NEPKABHA CJIYXKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KMIBCBKII OBJIACTI

npon. Csitnwanoi Haail, 3, M.Kuis, 02099, ex/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Koa €[IPTIOY 37078774

BHCHOBOK
Mpo sAKicThL BBe3eHOro B YKpaiHy Jikapcskoro 3acoGy

30.08.2024 Ne 34973/24/10

CTPENCLIC® IHTEHCHB 3 MEJIOM TA JMMOHOM

(HRAMEHYREHHEA AIKAPCHXODO 3ac08y ICAHO 3 PECCTPANifHIM NOCBITHEHHAM)
ALoasuRKA 0o 8,75 mr; no 8 aonannkis y 6aictepi; no 2 6aicrepu y kapTouHiil kopobui
(hopma BHITYCKY, JOyBAHNA, BHA NAKYBAHHA Tikapcrroro 3acoby)

Fomep peectpaniittoro nocsimuenns UA/7696/01/01 crpok pii peectpauiiinoro noceiguesna 01 .01.2099
Cepia nixapcsxoro 3acofy Ne SH610 KinbkicTs BBE3eHOrO Mikapehkoro 3acofy 154296

BRpoGHUK PekkitT Beukizep Xenckep Inrepuewsn Jlimiren, Bennka Bpuranis
(Hafmenypama sHpobupKa Nikapebkoro 3acoby, xpalna noxomKenns)

Baeseno 8 Yxpainy Tosapucreo 3 ofmexenoro BianopinanbhicTio ""Pexkitt benkisep
Xayexoan Eng Xeae Kep Yipaina', nenr. xon: 33696041

(HaftmenyBaHHA Ta kox 33 CAPTIOY opnandiol ocobu abo npisenawe, iM'a, no Gatbkosi disiusoi
0co6u - miaTpHemMI, Ti Miclle NPeRMBAHHR T4 peecTpaifumi Homep 06NiKOBOT KAPTKR [UTATHHKA
nojatkis a6o cepin Ta HOMEp nacnopra)

IlpoTokos Bisyarnuuoro kourpomo six 25.07.2024 N 2020/1.
TiaGopatophnit aHanis xKkocTi fikapeskoro 3acoly 1aifichennii:

I "LientpansHa naSopaTopis 3 aHatiay SKOCTi fikapchKuX 3acobiB i Meauunol npoxyxuii”
(v.Kuis, Byn. Kyapascexa 10r m.Kuis, Byn. Kyapsscexa 8B Kuiscbka obacte, ¢. Hosi [lerpibuj,
pyJn. IBana Ppanka, 19)

{rafiMenyBamHa T2 MicuesnaxomxeHun nabopaTopil, 1o mposena aboparopiiuit aHANis AKOCTI)
PHCHOBOK 1010 AXOCT] Jikapchkoro 3acoly, suaanu naopatopicio sin 06.08.2024 Ne 1604

PeaynsTaTi 1aGopaTOPHONO AHAMIZY AKOCTI NiKAPCEKOrO 3aco0y 32 NepeBipeHHUMU NOKA3HHKAMH BianoeigaroTs
BHMOraM METOIB KOHTPOIIIO AKOCTI (aHANITHTHO-HOPMAaTHBHOT ROKYMCEHTALT).

32 pesyNeTaTaMH ACPXKABHONO KOHTPOIO BCTAHOBNEHO, WMo Jiikapcekufi 3aci6  Beezeno B Vipainy 3

JOTPHMAHHAM srMOT 3aKOHOAARCTBA WOA0 326€3NeTeHHA AXOCTI nikapceskux 3acobis.

/ @a,/ Bixtop CTE®KIBCHKHA

mnnc (inininnn ™ npizanute)




SKU 3020906 Freaatt

Benckiser
COA VYERSION 21 QUALITY CERTIFICATE / CEPTUDIKAT AKOCTI
NAME OF PRODUCT: |STREPSILS® INTENSIVE HONEY & LEMON CERTIFICATE/CEPTHOIKAT
HA3BA ITPOJYKII: CTPENCLIC® INTEHCHRB 3 MEAOM TA JITMOHO! Ne 357911
Country of manufacturing / Kpaina-sapebuax United Kingdom Bemmrxa bpuranin
CERTIFICATE REGISTRATION NUMBER: UA/7696/01/01
HOMEP PEECTPALIAHOIO NOCBITUEHHA: UA/7696/01/01
[Strength 7 Potency: 7 Crna aii / AKTRBHICTE: Flurbiprofen 8,78 mg / Oaypbinpoden 8,75 Mr
Dosage form / Jlikapenka dpopma Lozenges / JlbogHuks
Package size and type / Posmip T THR nakossnus Nel16 (8 x 2) in blisters / No16 (8 x 2) y Gnicrepax
BATCH NUMBER / HOMEP CEPII: |SH610 DATE OF MANUFACTURE: / JATA BHPOBHHIITBA: 04 2024
EXPIRY DATE / JATA 3JAKIHYEHHA TEPMIHY
'BATCH SIZE / POIMIP CEPH: 2143 Ca IPHIATHOCTI: 04 2027
Responsible for manufacture of the product, packing, JReckitt Benckiser Healthcare International Limited, Nottingham site, Thane Road,
quality control snd release / Bianosiaancanit 2a Nottingham, NG90 2DB,United Kingdom
srpobannTBo, NEXYBANAR, KOITPOTE SKOCTI TH Pexxitt beuridep Xenckep Inrepreunur Jlimiten, Horrinrem cafit, Teiiu Poyn,
sumycKk cepil: Horrinrem, NG90 2DB, Benxa Bpuranis
Manufacturing License/ Jlinen3in na supobunurso: 12862
' RESULISOE
TESTS ; CIMITS ANATIYSI®
TORAIHHARR i HotMT PEIVARTATI
: — AQXIIUR
Appearance / Onne A round pale yeliow to brown lozenges with § icon intagliated on
L(V isual/ slyyansusit) both sides / Kpyrni mwoasmmxm ein Gaigo-xosroro jo Complies /
KOPUMHEBOTO KONBOPY 31 THCHEHMAM Y BUTIAM Gyksa S 3 ofox Bianosinae
Goxis.
Identity Tests / Lienrrdixauin
Ldentity of Flurbiprofen/ Inesrrmixanin
1)Test 1 by HPLC / Banpofypasina 1 (BEPX) Complies with the approved test method / [lpenapat nosxuen Complies /
BIANOBLIATH 32TBEPIKEHOMY TECTY Binnoninae
2)Test 2 by UV spectrometry / Bunpo6Gypanna 2 (Y® |lmax at 246 nm = 3 nm Absorbance >0.5 / Complies /
CexTpoMeTpin ) Amax 246 v = 3 aM ABcopbuin >0.5 Binnosigac
Average Mass/Cepeana maca: ) 5274/
(determine with 20 lozenges/ Bu3nagacTpes Ha 20 2' p -2' 7 g/ lozenge 36 g /lozenge
TROANHIRAX) -2 =6/ T/ MBOARHHK 2,6 r/ moaAHrK
Uniformity of mass / Oanoplanicts macn Complies with the requirements of European Pharmacopeia / Complies /
(Eur Ph 2.9.5/ Cep.®. 2.9.5) Bianosijiae numoram €sponedicakol $apmakonel Binnosinae
Uniformity of Dosage Units / Qanopianicts Complies with the requirements of European Pharmacopeia for Complies /
[aoaonnmx onunrne (Eur Ph 2.9.40/ Cnp.@. 2.9.40)  [Uniformity of Dosage Units / I1penapar nosuusen sianosiiati Binnosixae
BAMoran €pponteiickkol dapmaxonei ar OaunopigHocti
Jososanix Oppeamn
Assay / Kinexicse praravenus:
Flurbiprofen Content / ®@aypbinpodes amict: 8.1 — 9.4 mg/lozenge / 8.1— 9.4 Mr/nsomAHMK 8.7 mg /lozenge
(AM 2005/04) 87 MIY/ABOARKHX
Microbiological Examonation'/ Last tested:
MixpoGionoritua uncrora Nlara ocTammmoro
TECTYBaHSN:
Total Viable Connt/ 3aranbHa KiTbKiCTb MATTEIARTHHX .
MIKpOOprauis™is: 072023
Bacteria / Baxrepil (Eur.Ph.2.6.12 / €8p.0.2.6.12) not more than 10° CFU/g / ne 6Lmire 102 KYO/r Complies / Bianoriaac
Yeasts and Moulds / [lpixmxenix 1a nicusamx rputin : ,
(EurPh2.6.12/ €2p..2.6.12) P not more than 10" CFU/g / ue Ginmne 10' KYO/r Complies / Binnosinae
Staphylococcus aureus (Eur.Ph2.6.13/ €ap.d.2.6.13) Absent in | g/ Blacyrnictss I 1 Complies / Binnosinae
Pseudomonas acruginosa (Eur.Ph.2.6.13 / €sp.d.2.6.13) JAbsent in 1 g/ Biacyrnicrsa 1 ¢ Complies / Biznosinae

Reckitt Benckiser
Web:www. reckittbenckiser.com 17/06
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SKU 3020906 W reckitt
Benckiser

Certification stateraent: / 3asna npo ceprndixaniio:

[ hereby centify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging / lebelling and quality control
at the sbove 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.

L1HM A JECBLIIYFO, WO HABEALHA BHLIEC 1HHOPMALIA € AOCTCRIPHOLD T TOIHOIO. 1110 cepito nponyxuii 6yno aupobneno {BrTIONAOUY NAKYBAHRN / MapKyBaHHA) T8
nposeacto koxTpons T XXOCTI HA puwleatHaqedill JiTLRYIl Y NOBRIA pinnosianocTi 3 sumoramn GMP, scTanosien My MicienmM PETYRATOPUNM OPTAHOM, 3 TAKOX
wimmoniano 40 cneundixadifl, WO MICTITHCA Y peccrpauifiiosy focke. fiporexonn BHPOGHHIITEA, NaKyBAHHE T2 anam3ip 6y/0 NEPErNRHYTO Ta BCTAROAICHO
sizmosianicrs GMP.

Comments /KomenTapi:

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

MixpoSionoriyHe TECTYBAREA NPOBOIATLCA HA omilt cepti B pix Mp# BHITYCKY.

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

Paamip cepil 323ca4¢n0 AX KiLKICTE xopoSis aupoSneroi cepil. Oaun x0pod MICTATR 72 CROXMBAKX YTIAKOBOK.

Date of signature /
Java nianueanun;
Electronicelly signed by: Mandy
Signature: WW Rosaon | approvs thia documen,
Dats: Jun 20. 2024 07:38 GMT+1
Email: mandy.turgoose@reckitt.com
]

Name and position/title of person authorizing the betch release /

. K Signature / Oignne
Mpiteaine Ta nocaxa/isanns ocolm, wka BHiaTa M0IBLL HA sunyck cenil

Mandy Turgoese. QP / Operations Quality Manager.

Etactronically signed by: Androw Godber — Etectronically signad by: Phitp Knight
Gl Reason: f an the author of this - sason: | he wed
Signature: document Signature: I g goaménltm“ reviewsd iy
Date: Jun 17, 2024 16:10 GMT+1 Dats: Jun 17, 2024 2141 GMT+1

Email: Andrew.Godber@reckitt.com Email: Philip.Knight@reckitt.com

Reckitt Benckiser
Web:www.reckittbenckiser.com




SKU 3020906

?’Reckitt«

Benckiser
COA YERSION 21 QUALITY CERTIFICATE / CEPTU®IKAT AKOCTI
NAME OF PRODUCT: STREPSILS® INTENSIVE HONEY & LEMON CERTIFICATE/CEPTHOIKAT
HA3BA IMPOJYKINI: CTPETICLIC® IHNTEHCHB 3 MEJIOM TA .THMOHO N2 318181

Country of manufacturing / Kpains-sapofnnx

United Kingdom Benuka Bprrranix

CERTIFICATE REGISTRATION NUMBER:

UA/7696/01/01

HOMEP PEECTPAIIIITHOTO IOCBITYEHHA: UA/7696/01/01
Strength / Potency: / Cran aii / AKTHSHICTS; Flurbiprofen 8,75 mg / ©avp6inpoden 8,75 mr
Dasage form / Jlixapenca dopma Lozenges / JIsomnmixn

Package size and type / Poimip Ta THn nakosannx

Ne16 (8 x 2) in blisters / Ne16 (8 x 2) y Gnictepax

BATCH NUMBER / HOMEP CEPIl: |SK142 DATE OF MANUFACTURE: / IATA BHPOBHHIITBA: 05 2024
X EXPIRY DATE / JATA JAKIHYEHHA TEPMIILY
'BATCH SIZE / PO3MIP CEPII: 1024 Ca TPHIATHOCTL: 052027

Responsible for manufacture of the product, packing,
quality coatrol and release / Bianosinanbrnit 32
pApolARNTSO, TAKYBAKAN, KOHTPOIb AKOCTI TR
pAycK cepil:

Nottingham, NG90 2DB,United Kingdom

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

Horrinrem, NG90 2DB, Benuxa bpuramin

- - e - ———r—
Pexxitr benxizep Xemcxep lureprerun Jlimiten, Hortrimrem caitr, Teim Poyn,

Mikpooprauisuis;
Bacteria / Baxrepil (Eur.Ph.2.6.12 / €ap.®.2.6.12)

Yeasts and Moulds / dpisixernx Ta niicuapux rpuis
J(Eur.Ph.Z.& 12/7€8p.0.2.6.12)

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

Pseudamonas acruginosa (Eur.Ph.2.6.13 / €ep.®.2.6.13)

not more than 10* CFU/g / ne instme 10* KVO/r
not more than 10' CFU/g / ue Sireme 10' KYO/r

Absent in | g/ Bincyrnicta e I r

Absent in 1 g/ Bincyrticras 1 1

Manufacturing License/ Jlinemia na nupobunarao:  §12862
T RESULTSOF
TESTS Linrrs ANXLYSTS
TORATHAKA HOPMIL PESYURTAIH
Appearance / Onnc A round pale yellow to brown lozenges with § icon intagliated on
(Visual/ sizyansani) both sides / Kpyrni nwoasumky einx Grnigo-xosToro no Complies /
KOPHYHEBOTO KONBOPY 3 THCHeHHSM y BuTIAAl Oyxsr S 3 ofox Biznosiaae
Boxkin.
Identity Tests / LaenTudixanin
Identity of Flurbiprofen/ Lnentndixanin
1)Test 1 by HPLC / BunpoGysarnua | (BEPX) Complies with the approved test method / [Ipenapar nosuuen Complies /
BLIMORIAATH 3aTBEPIKECHOMY TECTY Bianoaizae
2)Test 2 by UV spectrometry / Bnapobypsues 2 (Y® |Amax at 246 nn ¢ 3 nm Absorbance >0.5 / Complies /
COEKTOMETDIS ) Amax 246 pm £ 3 M ABcopbuis >{.5 Bianosiaac
Average Mass/Cepennsn maca:
(determine with 20 lozenges/ BH3HagacTeCA Ha 20 24 _2'? g /lozenge ES g /lozenge
2.5-2.7 r/ nvonnumx 2.6 T/ NbOLNHKK
TLOARHHKAX)
Uniformity of tnass / Oanopianicts Macn Complies with the requirements of European Pharmacopeia / Complies /
(Ear Ph 2.9.5/ Cap.®. 2.9.5) Bianosinac sitvoram €sponeficskol Qapmakonei Bianosinae
Unifermity of Dosage Units / Oanopianicts Complies with the requirements of European Pharmacopeia for Complies/
x00Banux oaunnuk {Eur Ph 2.9.40/ Cap.®. 2.9.40) Uniformity of Dosage Units / TIperapar nosunen sianopsizats Binnosinae
sumoras €pponcficskol Gapmaxonei ana Qaropianocti
Josonarux Oannnns
Assay / Kitbkicne suinavenns:
Flurbiprofen Content / ®mypGinpoden sumict: 8.1 - 9.4 mg/lozenge / 8.1- 9.4 mr/aboaaimx 8.8 mg flozenge
(AM 2005/04) 4.8 SR QA
Microbialogical Examonation'/ Lestzsed:
MixkpoSionoriuna uncrors’ et BETARID G
TECTYBAHA:
Total Viable Count/ 3arambha KintbKicTs XUTTE31aTHHX
07 2023

Complies / Bianosinac
Complies / Bitnosinae

Complies / Biznoeinae

w: / Bignosinae
B, -

N

Reckitt Banckiser
Web:www.reckittbenckiser.com
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SKU 3020906

[
v Reckitt
" Benckiser

Certification statement: / 3agna npo cepradixanio:

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 menticned 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 complisnce with GMP.

Birmosiamicrs GMP.

11 2 3acBiTMYI0, (N0 HABEIEHA BUILe indopManin € JocTosipHow Ta TowHow. Lho cepiso npoxyxuil 6yno srpofnero (Brmovalous naKysaus / MapxyBaHas) Ta
nposeacro xouTpons {1 Arocti A aumearnevenidt AinLaNUi y nosHiA Binnosimuocti s srmoramy GMP, scranoanennmn MICHEBEM PETYAATOPHAM OPrANONM, & TARKOX
piamosiaro Ao cneuudixadii, mo MicTATLCK ¥ peecTpauifiHory Aocke. TIpoToxonu a¥poGHAUTER, MAXYBANHA T8 aRANIB 6yNO NEPEINAHYTO T8 BCTAHOBICHO

Comments /KomerTapi:

 Microbiological testing are performed on one freshly manufactured batch per year.
*MixpoGiooriZHe TeCTyBANHES NPOBOIATECK 1A Ox1Hif cepil B pix Mpu BATyCKY.

tThe batch size is indicated as cases quantity per manufectured batch. One case has 72 consumer packs.
Poamip cepif 3a3eaueso Ax KinbKicTs kopoSis pupobnenol cepil. Oanu kopoS MiCTHTS 72 CrIOXHBYHX yNIaKOBOK.

Name and position/title of person authorizing the batch release /
ﬂgi;nnme TS noclgnf:nmm ocolin, wxca sRAANA noIsin A BHOYCK cepil

Signature / ITiannc

Date of signature /
JlaTa nizuncanns:

Mandy Turgoose. QP / Operations Quality Manager.

Signature: %‘T‘—@s’“’

Email: mandy.turgoose@reckitt.com

?Iocﬂmlcl#ydpmdby: Mandy

Reason; | spprove this document.
Dasle: Jun 20. 2024 07:23 GMT+1

Elsctronicatly signed by: Andrew Godbar =
Signature:  Adebe ey S per N Signature: @
Dete: Jun 17, 2024 19:41 GMT+1
Email; Andrew.Godber@reckitt.com Email:

Reckitt Benckiser
Web:www.reckittbenckiser.,com

i caty si - PhKo Knight
Rmorrlhuv:mnh:p

Dete; Jjun 17, 2024 2145 GMT+1

Philip.Knight@reckitt.com
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SKU 3020906 b L
Benckiser
COA VERSION 22 QUALITY S;ERTIFIQATE { CEPTHOIKAT AKOCTI
INAME OF PRODUCT: JSTREPSILS® INTENSIVE HONEY & LEMON CERTIFICATE/CEPTHOIKAT
HA3BA MTPOIYKIUL: CTPENCLIC® INTEHCHB 3 MENIOM TA JUMOHOM N2 363750
ICountry of manefacturing / Kpaiua-supobumx United Kingdom Bemixa bpurasia
CERTIFICATE REGISTRATION NUMBER: UA/7696/01/01
HOMEP PECCTPAUIIAHOIO NOCBLTYEEHST: HM696/01/01
Strength / Potency; /-Cana gii / AxTuonicrs: Flurbinrofen 8,75 mg / dmypbinpoden 8,75 Mp
Dosage form / Tikapenxe dopma Lozenges / Jisogauvuxy
Package size xnd type / Po3stip Ta THR naxoeannn Nel6'(8 x 2) in blisters / Ne16 (8 x 2) y Gnicrepax
BATCH NUMBER / HOMEP CEPIL:  {5L226 DATE OF MANUFACTURE: / IATA BUPOBHULITRA: 07 2024
BATCHSIZE/POIMIP CEPI:  [S312€a  [oamirmncrt o LEHH TREMIEY 072027
Responsible for manufacture of the product, packing, |Reckitt Benckiscr Healthoare Internationd] Limited, Nottingham site, Thane Road,
quality control and release / Bignoninansemii 3 Nottingham, NG90 2DB,United Kingdoiii
BHpoGNHUTEC, NAKYBARPR, KOKTPONL AKoCT TR Pexxitr Benkizep Xenckep Inrepreman Jlimiten, Horrinrem caifr, Teitn Poyn,
|pnmyex cepil: Horrizres, NG90 2DB, Benuka bprranis
Manufacturing License/ linensin na srpoGHHuTRO:

A round paler yl]ow to. brown lozenges

with 'S icon

Appearance / Onnc
(Visual/ nizyanuunit) intagliated on both sides / Kpyrai neomssnky Bia Grigo-) Complies /
' JORTOIY 10 EOPIYHEBOTO KONbLODY 3 THCHCHHAM ¥ BHINSL Binnoeinae
Gyxan S 3 06ox Goxin.
Identity Tests / InenTrdikauin
Identity of Flurbiprofen/ Inentudixania
Glupodeny
1)Test 1 by HPLC / BunpaGynanus 1 (BEFPX) Complics with the approved test method / Ilpenapat noEuEen Complies /
BLANOBLAATY 3ATBCPKEHANY TECTY Bimneslzae
2)Test 2 by UV spectrometry / BunpoGyranun 2 (Y@  JAmax at 246 nm + 3 nm Absorbance >0.5 / Complies/
; cnexTpemeTpin ) Amax 246 uM *+ 3 v Abcopbuin >0.5 Bianosiaac
i [Average Mass/Cepennun maca:
[(determine with 20 lozenges/ srnasacTsca 1a 20 L52il g filozenge 26 g /lozenge
: 2.5 -2.7 v/ neommax 2,6 rfnsonamnk
RO SAHUKAX)
Uniformity of mass / Opnopinuicrs maca Complies with the requirements of European Pharmacopeia / Complies /
|(Eur Ph 2.9.5/ Crp ., 2.9.5) Bignosinae eumorasm €pponeticskol PapMaxonsy Bignorizac
Uniformity ofDou:ge_Unils / O,txﬂopinllic:l.'? Complics with the n:quircmcnts nfEumpean FPharmacopeia Complics /
nooBanuT exuuuns (Eur Ph 2.9.40/ €sp.@. 2.9.40) for Uniformity of Dosage Units / Tlpenapar noexueH Biarosigae
sinmosinati BuMoram Erponelicsxol GapMaxonel s
Omuopizaocti JNososanmx Opumuims
Assay / Kinbkiche aimanavewns:
Flurbiprofen Content / ®nyp6irtpoden amict: 8.1 —9.4 mpflozenge f 8.1— 9.4 Mr/nbosHMK g; mexlozenge
J(AM 2005/04) T mrinsoassnk
Microbislogical Examonation'/ Lastitestad:
MixpoGlomorivna yncrorat JFTAGERRIRTG
TECTYBAHA:
Total Viable Count/ Jaransua kinekicTs xurreagaTiux 07 2 074
Mikpoopraiimis:
Bacteria / Baktepil (Eur.Ph.2.6.12/ €pp.d.2.6.12) not more than 10 CFU/g / ne Simse 107 KYO/r Complies / Binnosinae
Yeasts and Moulds /- Jlpbemxesux a nuickgenx rpudis " . i A s
(EurPh36.12/ €5p.0.2.6.12) not more than 10' CFU/g / ue Gimsie 100 KVO/fT Complies / Binnosinae
Staphylococcus aureus (Eur.Ph,2.6,13 7 €rp.©.2.6.13) Absent in 1 g/ Biacytuicte s 1 ¢ Complies / Binnositac
Pssudomonas acruginosa {Fur,Fh.2,6.13 / €rp.@.2.6.13) |Absentin 1 g/ Bincyrmicren I ¢ JEompligs#Bianoaizac

Reckltt Benckiser
Web:www.reckitthenckiser,com -\
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SKU 3020906 Freckitt
Benckiser

Certification statement:/ 3agss npo cepradixanizo:

1 hereby cenifir that the above information is authentic and accurate, This batch of product has been menufactured, including packaging / labelling and quality
control at the above mentidned site(s) In full complidnce with the GMP requirements of the focal Regulatory Authority and with-the specification in the
Registration Dossier. The batch processing, packaging and analysis record wers in compliance with GMP,

LTiM 1 3acBigayI0, Mo naseaeta BRI iHGopMALiNE focTopiproK TA ToR0H0. Lo cepito npomyxwlY Syno zupobacko (BriotdoTH RAXYBAHY | MEDKYBAHHR) T2
|pozenenn xorTpons 1t xxecri Ha suiticatkateril AinsAKL y ToBRIf pianoaimtocti 3 sumoramk GMP, BeTaroeaeHBMM MICHEARM DErYIXTOPHAM OPraHOM, 8
tarox Bianoeiano Ao cncundixadik, mo MiCTATLAY ¥ peccTpanilinomy aoce. IlpoToxtii sPOGHULTE], NBKYBAHKA TA auaiitis Gyno NeperarHyTo T,
BCTAHORASRO BignosiguicTs GMP.

Comments [KomenTapi:

" Microbiological testing are performed on one freshly manafactured batch per year.

‘MixpoBionoriTre TecTyRalHS TPOBONATECK HA OziR cepil B pix mpk Bumycxy.

1The batch size is indicated as cases quantity per manufectared batch. One case has 72 consumer packs.

Ponmip cepil 3aieaueno £x xinskicTe Xopolis supofackol cepil, Omin xopoS MICTHTS 72 CIORHRUHX YIAKOBOK.

jName and position/title of person suthorizing the batch release / Signature / Tann Date of stgnature /
Mpitenue Ta nocaja/sranns ocobn, sica BHEANE N03BIN A2 BRrryex cepll E ¢ JlaTa nianneannn:
2 Efscironicaty signed by: Natela
Natela Stylianou QP / Compliance and Validation manager. Signature: Ahtete 5714"“ Rasoat s documat,
Date: Aug 13, 2024 09:13 GMT+1

Email: Natela.Styllanou@reckitt.com

Elacironically signed by: Andraw Godber ! Elsctroni . Phy
Signature:  Miwhe D o signature: @ Bt e haant
Dita: Acig 12, 2024 18:28 GMTH1 2 Date: Aug 12, 2024 21:55 GMT+t
Emall: Andrew.Godber@reckitt.com Email: Philip.Knight@reckitt.com

Reckift Benckiser
Webiwww.reckittbenckiser.com




AEPKABHA CJIYIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMU ¥ KHIBCHLKI OBJIACTI

npos. Ceitnmuunoi Hanii, 3, M.Kuie, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog EAPTIOY 37078774

BHCHOBOK
1pO SIKICTh BBE3eHOro B YKpaiHy JiKapcbKoro 3acoly

26.09.2024 Ne 43402/24/10

CTPEIICLJIC® IHTEHCHB 3 MEIOM TA JUMOHOM
{nafiMeHyBanHR JiKaPCHKOTO 32c06y 3TiAHO 3 peccTpanifiHuM NOCBiIMEHHAM)
AboastHukH 1o 8,75 mr; no 8 Avoasuukis y 6aicrepi; no 2 Gnicrepn y xaprouniii kopo6iui
(dopma suTIyCKY, KOTYBAHHA, BHA NaKyBaHHR TiKapchKOTO 3acofy)

Howmep peectpauiitnoro noceinacuns UA/7696/01/01 crpox aii peectpauifinoro noceinuenns 01.01,2099
Cepix nixapcekoro sacoby Ne SL226 Kinbkicts BBC3eHOrO NiKapeskoro sacoby 170496

BHpoSuuxk Pekxitr Benkizep Xencxep Inrepuenrun Jlimiten, Bestuxa Bpuranis
(Hefimenysanna supo6uuka nikapcukoro sacoby, kpaika NOXOIKeHHA)

Beeaero B Vipainy Tomapuctno 3 o6mexenoo signopinansnicTio "Pexxirt Benkizep
Xaycxoan Ena Xexe Kep Yrpaina", ixenr. kox: 33696041
(uaitverrysatnin a xo 3a E[IPTIOY ropuarrasol ocobu a6o npissnme, iM'%, N0 HaTekoBi (izpranol
ocoby - mianpuemMng, 1i Miclie MoXunaHKHA T2 peecTpaniftiKi Homep o6nikosol KapTXH [TATHHKA
noaatkis abo cepix Ta HoMep macnopTa)

Nporoxon BizyansHoro kontpamo ein 30.08.2024 M 2579/1.

JlaGoparopuuii ananis skocti nikapesxoro 3acoBy 3naiiicuenuit:

All "Uentpansna nabopaTopis 3 aHanisy akocTi nikapeskux 3acobis i Menuunol npoayKuii"
(m.Kuie, Byn. Kynpasceka 10r m.Kuis, Bys. Kynpascska 8B Kuisceka ofnacrs, c. Hogi [letpisui,
Byx. Isana @panxa, 19)

(naiftvenyBannA Ta MiCIeIRAXOIKeHHA nabopatopii, mo nposesa naGopatopruii ananii AKOCTI)

Bucuorox mono sxocti nikapcsxoro 3aco6y, Bunanufi naGoparopieso sin 18.09.2024 Neo 1855

Pesynurarst naGopatoproro ananisy sxocti nlikapcskoro 3acoby 3a ncpeBipeHUMH NoKA3IHKEKaMy BiANOBIAAIOTH
BEMOT2M MCTOAIB KOHTPO/IIO AKOCTI (auanimiriHo-HOpMaTHBHOT ROKyMeHTau).

32 pesymiTaTaMM JIEKABHOTO KOHTPOTIO BCTAHOBNEHO, O nikapcekui  3aci6  BBesemo B Ykpainy 3
AOTPHMAHHAM BuMOT 32KOHOABCTBA MO0 3a6€3MCYCHHA AKOCTI nikapcekux 3acobis.

Bixrop CTE®KIBCbKHH
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SKU 3020906 N recttt
Benckiser

COA YERSION 22 QUALITY CERTIFICATE / CEPTUGIKAT AKOCTI _
NAME OF FRODUCT; _ |STREPSILS® INTENSIVE HONEY & LEMON CERTIFICATE/CEFTU@IKAT .
HA3BA MPOAVKITE:  JCTPENCLIC® INTEHCHB 3 MEJOM TA JIMOHOM N2 364844 ;
Country of madufacturing f Kpalna-supolnki United Kingdom Bemuxa Bpuranix
CERTIFICATE REGISTRATION NUMBER; UA/7696/01/01
HOMEP PEECTPANIITHOrO NOCBIMYEHHS: UA/7696/01/01

Strength / Potency: / Cuna pli/ Axrasnicre:

Flurbiprofen 8,75 mg / ®myp6inpoden 8,75 mr

Dusase form / Tlxapcuxa dopma

Lozenges / Jnomasmxy

Package size and type / Poamip Ta Ten naxosannn

Nel6 {8 x 2) in blisters / Ne16 (8 % 2) y 6nicrepax

BATCH NUMBER/HOMEP CEPIl:  JsM930 DATE OF MANUFACTURE: / RATA BHPOEHHITTBA 072024
~ P 7 EXPIRY DATE / JATA JAKTHUEHHA TEPMIAY y
"BATCH SIZE / POSMIP CEPII: S134Ce oy ramiiocn: 07 1027

quality contrsl and release / BinnoslmansHuif 3a
BHDOSARILTNO, NAKYBAHNS, KOUTPOTL HKOCTI.TA
BHAYyCK cepil;

Responsible for menufactire of the product, packing,

Reckitt Berickiser Healtheare Interiiational Limited, Nottingham site, Thane Road,

Pexxitr berxizep Xencxep Irrepuenmm J'Imhfen, Horriurenm caitr, Tedia Poya,

Fotﬁngham, NG90 2DB,United Kingdom

Hotrirrem, NG90 ZDB ‘Bemitri Bpmnm

Mannfacturing License/ JTinensin iia nnpoSnunnras:

12862

A round pa]e yc[!ow ] brown loz:enges w;th S icon

Mikpoopranimiz:
Bacterin / Baxtepii (Eur.Ph.2.6.12 / Eop.0.2.6.12)

Yeéasts and Moulds / [pispoxennx va nricaspux pubin
(Fur.Ph.2.6,12 / €ap.0.2.6.12)

Staphylococcus aureus (Eur.Ph.2.6.13 / €pp.$.2.6:13)

Pseudomonas atruginosa (Eur.Ph.2.6,13 / €2p.,2.6.13)

nat more than 10* CFLl/g / 1e Ginpme 102 KO/
not more than 10° CFUlg / me Ginewe 10" KYO/r

Absentin 1 g / Bincyrnicra n I r

Absent in 1 g/ Biacyrnictsa 1 p

Appeannce { Onue
(Visual/ sizyamnenit) intagliatéd on both sides / Kpyrni nsonsuitcm. aix Snio- Complies /
"KORTOTO 0 KODHYHEROTO XOMROPY 3 THCHEHHRM Y Hirhsni Binnoginac
[oyxeu 52 oSox Goxin.
Identity Tests / Lieuradixanin
Identlty of Flurbiprofen/ Inermandikanin
Sinpodeny
1)Test 1 by HPLC/ Bnnpobynnnn i (BEPX} |Complics with the approved test method / Ipenapar rohuzen Complies 7
pimnoninaTA sateeptKetioMy TECTY Binnosinae
2)Test 2 by UV speetrometry / BunpoSyeangs 2 (VO Amax 2t 246 nm = 3 nm Absorbance >0.5 / Complies /
crexTpoMerpin ) Aamax 246 mv = 3 mm AficopSuin 0.5 Bianosinac
Average Mass/Cepennn maca: 2.5-2.7 g/ lozenpe
(detefmine with 20 lozenges/ aromaacTaon 5a 20 5527 f ’ mmgm: . ;2 & /lozenge
T 5 H £l nLoaaunx
Uniformity of muss / Oanopizmicts macn Complics with the requirements of European Pharmacopeia / Complies/
(Evir Ph 2.9.5/ €sp., 2.9.5) Bignoninee Bumaram €pponciicsxol Papmikonel Bianosinae
I;Jniformitf of Dosage Units / Oanopiasicre Complies with the requirements 6f Europesrt Pharmacopeia Complies /
oyomannX oxannnk (Eur Ph 2.9.40/ €ap.@.2.9.40)  Ifor Uniformity of Dosage Units / [Tpenapar nosuuen Bignosizae
sianosizatk BuMoraM Coporeierkol apmaxones ;-
Oanopiznocti Hozostinmx Ogumuup
Assay / Kinsxicne pusnayenns:
Flutbiprofen Content / ®aypGinpodeii suicr: 8.1 — 9.4 mg/lozenge / 8.1— 9.4 Mrfasonammk - mj flozenge
(A.M 2005!04) 8.5 Mr/TROAAREK
Miérdbiolugiéai Examonation'/ Losticsted:
MixpoSionoriums uncrors s OETaliEST0
TECTYBAMA:
Total Viable Count/ 3aransna xinskicTs xuTTestaTHmX o ‘202 s

Complies / Bianosinac
Complies / Bixnosinae

Complics / Bitniosinae

Complies / Bignoninee

Reckitt Benckiser
Web:www reckittbenckiser.com
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SKU 3020906 Yreckitt
Benckiser

Certifieation statement:/ Janna npo ceprudiksmir:

I heteby certify that the bove information is authentic and accurats. This batch of product fias been mantifactured; including packaging / labetling and quafity
control at the 2bove mentioned sitefs) in-fill complianie with the GMP rnqulrcmcnu of the loca} Regulutory Anthority and with the specification in the
Reglmtion Doagier. The batch processing, packagmg ‘and analysia record were in complinnce with GMP.

LEsna 32C8104Y10, 10 RABEACHA Rare iMGopMALii £ ZOCTORIPHOK T3 Tounow. [0 cephio iponyxnil Syno supobAERD (sxmORIGRH naKysanna / MEDKYBARNK) T3
npoaencno m}rrpuns T Axoct HA RHRICIARYCHIR msﬂum b :tannm signosingoct 3 pMoramy GMP acamonnenimit Mictuesnm PETYAATOPHREM opranou, 2
[rakoox BianoRimHO 20 cuenm}uum;uﬁ 00 MICTATREA Y. pempamﬂuomy Aocse. TlpoTosonr BipoSHANTSA, FAXYBERHN Ta ananizin Syno neperisuyTo Ta

peranornens #anoaiauicrs GMP.

Comments Komenrapi:

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

"MikpoGiongritise TECTYsAMIA IPOBONATECA Ko OARIK bepif » pir npu BUNyCKy.

'The batch size in indicated a¢ cases quantity per matifectured baich. One ¢ase has 72 consumer packs.

Pomip cepil daseiveno ax Kinsxicys xopaGis supoSinenol cepil. Onas xopo§ wicTHTs 72 cROXEATHX YaKOBOK,

Name and position/title of person authorizing the batch release / Date of signature /
Jars ninnncannn:

{[Ipizemune Ta nocana/isannn ocf.'rtilvl= AK2 BAJANS Z03BLT i BHDYEK cepill
Elecironically signed by: Martha
Mandy Turgoose. QF / Operationy Quality Manager, signature: Mastha M“éﬂ'ff’ H;‘;’,‘,” ;| spprove iy cacumank
- Email; Martha.M-q_k_ange@rgg:_kntt.com

ngiiktun I'I'fiﬁimc

5 Etectronicelly sigred by: Andrew Godber Elactronicalty signed
Sign atur e:: Mlclsrm m"" the et orthiy si gnature ¢ /2 Ruson: l' hiave mvfa\f'&m bt
- - . D'if" Mg 21, 2024 W’J’ aured ) ‘”‘ Date: Auaz.'l. 2024 O5:57 GHT+T
Emaily Andrew.Godber@reckitt.com Email: Philip.Knight@reckitt.com
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JEPKABHA CIVKEA 3 JIKAPCEKUX BACOBIE TA KOHTPOJIIO 3A
B HAPKOTHUKAMU YV KAIBCEKII OBJIACTI
npoB: ChiTmrmof Hayiif) 3, MKuiis; 02099;78/dikt: (044) 363:06:50
E-mail::dls.ko@dls.gov.ua, Kox €APIIOY 37078774

BHCHOBOK
Np@HKicTs BResenors;s YKpalay aikapcbroro3acoby

23403024 Ne 46804/24/10

CTPENCHICE THTEHCHE S METOV TATIIMOEOM

(nahcrysatK fixapcrora 38e06y sriHO peecTpaniiituy nocoixyeminy) ;.
MpopsHuKR 110 8;75Mrs no'8 neoasnukis ¥ Gaicrepi; no 2 GJticrepu y kapToHmiit kopobui
- . (dopraa bimyeKy; A0SYRARIAY BUR TAKYBARHA JikADCKKOTO 326005y) o

"HEHep pectipaiiiors rocimiediUATT696/01/01 pipoR i fecerpariintioronocainiesing 01,01:2099

Cepi jiiiapobioro sacobyiNe’ SM930 Kinekicts: Baeseroro nixapeskora-sacofy- 4608

“Bupaome- Pexirt Benkisep Xenckep Tirepnerminr Tivitex; Benuxa Bpyranis
{saHmenyeemr BUpoGitHKa Nikepcskore 1acoby, kpaitia MOXOMXCHIT)

Breseno’s Vipaiiry: Tosapucreo 3.06Mexen0i0. Bitnonjxantuictio "Pexkitr Ben Kkizep
_XaycxoaaEnx Xenc Kep Yrpainall, inenr. xos: 33696041
* (maitmcrysenia 72 xog 30 €IPTIOY ropuuerol ocab a6 npissriug, iM'x, no Garsxosi disnynol
a0t~ ntprithevi; TaiEne hpjommeaim 1 feccTpaniffni Homep o6nikorol xapTxi ANETHIHA
- MoaeTkiz 860 tepix'td HoMep Hacnopra)

THpotoxon Blsyansitoro gotrpomo rin 18.09.2024 Ne2775/4,

NlaGopatoprnit ananis AKOCTE; NiKapesKoro acoly sffificuertit

T {rqgnma@ﬂa naSopatopis 3 aHanisy AKOGTi Nikapuskyx 3aco6is L MegyrmHoT mpoRyKuif"
‘(mXKnis, sy, Kynpsiscska 10rm.Kuis, sy Kyapascsia 8B Knisckka 06idcts, 6. Hopi Tetpisit,
‘Byir; Ipana Opanxa, 19}

(untvenyngimix 1a Mlciieanaxbmxeniz 160paroph o npoesia abopaTopHUIL aHAID AKGCT)

‘Bitch0ngx HIGAY AKOEH AlRAPCERGBE56Y, Binskitityriopatopie si 09710:2024 N 2033
Pegymuny ia08patopHord suanisy:fxoct{ nirapeeiors gacaby s nepesiperimin, FORETHikaMH BIAMOBIIAIOTE
EHMOT'aM METORIR KORTOMKY FKOCTI {AHANITHYHO; HOPMATHEHOT:NOKY MEHTALLIT), '

34 pedynsratoMi  ncpiEBROTO  KOHTPONM  BeTdHoBNerns; o mixkapeekuii Daci6 meescno B Yipaiwy: a
AOTPUMA HHAM Bi¥or Sakonbaincina iifono sa6einenenns arocr Aixapcerax sacobin, §

.
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