nianecanns:

tandy Turgoose o Dozusigned by [ 4-Dec-2020 |

Vo
’» Py lusgocie
Sigrer Name' Mandy Turgooss
Factory Suppliers Compliance Manager and Qualifyed Bpfpascn laopiova tis document
k Sigring Time: 04-Dec-2020} 10:28 GMT

~~-3ATA3GAATDFB4TA4B4BBBASTECO1928C
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