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SKU 0300012 W reckitt
Benckiser

COA VERSION 20 QUALITY CERTIFICATE / CEPTUDIKAT SIKOCTI

NAME OF PRODUCT: [STREPSILS® HONEY & LEMON CERTIFICATE/CEPTU®GIKAT

HA3BA ITPOJYKIN:  |CTPENICLIC® 3 MEAOM TA JJUMOHOM Ne 348560

Country of manufacturing / Kpaina-prpobunk United Kingdom Bemmka Bpurania

CERTIFICATE REGISTRATION NUMBER: Ne UA/6400/01/01

HOMEP PECCTPAIIIAHOIO HOCBUIMEHHS:  Ne UA/6400/01/01

Strength / Potency: / Cuna aii/ AKTuBRiCTE:

Amylmetacresol 0,6 mg / AminueTaxpesosn 0,6 mr,

2,4-Dichlorobenzyl Alcogol 1,2 mg / 2,4-nmanepGensnnoeoro coupry 1,2 mr

Dosage form / Jlixapeska dopma

Lozenges / JIboagauHKH

Package size and type / Posmip Ta THR nakeBanns

Ne24 (12 x 2) in blisters / Ne24 (12 x 2} y GnicTepax

BATCH NUMBER / HOMEP CEPI: |SB297 DATE OF MANUFACTURE: / TATA BHPOGHHIITBA: 02 2024
" was EXPIRY DATE / BATA 3AKIHUEHHA TEPMIHY
BATCH SIZE /PO3MIP CEPIL : 737 Ca OPHUIATHOCTY: 02 2026

Responsible for manufacture of the product, packing,
quality control and release / Bianosinaaenmit 3a
BHPOSHIUTE O, RAKYBAHHA, KOHTPOIL AKOCTI Ta
BHNYCK cepil:

Reckitt Benckiser Bealthcare International Limited, Nottingham s
Nottingham, NG90 2DB,United Kingdom

te, Thane Road,

Pexkirr benkisep Xenckep Iutepueunn Jimiten, HO'ereM caitt, TeitH Poyg,

Horrinrem, NG90 2DB, Bennka bpuranis

12862

Marnufacturing License/ Jlinensin ua supoduunreo:

: RESULTS OF
; ANALYSIS
: ' PE3VIILTATH .
£ Fe il iR P : g a1 AHAJIRIR
Appearance (organoleptic)/ Circular, yellow coloured lozenge with S icon intagliated on both .
Onuc (opranoienTHYHHI) sides / Oxpyrni NLORAHAKHE MKORTOTO- KOMLOPY 3 THCHEHHAM 3HAKY ? P 1‘es
: ; Binmosinae
S 3 000x Gokie,
Average weight (determine with 20 lozenges) / 2.5-2.7 g /lozenge 2.6 g flozenge
Cepeans maca (Bu3HauAcTheR Ha 20 apogannkax) 2.5 2.7 r{ nLoasHRK 2.6 T/ThOAAHKK
Untformity of mass / Must comply Complies with the requirements of Eu. Ph. 2.9.5 / Complies /
Bigxnaenns sig cepeannoi macu Mae BignoBiaatu pumoram E€rp.d. 2:9.5. Binnosizae
Uniformity of content / OaropiguicTe go3ypanns Must comply with the requirements of Eu. Ph. 2.9.6 / Mae Complies /
Amylmetacresel / Aminmerakpesony BiANOBizaTH BuMoram €sp.@. 2.9.6: Binnoginae
Must comply with the requirements of Eu. Ph. 2.9.6 / Mae Complies /
2,4 DCBA /24-Tuxnopéesznnosuii énupr BiamopizaT BUMoraM Cep.d. 2.9.6. Binmosinae
AMC IDENT / Inenrndikauiz Aminmeraxpesomy Must comply with the approved test method / Complies /
Mae BiioBizaTH 3aTREPIKEHOMY METOAY Bignosinac
2,4 — DCBA IDENT / Inentadikania 2,4- Must comply with the approved test method / Mae pignoeinaTu Complies /
AHXN0POEHINAOBOTD CNHPTY 33TBEPTKEHOMY METOY Biznosinae
Assay / Kinpkicne srznauenns: 0.54 — 0.66 mg/lozenge 0.62 mg flozenge
Amylmetacresol / AMuamerakpesona 0.54 - 0.66 Mr/nboAIHMK 0,62  MI/thOEAHAK
Assay / Kinbkicte sasnavenns: 1.08 — 1.32 I
2,4-dichlorobenzyl Alcohol / 2,4-Tuxaopbensnnosuii 08 - 1.32 mg/lozenge 1.8 mgiflozengs
1.08 - 1.32 Mr/npomguuk
CITHPT 1,16 MI/IBONAHHK
Microbiological Examonation*/ Lashiestd;
Mikpobionoriuna uierora® AATa0CHHIE0m0
TECTYRAHA:
Total aerobic microbial count /3aranbue KinbxicTs
04 2023

AITTEINATHAIX MiKpOOpranizstin:
Bacteria / Baxrepii (Eur.Ph.2.6.12 / €ep.®.2,6.12)

Yeasts and Moulds / Jpiamkesnx. Ta mricnssux rpubis
(Eur.Ph.2.6.12 / Cep.®.2.6.12)

Staphylococeus aureus (Eur.Ph.2.6.13 / Cpp.@.2.6.13)

Pseudomonas aetuginosa (EurPh.2.6.13 7 €8p:.2.6.13)

not more than 10 CFU/g / ue Ginpe 10> KVQ/r
not tmore than 10" CFU/g / ué-6inpme 10" KVO/r

Absentin 1 g/ BigcyTtHicTe 811

Complies / Bignoeinae
Complies / Bignosinae
Complies / Bignosigae

Complies /. Biznosinae

Reckitt Benckiser ;
Weéb:www.reckittbenckiser.com
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SKU 0300012 Wi

Benckiser

Certification statement: / 3assa npo ceprudixaniso:

1 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(sYin full compliance with the GMP requirements 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.

w7 3acBiqayo, Mo Hage/ieHa BRLE iHQopMaLid € 0CTOBIPHOI Ta TouHO:0. Lifo cepiro npogykuii yno snpobneno (BKEIOYAIOYH NAKYBaHHA { MADKYBARHA) Ta
NpOBEReHO KOHTPOE ii AKOCTI HA BHLUE3AIHAMEHIA AIMBHUL Y TOBHIi BianosianocTi 3 seMoraMu GMP, BeTaioBNeHEMH MICUEBHM PETYIATOPHAM OPraHoM, a TaxoH
BifmosinHo 710 cienudixadilt, o MicTATRCA ¥ peecTpauiiiHomy Aocse. [IpoTokonn BupeSHALTEA, AKYBAHNA TA aHALi3iB 6YN0 NEPETTAHYTO Ta BCTAHOBNEHO
BiarosiaHicTs GMP.

Comments /KomenTapi:

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

* MikpoGionoriune TECTYBAHHA MPORONHTECA Ha OJHi cepil B pik OpH BHOYCKY.

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

Poamip cepli :azeatieno sk KiNbKicTs kopabis Bupodnedol cepil. Oaun xopob MicTHTE 144 COOXBBUHX YTAKOBOK:

Name and position/title of person authorizing the batch release / , . Date of signature /
. . Signature / Ilianuc .
IIpisenmwe Ta nocana/seanin ocobu, axa Buaana 1o3sin Ha BHOYCK eepii JlaTa nignucanus:
Electronicatly signed by: Martha
Martha Mukange. QP / QA Technical Support Manager. Signature: MMhﬂ M ”kmﬂ ¢ Ressossi approve this document,

Data: Mar 8. 2024 09:16 GMT
Email; Martha.Mukange@reckitt.com

E.’ectroni:r:al.’y 'f;lgnédr #{r AP;:'T’!]EW Godbar SERSRIRES ) ‘Efectrorically sighed by’ Philip Knight
- i iy £ason: | am all i * £ i fi
Signature:  Mbeke e Signature: < y Socumant o vewed s
Date: Mar 7, 2024 10:27 GMT Date: Mar 8. 2024 06:38 GMT
Email: ‘Andrew.Godber@reckitt.com Email: Philip.Knight@reckitt.com

_ Reckitt Benckiser - PAGE 2 OF 2.
Web:www.reckittbenckiser.com 06/03/2024 16:49




JTEPKABHA CJIYKBA 3 JIIKAPC})KI./.IX 3ACQEIB TA -K()HTPO_JHO 3A
HAPKOTHUKAMMN Y KUIBCBKIHU OBJIACTI
npos. Ceitmranoi Hapii, 3, m.Kais, 02099, ten/daxc: (044) 363-06-50

E-mail: dlsko@dls. gov.ua, Kon

€JIPTIOY 37078774

BUCHOBOK
PO SIKICTH BBE3€HOT0 B YKpaiHy JiKapcbKoro 3acoby

01.08.2024

Ne 37239/24/10

CTPEOCLIC® 3 MEJOM TA JIHMOHOM

(nafivedyBanHa Aikapcbroro 3aco6y IrigHo 3

peecTpanifuuM HOCBiAIenHEM}

ALOASIHBKRH; Mo 12 inoasnrKis y Gaicrepi; no 2 Gicrepn B Kaprousiil kKopobui
{bopma BuryeKy, J03YBAHHY, BRJ TAKYBAHH JHIKAPCHKOTO sacoby)

Howmep peecrpaniitroro nocsimwenns UA/6400/01/01 erpok Aif peccrpaiitroro nocsizaesa 01.01.2099

Cepin nikapeskoro zaco6y No SB297 Kimsxicrs sseserioro nixapchroro sacoby 86400

Bapo6ume. _Pexxitt Benxizep Xenckep larepuemman Jlimiten; Besjuxa Bpurauis

" (naiiMenysanns eepoOmERa nikapeskroro aacofy, Kpaiba noxX0mKess )

Baesenos Vxpainy  Topapuersos o6MexeHo10 BinoBinansricTio "Pexkitt Benkizep
_Xayexoun Enag Xenc Kep Vipaina', igenr. xox: 33696041 _

{(nafiMenysani. Ta kon 3a €APTIOY topaaprol ocobu 200 npiseume, iM'y, no GaTeKosi Gizsnoy
0co0H ~ HiANPUEMIT, T MiCHE TpoXUBanmES Ta. peeeTpaltifisit HoMey GERIKOBOT KapTKY, (IATHIKA
ToAarkis a6o tepi- 1 AoMep macnopra)

Hporoxon sisyankiioro kourpomo six 24.07.2024 N 2151/8.

32 pESYARTATAMM IEPKAEHOTG KOHTPOID' BCTAHOBNEHO, WO JxapChkuit 3acil mmesero & Vipaiiy 3

BOTPHMAHHAM zsivor JAKOHOABCTRA IN0R0 3abe3neyeniis SO0 HAIRAPCHKIX 3200618,
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SKU 0300012 W ekt
Benckiser
COA VERSION 22 QUALITY CERTIFICATE / CEPTH®IKAT AKOCTI
NAME OF PRODUCT:  |STREPSILS® HONEY & LEMON CERTIFICATE/CEPTHRIKAT
HA3BA ITPOJYKINN:  |CTPEIICLIC® 3 MEJOM TA JHMOHOM No 364866

Country of manufacturing / Kpaina-supofnux

United Kingdom Bennka Bpuranis

CERTIFICATE REGISTRATION NUMBER: Na UA/6400/01/01
HOMEP PEECTPAIIHHOIO) NOCBIIYEHHS: Ne UA/6400/01/01

Strength / Potency: / Ciura gii / AxTinHicTh:

Amylmetacresel 0,6 mg / Aminmeraxpeion 0,6 mr;

2,4-Dichlorobenzyl Alcogol 1,2 mg / 2,4~muxnopferannosoro cnapry 1,2 Mr

Dosage form / Jlixaperica dopaa

Lozenges / JILoHsHHky

Package size and type / Poantip Ta Tun nakosanus

No24 (12 x 2) in blisters / No24 (12 x 2) y 6nicTepax

BATCH NUMBER / HOMEP CEPIi: |SL497 DATE OF MANUFACTURE: / JATA BHPOBHHIITBA: 07 2024
an " EXPIRY DATE / HJATA 3AKIHYEHHS TEPMIHY
BATCH SIZE™' / PO3MIP CEPI} : 1262 Ca IPHAATHOCTL: 07 2026

Responsible for manufaeture of the product, packing,
quality conirol and release / Bianosigansuuii 3a
BHPOGHNNTRO, NAKYBAIIIN, KOHTPOAL AKOCTI TA
BHIOYCK cepil:

Nottingham, NG90 2DB,United Kingdom

Reckift Benckiser Healthcare International Limited, Nottingham site, Thane Road,

Hotrinrem, NG90 2DB, Beymka Bpurania

Pexkirr Benxizep Xenckep Inrepuemnn Jlimirey, Horrinrem caitr, Tefin Poya,

lManufacturmg Licenscl Jlinen3in na nupnﬁlmumo'

12862
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Circular, yellow coloured lozenge with S icon intagliated on both

Ul‘, £
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N o : Complies /
Onue (opranosenTirniunii) sides / ORpYTITi ABOAAHMKH JKORTOTO KOJEOPY 3 THCHEHHAM 3HAKY : .
. Bignorigae
S 3 oBox Boxis.
Average weight (determine with 20 lozenges) / 2.5-2.7 g/ lozenge 2.6 gllozenge
Cepeana Maca (sn3mavacrses na 20 anoganikax) 2.5 2.7 r/ monguux 2,6 r/neopdunk

Amylmetacresol / Asnamerakpesona

Uniformity of mass / Must comply Complies with the requirements of Eu. Ph, 2.9.5 / Complies/
Bigxmaennn six cepeansoi macn Mae signosinati eumoram Cep.@. 2.9.5, Binnosixae
Uniformity of content / OpuopizuieTs rozypanns Must comply with the requirements of Eu. Ph. 2.9.6 / Mag Complies /
Amylmetacresol / AminMeTakpezony BifnOBinaTH BiMoram €ep.@. 2,9.6, Bignosixae
Must comply with the requirements of Eu, Ph. 2.9.6 / Mac Complies /
2,4 DCBA /2,4-IuxaopGensurosuii cnupr BiANOBinaTH BaMoraM €8p.D. 2.9.6. Bignosinae
AMC IDENT / Incurndixanin Aminmeraxpesony Must comply with the approved test method / Complies /
Mae pignosimats zaTsepmKeHOMy MeTOMY Binnosinae
2,4 - DCBA IDENT / Inentndixauia 2,4- Must comply with the approved test method / Mae signosigata Complies /
nexXA0pleH3INI0B0r0 CAHPTY 3ATBEPKEHOMY METOLY Bignosinae
Assay / Kinnricie piznayenns: 0.54 — 0.66 mg/lozenge 0.61 mg flozenge

0.54 - 0.66 Mr/nromanuk

0,61 mr/nsoasmx

Assay / Kinexicne susnacenns:
2,4-dichlorobenzyl Aleohol / 2,4-Muxmop6en3mnonmi
cnupT

1.08 — 1.32 mg/lozenge
1.08 — 1.32 mr/npomanux

1.15  mg Alozenge
1,15 mr/asopauuk

Microbiological Examonation*/
Mitcpobioneriuna uncrora®

Total acrobic microbial count aransne KinbKieTs
HITTEAATINE mikpoopramizsmin:

Bacteria / Baxtepii (Eur.Ph.2.6.12 / €pp.0.2.6.12)
Yeasts and Moulds / Jiphxnwesix Ta nnicussax rpuGis
(EurPh.2.6.12 / €pp.®.2.6.12)

Staphylococeus aureus (Eur.Ph.2.6.13 / €2p.9.2.6.13)

Pseudomonas aeruginosa (Eur.Ph.2.6.13 / €rp,®.2.6.13)

not more than 10? CFU/g / ue 6insue 102 KYO/r
not more than 10" CFU/g / ue Sinsine 10° KVO/r

Absentin I g/ Biacythicten I T

Last tested:
Jara ocTanneoro
TecTyRaus:

04 2024
Complies / Bignozipae
Complies / Bianosinae

Complies / Bignorinae

Absent in I g/ BigcyThictsB 1T T

Reckitt Benckiser
Web:www.reckittbenckiser.com
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SKU 0300012 Wreckitt

Benckiser

Certification statement: / 3ansa npo cepridikaniro:

I hereby certify that the above information js 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 local Regulatory Authority and with the specification in the Registration Dossier.
The batch processing, packaging and analysis record were in compliance with GMP,

Llsts % 3aceinuyto, uto maseaena sure indopManis e AocToripHoto Ta TowHoto. Lo cepito mpoayxuii 6yno BupobieHo (BIIOYAIONH NaKyBaHI / MAapPKYBaHHA) T4
NIPOBEACHO KONTPOAR i1 AKOCTI Ha BHIIeIasHaveniil AinbHKI ¥ nosHIl BixnosiaKocT 3 Bimoramu GMP, BCTaHOBIEHUMIE MICLEBIM PEryAATOPHIM OPranoM, @ TAKOK
Bignonigno no crenndixadiit, mo MicTATACA ¥ peecTpaliiinoMy Rocke. [poTokony BHPOGHILIIEA, NAKYBAHHS T2 aHanisis G0 NEPErAAHYTO TA ECTAHOBNCHO
simnosinticte GMP.

Comments /Komentapi:

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

* MixpoGionorivxe TecTypaHRA TPOBONHTECA Ha CAHIl cepil & pik Rp BRTYCKY.

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

Poamip cepil 3aseayeno ax kinsKicTs kepobis supoSnekol cepii. Omm kopob MicTHTs 144 CIOAMBYNX YIAKOROK.

Name and positionftitle of person authorizing the batch release / Stonature / Tlizmic Date of signature /
Ipissine Ta nocaga/3Banus ocoby, AKa BIJIANA JO3RIN KA DIIYCK cepil B0 " Hara nignueanns;
Electronically signed by: Mariha
: Signature; 2tz W Heonge, this di .
Martha Mukange. QP / QA Technical Support Manager. B Foamon: Lapor tnis document,
Email: Martha.Mukange@reckitt.com ]
Eisctronically slgned by: Andraw Godber Etactronicaily sigried by: Phifp Knight
si gnature: m‘ gg;f;:.nlfam tiie auihor of this Si nat = Rg:sa;ﬁ;v:gg&awém.{s%'ogu%anr
B s Nt gnature: . Dalo: Aug 23, 2024 14:00 GMT+1
Email: Andrew.Godber@reckitt.com Email: Philip.Knight@reckitt.com

Reckitt Benckiser “PAGE 2 OF 2
Woeb:wwuw.reckittbenckiser.com 23/08/2024 10:47
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AEPIKABHA CJIYZKBA 3 JHIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KHNIBCLKIHA OBJIACTI

npoe. Ceitniuroi Hagif, 3, m.Kuie, 02099, Ten/darc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €EQPIIOV 37078774

BHUCHOBOK
PO AAKiCTH BBE3€HOI0 B YKpalHy JiKapchbKoro 3acoby

12.11.2024 Ne 52443/24/10

CTPEICLIC® 3 MEAOM TA JHMOHOM

(nafiMeRyYBaHHA AiKapcsKoTO 3acoby 3rinHO 3 peecTpanifiuuM HOCRINYSHHAM)
ABLOASHHUKH; 0 12 Jpopsinnkie y 6iicrepi; mo 2 6aicTepn B Kapronsiii kopobui

(thopma BHNYCKY, NO3YBAHHA, BHA NAKyBAHHA Nikapeskero 3acoby)
Homep peectpaniiinoro nocsigzenna UA/6400/01/01 crpox aii peecrpauiitroro noceinyenns 01.01.2099
Cepis mixapcrroro 3acoby Ne SL.497 KimskicTs BBe3enoro nikapeskoro saco6y 34560

BupoGuuxk Pexkitt benkizep Xenckep Inrepremnn Jlimiten, Benuka Bputanis
(natimenypanua BupoOHKKa NiKAPCEKOro 3aco6y, KpaiHA NOXOKERNR)

Beeseno B Vipainy ‘TopapucTBO 3 00MezxeHo10 BinnosiganbHicTI0 "PexkirT Benkizep
Xaycxong Enpx Xene Kep Yrpaina", inesr. xoa: 33696041

(maitmesnyBanmn 1a xog 3a €IPTIOY ropmnol ocobu afio npiserine, iM'a, no Garskopi dizwaHo!
ocofu - mignpuexmn, Ti Micne npoxunases Ta peectpauiiinmii AoMep o6nikoBOT KAPTKY IHATHMKA
nogarkie abo cepis Ta HOMep macnopTa)

Iporokoa sisyansuore kowrpomo six 11,10.2024 Ne 3116/1.
JlaGopaTopuuii ananis akocti mixapcrxoro 2acoby 3ailicHennii:

AIT "Lentpansua nafopatopia 3 ananisy axocti gikapekkux 3acobis i meguunof nposyKui”
(m.Kuis, Byn. Kynpsecoka 10r m.Kuis, Byn. Kyapaeceka 8B Kuieceka 06nacts, ¢, Honi ITerpisi,
By, IBana Ppanxa, 19)

(naifnenysarsn Ta MicnesHaxokenns Taboparopii, mp nposena naGopaTopiti aHAN3 AKoCT)

Brcuorok mopo axocrti sikapcekoro 3aco6y, sunanuit maboparopicro sin 30.10.2023 Ne 2166

Pesynwrati naboparopHoro aHanisy AKOCTI JIIKaPCHKOTO 2ac08y 3a neperipeHIMH NOKa3HNKaMy BIATIOBIAAIOTE
BUMOTaM METO/IE KOHTPOII0 AKOCTI (aHaNliTHYHO-HOPMATHEHO! IOKYMEHTAKIT).

3a  pesyAbTaTaMM ACPXKABHOTO KOHTPONI BCTAHOBJNEHO, WO JKapchkuii 3aci6 BmeseHo B Ykpainy =
HAOTPHMAHHSEM BUMOF 32KOHOJABCTRA OO 3a0e3Neue s AKOCTE NIKAPCEKMX 3ac06in.
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SKU 0300012 Yttt
Benckiser
COA VERSION 24 QUALITY CERTIFICATE / CEPTHMIKAT SAKOCTI
NAME OF PRODUCT: |STREPSILS® HONEY & LEMON CERTIFICATE/CEPTHDIKAT
HAZBA ITPORYKIN: CTPENCLIC® 3 MEHOM TA JJUMOHOM Na 376317
Coantry of manufacturing / Kpalua-supofinnsi |United Kingdom Bexmea Bpuranix
CERTIFICATE REGISTRATION NUMBER: Ne UA/6400/01/01
HOMEP PEECTPAINMHOIO [IOCRITHEHHS:  |Ne UA/6400/01/0]

Strength/ Potency: / Cena aif/ AxtrosicTs:

Amylmetacresol 0,6 mg / Aminmeraxpesen 0,6 Mr;
24-Dichlorobenzyl Aleogol 1,2 mg / 2,4-nxnopOensxaororo enupry 1,2 mr

Dosage form / Jikapenica dopma

Lazenges / JIsoasHuKH

Package size and type / Poamip Ta THN nakosanns

Ne24 (12 x 2) in blisters / Ne24 {12 x 2) y Gnicrepax

BATCH NUMBER / HOMEP CEPIl: [SW385 DATE OF MANUFACTURE: / JATA BUPOERHIITBA: 11 2024
s s me sy " EXPIRY DATE / RATA 3AKIHUEHHA TEPMIHY
BATCHSIZE™ /POIMIP CEPIL™: 1344 Ca  |opnuvmocrn: 112026

Responsible for manufacture of the product, packing,
quality controi and release / Binnosigansonit 3a
jenponauTeo, aakynanua, kenTpons axocri Ta
BAMyCcK cepil:

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

Nottingham NG3¢ 2DB, United Kinpdom

Pexxirr Benrizep Xenckep Inrepuemun Jlimiten, Horrinrem caifr, Teiin Poyn,
Horrinrem, NG90 2DB, Benuxa Bpurenin

Manofacturing LmensdJ]mcmm HA nnpuﬁunmo.
m__ -

12862

T et ,-.,1 S p piRESULTS ]
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Appenrance (vrgznoleptic)/ Ctrcular, yellow colourcd lozenge with 8 icon intaglieted on both Complies /
Onue (opranonenTussuit) sides / Oxpyri ILOAAKIKY XoDTEMC KOALORY 3 THEHEHHAM HAKY omg .
: ) Bianosiaac
S 3 oGox Goxie.
Average weight (determine with 20 lozenges) / 2.5-2,7 g/ lozenge 26 g Mlozenge
Cepeans maca (su3noyrersen ng 20 mrogmicnkax) 2,5-2.7 ri neopsenK 26 r/RLOARHHK
Uniformity of mass / Must comply Complies with the requirements of Eu. Pk 2.9.5 / Complies/
Biaxmaerax nin cepenanot Macn Mee plnnosiners sumoram Eep. 4. 2.9.5. Bianosinae
Uniformity of content / Oanoplanicts nosynanns Must comply with the requirements of Eu. Ph. 2.9.6 / Mae Complies/
Amylmetacresol { Aminmeraxpesony Bilnosizaty mimoran €ap.d. 2.9.6. Bianosinae
Must comply with the requirements of Eu. Ph. 2.9.6 / Mac Complies /
24 DCBA /24-Jinxnopfiensoaosrit cnapr pinnosinary pavoram E€ap.d. 2,9.6, Binnosinae
AMC IDENT / Yaermixanix Aminmeraxpesony Must comply with the approved test method / Complics /
Mae pinnosinatk IRTECPAKEHOMY MCTOIY Bianoninar
2,4 —~ DCBA IDENT / Izentudixanis 2,4- Must comply with the epproved test method / Mar sianosizaty Complies ¢
nuxtopbenIHaonore ennpTy IETBEpHMteHOMY METOLY Bi:uwaiaue
Assay / Kinbkicene snsraqenns: 0.54 ~0.66 mg/lozenge 0.62 mg flozenge
Amylmetacrescl / Ammnimeraxpeanmn 0.54 — 0,66 Mr/nvogamux 0,62 MI/TBORARAK
Assgy / Kinoxicne enanaenns:
24-dlchlorobenzyl Aleahol / 2,4-TuxnopSenastonni }'08 ~ 132 mg/lozenge o mg flozenge
o) .08 — 1,32 Mrfmonanuk 1,18 MI{ABOARRIK
Microbiological Examonation*/ Last tested://Jara
Mixpoblonoriuna wnerara* UCTAHILOrO TECTYBANS!
‘Total aeroblc mlcrebfal count Baransre kinnkicrs 24
irTeinaTinx mikpoopranimis: 9540
Bacteria / Baxrepil (Eur.Ph.2.6.12 / €pp..2.6.12) not more than 10° CFU/g / ne 6imane 102 KYO/r Complies / Bianopiaue
Yeasts and Moulds / Ipisamesic Ta nnicaaenx rpybis . :
(BurPh 2,612/ €ap.0.2.6.12) not more than 10' CFU/g / ne Ginnme 10! KYO/r Complies / Buanosiane
Staphylocaccus aureus (Bur,Ph.2.6,13 / €ap.©0.2.6.13) Absent in I g/ Biseyrsietsn I p Compliss / Bianosiaac
Pseudomonas aeruginesa (Bur.Fh2.6,13 / €ap.9.2,6,13) |Absentin1g/ BlacymHicrun 1 r Complies / Bignosiaae
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SKU 0300012 Frecuitt

Benckiser

Cerfification statement: / 3astnn npo ceprudlianio:

[ hereby cerfify that the above information Is authentic and accurate, This batch of product has been manufactured, including packaging / labelling and quality control
ot the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the specification [n the Registration Dossier.
The batch processing, packeging and analysis record were in vompliance with GMP,

Ll 3 Juchidyo, o wabeneis punte indopManin e gocToRipHDIC T TowNow, Lo cepito mpomyxuil Syno nxpatineto (BRMOYAIOYH NAKYDAAHA / MEPKYPAKAR) TA
NpoReAcRO KCKTpOM 1T AxocTi B BHmearIHAYeHilt AinsHUL ¥ noarid »innosiguoct] v mimoremi GMP, BoTaNomISKHME MICKEDHM PETYIIATOPHAM OpralioM, A TAKOK
sinnosinno fo cnemdikndill, nio MictxTrex y pecorpenifinomy Rocse. IpoToxons snpoGiANTA, DAKYSANIIN T8 AHANI3E GyN0 NEPETNAIYTO T4 BCTAHORIICHO
sinnorimuicrs GMP.

Comntents Komenrapi

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

* Mixpofiionorimite recynattinx nponofwthex na onitil cepii B pix opH BHTYCXY.

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

Poznip cepil saeauean ax xinsxicrs xopoSin BrpoSaenct cepil. Omuu xopod MicTHTh 144 cnosmaunx ynaxonox,

Name and position/title of person anthorizing the batch release /
Hpienine T nocaga/ieannn ocofn, AKA BHIASA 0381 1A BUnyex cepil

Date of signature /

Signature / Hianne p
B o JaTa nianHeana?

Elaciron katy signd by: psthn
Signature; Martra Mu'eﬂﬂﬁg Honsom} epprove thi doceumant.
Dato; Dk 11, 2024 15:29 GMT

|MVarthas Mukange. QF / QA Technical Support Manager.
Emails Martha.Mukange@reckttt.con

Elcirorcalty skried by: Andrew Gadber —
Signature:  Htaks Rasor Tam 70 et o ik —— % E:mum catysaned by P Keigh
Re Beg WL 101 G Datur Dac 11, 2024 1349 GMT
Emall: Andrew.Godber@reckitt.com Emall: Philip.Knight@reckitt.com
Reckitt Benckiser _ PAGEZ2 OF 2
Web:www.reckittbencklser.com 10/12/2024 09:42




JEPKABHA CJLY KBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOO 3A
HAPKOTHKAMH Y KHIBCBKIHN OBJIACTI

npos. CeiTymysoil Hanil, 3, MKuis, 02099, Ten/daxe: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IAPIIOY 37078774

BHCHOBOK
Ipo AKicTh BBe3eHOro B YKpaiHy JikapchKoro 3acofy

07.01.2025 Ne 70749/25/1¢

CTPEIICIJIC® 3 MEJZOM TA JIMMOHOM
(nafimenypannx mikapcsxoro sacoby 3rinno 3 peecrpauliitum nocsinderHAM)
asoaannxn no 12 asogauuxkis y Gaicrepis mo 2 6aicrepn B kapronniit xopobui
{dopmn pmycky, nosynnmms, B TIAKYBaHHA NKAPCEKORO 32c00Y)

Homep peecrpauifitoro nocsimgrenns UA/6400/01/01 erpox aif peecrpaniiivoro nocsimenss 01.01,2099
‘ Cepin nikapcrxoro 3acoby Ne SW3E5 KimskicTs BBeacHOro Aikapeskoro sacoby 43200

BupoSiuk Pexxitr Benkisep Xenckep Intepuemnn Jimiren, Benuxa Bpuranis
(uaiimenysarnn ERpOGHMKE RiKAPCEKOTO 38C06Y, XPaiba NOXODKERIL)

Baeseno B Vxpainy TorapucerEo 3 aGmexenoid BianosinaabuicTio "PexkitT Benkizep

Xaycxoan Eua Xenc Kep Ykpaiua", inewr. kox: 33696041
(naitmenysauug T8 kog 32 EAPTIOY ropruunoi 0cobu abo npizouie, iM'R, 10 BaTHKOBE QIIHOT

ocab - nigupuenns, T Micue oposkunasms T peecTpanifmi Homep ofnikoroi XAPTKH TRATHAKA
nogatxin abo cepia Ta HoMep Macnopra)

Tiporowon sisyaassoro kourpomo pin 06.01.2025 N 425672,

32 pesyneTaTaMM  HepKABHOTO KOMIOMO BCTAHOBHCHO, Lo mikapchkuil  1aci6 Bmesero B VYipalwy a
AOTPHMAHHSM BAMOT 30KOHONABCTEA IORO 3a6eaneaenss axoct] nixapepkux 3acobi.

/‘5/ @J/ Bixrop CTE®KIBCHKHI

(iwniuiann T2 nplanue)




JEPXKABHA CJIY)KEA 3 JIKAPCBKHX 3ACOFIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KHIBCLKYiT OBJIACTI
npos. Caitmmanol Hagii, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €JIPIIOV 37078774

| BHCHOBOK
Npo AKiCTL BBe3eHOro B YKpainy JiKapchKOro 3acoby

22,05.2025 ' Ne 23346/25/1011

CTPENCLIC® 3 MEJIOM TA JIJUMOHOM

(HaitmenyBanns AiKBPCBKOro 3acoBy ariaHo 3 peecrpauiituim nocsinuenusm)
JBONAHUKA N0 12 nboasuukin y Gricrepis mo 2 GaicTepu B kapToRHiit Kopo6ui

(thopma BunycKy, H03yBaHHN, B NaKyBaHHA NiKapchkoro 3acoGy)
Howmep peectpanitizoro noceimenna UA/6400/01/01 CTpoK aif peet;'rpauiﬁnoro nocsinyenns 01,01.2099
Cepis nikapctkoro 3acoby Ne TA561 Kinbicts rBesenoro nikapesxoro saco6y 51840

Bupo6ux Pexkirr Benkisep Xenckep Iutepremmn Jlimiten, Bemuxa Bpuranis

(naliMeryBanHs BUPOBHUKA NikapcEKoro 3acofy, kpaiHa MoxomkeHH)

Baeseno B Vxpatuy ToBapnerso 3 06merxenoro BixnosinanbHicTIo "Pekicirr Benkizep
Xayexonn Eun Xene Kep Yipaiua", inenr. xon: 33696041

;(HatiMenyBauHs Ta KoJ 38 CIAPIIOY fopuanyroi ocobu 260 npissuie, iM'a, 1o 6arhKoBi tiznynol
o6co6x - frianpuemus, 1f Micue npoxusanns Ta peecrpaulifinuit HoMep o6nikoRaT KapTRM NtaTHYKA
noaarkis abo cepis Ta HoMep nacnopTa)

Ipotoxon Bisyankuoro konrpomo »ia 15.05.2025 N 1505/7.

3a  pesynsratamu JACPXABHOTO  KOHTPOMO BCTAHORNEHO, IO nikapcskult  3aci6  mpeseno B VYxpainy 3
AOTPHMAHHAM BHMOT 32KOHONABCTBA MOAOC 3a6e3NeYEHES SKOCT Jixapeexux 3aco6is. '

Onxra GPBOMEHKO

{ninnuc) (iniwiany ta npizsuue)
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QUALITY CERTIFICATE / CEPTUQIKAT AKOCTI

NAME OF PRODUCT: |STREPSILS® HONEY & LEMON CERTIFICATE/CEPT HOIKAT
HA3BA IIPOAVKIN:  JCTPEICLIC® 3 MEJIOM TA JIMMOHOM Ne 381369

Country of manufacturing / Kpaina-srpobunk United Kingdom Benuxa Bpuranis

CERTIFICATE REGISTRATION NUMBER! Ne UA/6400/01/01

HOMEP PEECT PAIlIﬂHOFO NOCBIIYEHHA: INe UA/6400/01/01

Strength / Potency: / Crna nit/ Axrnsniers:

Amylmetacresol 0,6 mg / AminMeraxpeson.0,6 Mry

2.4-Dichlorobenzyl Alcogol 1,2 mg / 2,4-nexriopGensnnosoro cnupty 1,2 Mr

Dosage form / Jlixapenks dopma

Lozenges / JIbotsaHUXR

Package size and type / Poimin Ta THI NAKOBARAS.

Ne24 (12 x 2) in blisters / Ne24 (l2 X 2) y 6mc1epax

BATCH NUMBER/ HOMEP CEPIL:  [TAS61 DATE OF MANUFACTURE: / IATA BUPOBHHIITBA: 012028
s i e . ) EXPIRY DATE / JATA 3AKIHYEHHSA TEPMIHY
BATCH SIZE™ /PO3MIP CEPII"™: 866 Ca nrmmomfu 012027

Responsible for manufacture of the product, packing,
quality control and release / Bianosizansanii 3a
BHpoSHRITEO, NAKYBRHNN, KOHTPOIL AKOCTI TA

sun'xck’ cepil:

Nottingham, NG90 2DB,United Kingdom-

Horrinrem; NG90 2DB, Bennxa Bpurania

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

Pexkitr Benxizep Xenckep Inrepuemnun Jlimires, Honimu caiit, Teiin Poya,

Appurance (organoleptic)l

Manufacturln License/ JIluemin na BRpoGHARTEO:

12862

ercular, yellow ooloured lozenge w1th S icon mtaghated on bolh

Onne (opranouentuinmit) sides / Oxpyrni TLOAXHHUKM XKOBTOTO XOMLOPY 3 TACHEHHAM JHAXY g?mph’@ /
: innosinac
) S 3 ofox Goxin.
Average weight (determine with 20 lozenges) / 2.5«2.7 g / lozenge 26 ‘¢ Nlozenge
Céepensin Maca (BiInavacTben fa 20 AboaRHIKAX) 2.5-2.7 1/ monsuux 2,6 E/ILOIAUKK.
Uniformity of mass / Must comply Complies with the requirements of Eu, Ph. 2.9.5 / Complies /
Binxnnenmn nin cepennnol macy Mae sianiosizat simoraM €sp.d.2.9.5. Binnosinae
I Uniformity of content / Oanopignicrs no3ysanus Must comply with the requirements of Eu. Ph. 2.9.6 / Mace Complies /
Amylmetacresol/ Aminmeraxpesony signosizaTa Bumoram €rp.®. 2.9.6. Bianosinae
‘ Must comply with the requirements of Eu. Ph. 2.9.6 / Mae Complies/

2,4 DCBA /2, 4-IlnxnopGeninisosnit enupr |siznoninary srmoram €ap.d,2.9.6. Binnosinae
AMC IDENT / Inentudlxauin Aminmeraxpesony Must comiply with the approved test méthod / Complies /

%, Mae BinnoBinaT 3aTBEpIXEHOMY METOLY ) Binnoninae
2,4 - DCBA IDENT / Inenrrudixanis 2,4- Must comply with the approved test method / Mae sianosinartu Complies /
nuxAopSERIRAGHOrD CIMPTY 3ATBEDIKEHOMY NETORTY Binnosizac
Assay !/ Kim.xicne BRINAYCHHAS 10.54 - 0.66 mg/lozenge 0.64 mg Nlozenge
Amylmetacresol / Amunmeraxpesona 0.54 — 0,66 Mr/nboasymx 0,64 MI/RBOAREHK
Assay / Kinexicne suznauenun: ’ 1.08~1.32 ,
2,4-dichlorobenzyl Alcohol / 2,4-HAnxnopGensnnonni DO mg/lozenge 121 mg /lozenge
cnmpy 1.08 —1.32 mr/nsonaunx 1,21 MI/nboRHIK
Microbiological Examonation*/ Last tested:/[lara
Mixpobionoriyng yncrora* OCTRHHEOTO TECTYBAHX;
Total aerobic microbial count 3arsasne xinbkicrs

052024

wirrenaTunx mixpoopranimin;

Bacteria / Baxrepil (Eur.Phi2.6.12 / €ap.9.2,6.12)
Yeasts and Moulds / pixmxesux T4 naicuasux rputls
(Eur.Ph.2.6.12 / €8p.9.2.6.12)

Staphylococcus-aureus (Eur.Ph.2.6.13 / €rp.®.2.6,13)

Pseudomonas aeruginosa (Eur.Ph.2.6.13 / €ep.9.2.6.13)

not more than 10? CFU/g / ue 6insme 102 KYO/r
Jnot more than 10' CFU/g / e Ginswe 10' KYO/r
Absentin‘l g/ Bincyraicre B 1 1
Absent in 1 g/ Blacyrhicte 8 1 ¢

Complies / Binnosinae

Complies / Binnosinar

Complies / Bianosinac

Complies / Bignosinac

Reckitt Benckiser
Web:www.reckittbenckiser.com
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Benckiser

Certification statement: / 3agsa mpo cepTrdixanit:

[ hereby certify that the above information is suthentic 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 local Regulatory Authority and with the specification in the Registration Dossier.
The batch processing, packaging and snalysis record were in compliance with GMP.

[{iM £ 38CBITHY10, IO HABCACHA BHIe iidopmatlix € KocTosipHOI T8 TOUHOW. LTto cepito npoxyxnil 670 BHpOGHCKO (BKM04AIOH NAKYBARNA { mapxyBanH») Ta
nposeneno kosTponb 1t AKOCTI #a riLesaTnateriit Ainbunui y nosuilt sinnoningocti 3 puMoramMn GMP, BcTanc i PETYARTOPHHM OPraHOM, & TRKOX
pianorigto go cneundixadilt, mo MicTathea y peectpanifiuomy gocse. [Ipotokanit BUPOSHRUTEA, NAXyBANHA T8 aHaNi3iB GyN0o NEPErAHYTO TA BCTAHOBNCHO

simmosianicrs GMP.

Comments /Komenrapi:

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

* MixpobionorisHe T6CTysanHS MPOBOANTECA Ba onHift cepil B pix npH BAMYCKY.

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

PoaMip cepif 3a3eaneito ax kinkkicrs xopoSin mupobrenol cepil. Omn xopol micTiis 144 CROXMBYEX ynaxosox.

Date of signature /
Jara nignucasnin:

.ignature: Mm M%[{dﬂye gl:fwnhaﬂyanmm

Reason: {approve this document.
Data: Jar}28, 2025 2145 GMT

Email: Martha.Mukange@reckitt.con

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

Ipissnie T2 nocaxa/3aanun 6cobn, Kka RMATR R03BLT Ha BHIycK cepil Stgmature / Uiamue

Marths Mukange. QP / QA Technical Support Manager.

Signature:  Niwke R [ e Signature: < ‘C% R,,ﬁm,gx,mww
’ ; mu-a-fnznzmmom : mmztmzi:aacm
Emall: Andrew.Godber@reckitt.com Email; Philip.Knight@reckitt.com

) Reckitt Bentkiser
Web:www.reckittbenckiser.com



http://www.tcpdf.org

