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CERTIFICATE OF ANALYSIS/ CEPTHOHKAT AHATH3A

PROBUCT / NPOAYKT Strepsils® lozenges with honey and lemon #24 / CERTIFICATE OF
Cl'peucmlc'ﬁ' TaDIUTKH 411351 PACCHCBIBAHIS ANALYSIS/
AMCAOBO-TMMOHHBIE Neld CEPTHOHKAT
ANACIIAA
ACTIVE INGREDIENT/ Amyhactacresol # 2. 4-Dichlorobenzyl aleohol ¢ SKU 3081213

AKTHBHOE BEWLIECTBO

AMuim CTaKPLU3OM "

2 4-anxnopbeH N noBLIE CHIHPT

BATCH / CEPHSA TD724 DATE OF MANUFACTURING / (03 3623
AATA NPONUIBOJACTBA
QUANTITY, CASES* / 1728 Ca EXPIRY DATE/ 03 2028

KOAHYECTBO, KOPOBA*

rogjocTty

AATA OKOHYANHNRA CPOKA

NORMATIVE DOCUMENT
VERSION/

Ha

ITNGIS151/02-270922, approved 2022-09-27 /
[TNOISTF/02-270922, yrs. 2022-09-27

API MANUFACTURERS,
COUNTRY, BATCH/
NPONUIBOANTE.IH
CYLBCTAHUHH, CTPANA,
CEPHWA

2,4-dichlorobenzyl alcchol / 2,4-anx10pGenznaonbii coupr
- BioXera Pharma Pyt Ltd., India ¢ bnokcepa @apya [st. olra., Haans,

Batches: DUBA/QLR/03/24 & DOBAQ 1905724

Amylimetacresol / AmnasMerakpeso. -

- BioXcera Pharma Pyt Ltd., India / baokeepa @apya [e1. Jlta., Maaws,

Batches: AMC/025/05/24 & AMC/026/05/24

TEST /
TECT

Appearance / Ounecanne

SPECIFICATION /
CNEUHNPHKALNA

Cireular yellow coloured lozenge with §
1con intagliated on both sides. White
plagque, uncven coloring, air bubbles in
caramel niass and msignificant edge
roughness are aceeptable. / 2Kenrrsie
[IFOCKOUMIEHHAPHTCCKAC Ta0IeTR N ©
myobpasenney 6ykebl S ¢ 2-x cTopon
Tabuerkn. Jotyekaetes GClbU BaeT,
HCPABHOMC PHOCTE OKPRLLMBAHHS, HLJHYNL
1Y3BIPBKOB BO3AYXA B KAPaMUlbHON Macce
M HUSHIM N TCIBHAS HUPOBHOCTD KPAUB.

RESULT/
PE3IYADLTAT

Circular yellow coloured lozenge with §
icon intaghated on both sides. Presence of
white plagque, uncven coloring, air
bubbles in caramel mass and insigmificant
edge roughness. / 2Keirmsie
HIFOCKO LI HAPHYCCKAC TabIeTRA ¢
myobpwkenem Oykeel S ¢ 2-x cTopon
Tabue Ty, Haunoene denoro nasera,
HCPEBHOMCPHOCTH OKPRLLN BAHHS,
HYSBIPBKOB BOLIYXE B KAPAMUIBHOM
MACCC M HUBHIMITCILHON HOPOBHOCTH
Kpacs.

Identification /

Mo nnnoers
Amylmetacresol

2 A-dichlorobenzyl alcohol ¢
AMAIMCTREPC 300

2 4-auxnopdeniniuoBe i cispt

Retention times of the two principal peaks
in the chromatogrant obtained with the test
solution corresponds to that of the peaks of
amylmetacresol and 2,4-Dichlorobenzyl
alcohol accordingly in the chromatogram
obtained with the standard solution. ¢
Bpescna yAepuKnBaHHS ABYX OCHOBHBIX
[IUKOB Hi XPOMOTOIPEMME HCIBITYCMONQ
PUCTBOPE AOJBKHBL COOTBE TCTBOBITE
BPCMCHEM YACPAHBRHIS [IHKOB
aMpIIMeTaKpe oa 1 2.4~

Conmplies ¢ CoorpeTeTBY CT




.-'IHXJE{JP()CH','H-IJIOBUI'O CrupTa
COOTBCTCTBUHHO HE XPOMATOIPAMMY
CTAHAAPTHOFG DAcTBOR
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Average mass and Uniformity of
mass / Cpeanns Macea
OAHOPOANOC b MACChE

Related substances!/
PoactBenubie npuseci’

Uniformity of dosage units!/
OQaopoanoe rb 1030 poBanms!
Amylmetacresol

2 d-dichlorobenezyl alcohol /
AMAIIMCTREDPCION

2 A-anx nopOeinoBsi ciinp

231027¢
18720 lozenges - not more than | 3%,
220 lozenges - not more than 1+ 10% ¢
or 2530271
1R/20 tabnerok ne Gonee | 5 %
220 rabierox - He doaee 10 %

2. 4-dichlorobenzaldehyde - not morc
than 0.53% /
2 A-anxnoplensaieactni - ne doee 0,5 %

AV lozenges < L1 %
or AVy lozenges < L1 % and not a single
vilue of the individual content in any
lozenge would be less than (I L2 x
0.00M % and more than (1 + L2 x 0.0 1M
. L1=130andL2=250"/
AV )y mabneTok = L1 %

i AV tabuerok < L1 % o nu oasoero
SHATCHNS HMHAMBRAYATLHOLIO COACPKANNS B
Jnoboi Tabnerke, koTopot BeU10 BBl MeHCT

yem (1 - L2x 0.00)M %
noonee wes (1 - L2 x 0,01)M %4,
L1 pasno 15,6 n L2 pasno 25,0

26gi26r
Complics ¢ CoorsereTsycr

Not applicable at releasc ¢

He HPOBOAMTCA [1PH BBEILYCKC

Not applicable at release /
He npoBoantes npu BeInyceke

Microbiological examination?/
Mukpobuo.aoruaeckan unerora’

Assay / Koauveersennoe
UIIPE,JEVIE}IHE

Amylmetacresol /
AMBIEMCTERPC 101

2 A-dichlorebenzyl alcohol ¢
2 A4-auxnopbe nnnoBbli CHRpT

Packaging /
Ynakoska

Category 2
TAMC: not more than 1072 CFUig
TYMC: not more than 10~1 CFUig
Absence of Pseudomonas aeruginosain 1 g
Absence of Stuphivlococcus aurensin 1 g f
Kareropus 2:

Qbmee HHe1o #)pobipix
MUKpoOpraniMos - ue bonee 1072 KOE«
Obwee 110 APOUGKUBBIX ¥ ILICHUBBIX
rpubos - ne Gonee 10°1 KOE/r
OreyTersie Pseudomonas aeruginesa 8 1 r
Oreyrersue Staphyiococcus aieus B 1 r

0.53 to .68 mg/lozenge /
o1 0,53 a0 0,68 smrifrabn

1.03 to 1.35 mg/lozenge /
or 1,05 a0 1,35 survtabn

12 tablets ina blister
(PVC/PVDC aluminiun ). 2 blisters arc
placed into a carton with the patient
nformation leaflet. 7 [To 12 tabuerok B
ourmcrepe (MBXTIBAX Ainosunni). [To 2
GupeTepa NOMCIUAKYT B KaPTOHHYKY A1KY
BMUCTC ¢ HHCTPYKLIHCH 110 IPHMCHCHAO,

Complics / CoorBeTeTByCT
Date of last west ¢/ Jata nocucanero
TUCTUPOBAHHSA
G3 2024

0.63 mgflozenge /
0,63 srirad

118 mgflozenge /
1,18 srfrabus

12 tablets inoa bhister
(PVC/PVDC/aluminium). 2 blisters arc
placed Into a carton box with the patient

information leaflet. ¢

[To 12 rabueTok B GumeTepe
(NBXAIBAX Aososinanii), [To 2
OUIHCTCPE HOMCILCHO B KUPTOHHYIO 4Ky
BMUCTC ¢ HHCTPYKLMCH 110 HPHMCHCHHK,

Labeling / MapxknpoBka

[a nepsuanod ynakoske (Gunciep) 1a
PYCCKOM 93bIKC YKIIBIBIIOT: TOPLIOBOL

[Ta nepsainoi ynakoske (Ouuetep) na
PYCCKOM H3BIKC YKR3IHO! TOPIOBOC




HAHMUHOBEHHC NPCNApara ¢
HPCAYIPCARTUIBHON MapKUpoBKoi B,
HEHMUHOBAHAS ACHCTBY KX BLUICCTE ¢
YKO28HHOM HX KOJHMUCTE, JICKAPCTBCHHY IO
(hopAY, NOIOTHI (PHPMBL-TPOHIBOARTC IS
(rpa ik - TCKCT Ha aHFITHACKOM S3BIKC),
HOMCD CCPHH, AGTY OKOHMAHHS CPOKA
FOAHOCTH, BOSMOMHO HANHAC
BHYTPHIPOMHIBOACTBUHHBIX KOMOB.
Ha sropeunoi yHakoBre (Laka
KaPTOHHAN) TADICTOK 4018 PRCCHCHIBAHMS
[MCAOBO-IEUMOHHBIX ] Hit PYCCKOM S3BIKC
YK3BIBAIOT, TOPEFOBOC HAHMCHOBAHKC
HPCHAPATE ¢ HPCAYHIPCANTCBHOHR
MEPKHPOBKOH #, KOIHUCCTBO TabICTOK B
YHEKOBKC, JCKaPCTBCHHYIO (hOPALy,
naanneH: «CMAMYAIOWEE
AEMCTBUEY, «C Mea0M | THMOBOMY,
CARTHCCHTHHCCKOT CPUACTBO MU IICHCH S
Gout B ropaey, «Strepsils “»,
«Casirvgiomee acicrsney, «[lpemapar
GKTHBCH B OTHOICHHH IWHPOKOI'O CHUKIPE
IPAMIOITUIKHTCIBHBIX
CPAMOTPRHLATCIBHBIX MEKPOOPERHIMOB
I VPO, OK&3BIBACT GHTHMHKOTHYCCKOU
{(npoTaBorpHbKOBOC) ACHCTBHLE 1
HPOTHBOBUPYCHOUC ACHCTBAC
i vErO ), HOKQUIHAS K HPHMCHCHHIO,
«C1ocol HPHAMCHTHER B 203 CMOTPUTE
HHCTPYKHHIO 110 MUAHIHHCKOMY
HPHMCHCHHIO, », HRUMCHOBAHNS
ACHCTBYIOMEX BCWECTB ¢ YRABHHCM HX
KOIHUYCCTB, COCTAB ¢ Y Ka3aH HeM
HOHMCHOBRHHN H KOIRYCCT B
deflersyromnx Bemeets B 1 rabuerke
M ICPUHHEM BCNOMOLATCIIBHBIX BCUICCTH,
NPCAYIPUARTCIBHY IO HAHIHCE!
«XPAHWTL B HEJOCTYITHOM 1151
AETER MECTE ., YCIOBHS XPUHCHHS,
YCIROBHS OTHYCK, HOMED
PULHCTPALHOHHOIO YAOCTOBUPCHH,
Ha3BaHHL, GAPCC 1oroTun (rpafuka ©
TCKCT Hit dHITHACKOM S3BIKC) (PHPALBL-
NPOMSBOAHTCI, WIPHXOBOH KO,
IPABHMCCKHE WICMCHTBL Jxaiing
YHEKOBKR, 111008116 HbLH
HACHTHDUKALHOHABLE HOMCP TOPIOBOH
canunnbl («GTINSNTINg),
HHAHBHAY 8IBHBL Cepriineti HoMep
TOProBoil CanHHIbL («SN»), HOMEP CCpHI
(«Cepust!LOT»), aaTy HITOTOBICHHS
(«irorosneno/DOM»), aary okontanus
cpoka roanoeti («loacn 10/ EXP»),
HHPOPMALIHIO IS MOHHTOPHHIE ABHIKCHHS
JRKEPC TBCHHBIX HPCHAPATOB 0T
NPORSBOAH TSI A0 KOHCHHOI'O
NOTPEGHTCIN (KOUTPOILHBLH
uaenrud ke onimii snak K3),
BOSMOMCHO HAHYHE
BHYTPHIPOHIBOACTBCHHBIX KOAOB.

T2

Shelf life / Cpok roanocru years {3 roaa
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HAHMCHOBIHNC HpCnapara ¢
OPCAYIPCARTCNBHOH MADKHPOBKOR
HEMMUHOBIHES ACHCTBY HOWHX BCICCTB ¢
YEWHHHCM HX KOIHUCCTE,
JICKBPCTBUHAY IO (OPMY, HOFOTHIT (DHPMbL-
HPOHIBOAITSIB (rpauka  TCKCT Ha
BHFIHCKOM SI2BIKC ), HOMCD CCPHM, A3T8
OKOHMEHHY CPOKY [OAHOUTH, HRIEHC
BHY TPHIPOHBOACTBCHHBIX KOAOB.
Ha sropaunoll yrakoske (Hauka
KapToHHEs) TabICTOK AN Paccacs Bat us
[MeAOBO-IEHMOHHBIX ] Ha PYCCKOM H3BIKC
VK@ 30HO! TOPIOBOC HE MMCHOBAHHG
HPCHAPATE ¢ NPCAYHPCARTCEHOH
MAPKHPOBKOH I, KOIHHCCTBO TabICTOK
B YHUKOBKC, JICKapeTBCHEas fopya,
naanneH: «CMSTUARKLWEE
JAGCHCTBUES, «C Mea0M M IHAOROMY,
CAUTHCCHTHUCCKOL CPLACTBO
A sedennd Gonn B ropiey, «Strepsils s,
«Casramomee aeitersney, «lIpenapar

AKTHBCH B OTHOLWIC HUM IWHPOKOIO
CHCKTPA PPN OKATCBHBIX |
FPRMOTRHLATCIBHBIX MHKPOOPIAHHIMOB
I vitro, OKa4BIBACT 8 HTHMMKOTHICC KOL
{npoTHBOIPHOKOBOC) ACHCTBHE 1
HPOTHBOBUPYCHOU ACHCTBHC
i vitro », HOK@3aHE3 K NPHMCHCH MO,
«C11ocod IPHMCHCHEA B 20361 CMOTPUTL
MHCTPYKUKMKO 1O MUAHITHHACKOMY
HPHMCHCHHIO . %, HRUMCHOBAHHSI
ACHCTBY FOWMX BCICCTE C Y K& HHCM HX
KONMHMECTB, COCTHE ¢ YKa38HHCM
HAHMCHOBIHHMI M KOHHCCTBE
AeHcrByromux semects B 1 rabuetke
H [CPUHHEM BCIOMOISTCIBHBLX BCLLCCTB,
MPCAYNPCARTCIBHES HaHCD:
«XPAHHUTDL B HEAOCTYITHOM 114
AETER MECTE. »., yelIoBis XpaHCHES,
YOIOBHS OTHYCKE, HOMUED
PUIHCTPRILHORHOIO Y AOCTOBCPCHIMS,
HASBAHHC, 2APCC 1 TOTOTHIL (papukd -
TCKCT Hit @HITHHACKOM S3BLKL) (hHpMbL-
NPONBOIITCI, IWTPHXOBOH KOO,
EPaPHMCCKHE ICMCHTBL A R
YHAKOBKH, FIOGRIbHBIH
HACHTHPHKELHOHHEIE HOMEP TOProBoi
cannsnbl («GTINANTING),
HHAHBHAY AbHBIH CCPHENBLE HOMUD
TOPIOBOH CAuHHUBL («SN»), HOMCP CCpHi
{(«Cepust/LOTw), aara 03roTOBICHHS
{«sroropneno/DOM»), aata oKOHMaHH
cpoka roguocty («logen a0/ EXPy),
HHBOPMALN 111 MOHHTOPHHIG
ABHIKCHMSL ICKRPCTBUHHBLX HIPCHAPATOB
OT [IPOH3BOAMTCIS A0 KOHCHHOO
HOTPEOMTE (KOUTPONBHELA
uacHTHhHKanoHnb A 3Hak KH3),
BHY TPHIPOHIBOAC TBCHHBIC KOABL

3 years {3 roaa
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Stor: Y . \
Storage / ¥ c1osu Do not store above 25°C/ Xpanu s 1px restneparype ue sbitne 25°C.

XpaneH s
Manulacturer / Reckitt Benckiser [lealtheare Internationat Ltd, Thane Road, Nottingham, NGS0 2DB, UK /
Mponzsoastresb Pexuarr benskmzep Xeackip Unrepnemi JIra, Felin Pova, Horrunres, NG96 2DB,

Be lHKoGpHTaNns

I hereby certily that the above information is authentic and accurate. This batch has been manufactured, including
packaging, labelling and quality control at the above mentioned site in full compliance with the GMP requirements of
the local Regulatory authority and with the specifications in the Marketing Authorization of the importing country. The
batch processing, packaging and analysis records were reviewed and found te be in compliance with GMP.
I confirm that this batch of medicinal produet conforms with the registered QC specilication ol menticned Normative
Document for the parameters tested. / Hacronmns st norsepxiaan, 4o 10GopyManis Bplile Bepnad i rounax. dannas
CEPHN JIEKADPCTBEHHOIC NPeNAPATa NPOHIBEISHA, BRIKYAN YIAKOBKY, MAPKHPOBKY H KOHIPO.IL KAYECrsa na
BetlIeyKalanHoii  npomspoacrsennoii maomaake B poanoem ceorperersun ¢ GMP  orpeGosannsMn MecTHOIO
JAKOHOJATENBCIBA H JAPErHCTPHPOBAHHOA B crpane nazpauends coennueanmei. 3anuMen 10 nPOHIBOACIBY,
YIAKOBKE, KOHTPO.1H0 Kauecrsa Gplan nposepens: na npeaver coorsercisus GMP. S noarsepaaaio, uro jannay cepus
JARKAPCIBEHHOI0 [IPeiapala CovlBercrsyer cHenHpHKAUMN YRKAZAHHOH BbUUE HOPMATHBHOH JOKYMEHTAUHH [0
[P OBEPeHIBIM [I0KA 3 FE. 150,

Date of release/aara spnyera/  [8.03.2025, Qualified person/
(Y7:38:26 )

YHOIHOMOYEHNGE

JHBO:

Date of CoA issue if diflferent — Slectronically sgred by: Mandy
from date of refease/aara Signature: m‘”‘*j T e approve this dosument.
COMAANNR Cep MK 1A, ecan -~ Date: Mar 24, 2025 4615 GMT
OEIHYACTES O F 42 Fbi
BBHIYCKA:

Email: mandy.turgoose@reckitt.com

*

In the "Quantity” cell the unit of measurement is cases. | case contains 144 consumer units. ¢ B rpade «Komspeerso»
CAHHHOCH HIMCPCHIS SBUSIOTCH KOpoDa, B oanoM kopobe Haxoautes 14 norpeln1clisCKHX YIAKOBKH.

! The paramcter has been introduced in accordance with the requirements for standardisation of this pharmaceutical form in
the Russian Federation and may be absent in the quality certificate for the final product of the manufacturer. The contpany
guarantecs quality based on this paramoter. ¢ [TokasaTais BBCACH B COUTBCTCTBAN ¢ TPCOOBRHHEAME, HPCADLIBIEACMBIMN K
CTAHARPTHIA UMY JdHHOH HCKapeTEeHHOA Gopaibl B PO, 0 MOMKUT OTCYTCIBOBATE B CUPTHIMKATS K@UCUTES HPOHIBOANTCIS
Ha roToBeE poayKT. MHPM FapanTHPYCT KA4CCTBO 110 A4HHOMY HOKASETCILO.

* Analysis of the paramicter is not a routine analysis and is carried out once a year, the paramcter may be absent in the quality
certificate for the final product of the manufacturer. The company guarantees quality based on this parameter. / Onpeacinenne
AAHHOFG DOKS AT HC SIBEACTCH PYTHHHEBIM B APOBOAUTCS | Pal B IO, HOKAZICb MOKCT OTCYTCTBOBATE B CePIHBuUKaTS
K@HCCTBH [IPOHIBOANTCIN H FOTOBBIH HIPOAYKT. DHUPMA rapaH1 HpyCT K@HCCTBO 110 JaHHOMY NOKIZITCITIO.

r_‘{—\]o _a—‘ll_ ?_!eciron\'cah‘y signed by: Mandy .- : ey Electromcally signed by: Philip Krighié
. T . . : o Reasor | iewed i
Slg“ature: '_\ /) R Sg?s%?;ﬁ‘ e;{frzo['»lfze J,‘g; Gocg;ir;?nt. Slgnature: - .&_.-.7'-_“ - E:;i::’;n! mvz;zu e:e s .
qle: Mar 24, 5 0815 (! — e —— e Mar 27, 2025 08: 57 GAT
Email; mandy.turgoose@reckitt.com Email: Philip.Knight@reckitt.com
Elechoviica ried JD} Andrew Godber
. itea authior of iz
Signature:  Méwls- Goctmant 3

Dale: .’v)a} I8 2025 1537 GMT
Email: Andrew.Godber@reckitt.com



