Y

AEPX)IIKCITY XBA YKPATHI
AEPXKABHA CJIVIKEA 3 JHKAPCLKI_/_IX 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMW V KMIBCHKIH OBJIACTI

Tipocnexr Banepis HOGaHOBCBKOFO, 51, m. Kwis, 031 10, ren/tarc: (044) 2753030
E-mail: dls ko@dls.gov.ua, Kox €IIPTIOV 37078774

BHCHOBOK
NPO SAKICTH BBE3eHOr0 B Yxpainy aikapenkoro 3acoly

18.12.2019 Ne 82923/19/10

TEKCACIIPEI
(1raiMeHyBaHks Mikapcekoro 3acoBy 3rinuo 3 PeECTpALIRANM noCBiTYers M)
capel opomMykosuuit, 750 mr/30 rnom3lry acpozoanuomy duraxoni; no 1 (puaxony B
KapTonuii xopobmi
{bopma Bunycky, ACIYBAHES, BRI AKYBAHHA JMKAPCEKOTG 3acofy)

Howmep peecrpauiitsoro noceimuenns UA/6180/01/01 CTPOK Aifi peecTpattiittioro nocsixaerus 01.0] 2099
Cepix nikapcrkoro 3acofy No 19314 Kinexicts Bseseroro sikapenkoro sacofy 42266

Bupobuux Jla6oparopii Bymapa Pexopuari, ®panmis
(HalmeHyBanus BUpOGHIKa JikapeLKoro 3acoby, KpaiHa NOXORKCHAR)

Beesero B Vipainy ToBapucrro 3 o6mesxkenoro BiATOBinadLHicTIO "PEKOPIATI
YKPAIHA", ineur. xox: 38688480
(Hafimenysanns T2 oz 33 EMIPITOY roprumanol ocobn abo UpiseuMLe, iM'A, N0 GatEkos] dizuanor

ocob - ninnpuemus, i Micue TIPOMCHBAHHA T& PeEcTpatiHHuit HOMED 00aikoBOT kapTiy naaTHKa
ronarkis afo cepis ta HOMEp ngcnopra)

MpoTtokon Rivyannaoro konrpono sig 13.12.2019 % 472772,

3a pesynsraTamu ACPHABHOTO  KOHTPONIO BCTAHOBNEHO, IO JHKAapCRKMH  3aci6  pResemo s Vipainy 13
AOTPRMAHHAM sunor 3aKOHOIABCTRA A0 3a0e3neve us srocTi Jikapeskux 3acobis.
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 LABORATOIRES BOUCHARA-RECORDATI

UKRAINE
CEPTH@IKAT SIKOCTI
QUALITY CERTIFICATE

Texcacmpeif, cupei opomyxkosnmit, 750 mr/30 r Nel
Hexaspray, oromucosal spray, 750 mg/30 g Nel

Kpalna — Bapo6rux / Country of manufacturing:
®parnin / France

PeecTpanifine nocsiguenus Ne UA/6180/01/01 Jilicue no:
Registration certificate Ne UA/6180/01/01 Valid till: unlimited

HeoOMeReHo

Hiroua pevosuna: 1 gnaxon micrurs SiknoTumoiy 750 mr
Active substance: [ bottle contains 750 mg of biclotymol

Jlikapepka opma: cnpeii opomykosnmii, 750 mr/ 30 r

Dosage form: oromucosal spray, 750 mg/30g
Poamip Ta Tun naxkysauns: o 30 r y aeposobHOMY paKoHi 3 PO3MHNHOBAHEM;
Size and type of packaging: 30 g in aerosol bottle with sprayer; 1 bottle in carton box

0o 1 gaaxony B xaprouniii kopotui

Cepin Ne 19314 Poamip cepif: 42 266
Batch Ne 19314 Batch size: 42 266

Jara eapobunursa: 10/2019 JdaTa sakinueHus repmi
Manufacturing date: 10/2019 Date of expiry: 10/2024

HY npHaaTHocTi: 10/2024

Bupobnnnreo/ Ynakoska/ Koutpons sxocti/ Bunyeck cepif:
Manufacturing/ Packaging/ Quality control/ Batch release:

JaGoparopil Bywapa PexopaaTi, api MekaTtponik, 03410, Cenr Bixrop, ®panuin

Laboratories Bouchara Recordati, Parc Mecatronic, 03410, Saint Victor, France

Jlinensia na BupoGrauTeo: Ne M 15/180
Manufacturing authorization: Ne M 15/180

Cepradikat Binnosignocri GMP: 2018/HPF/FR/123
Certificate of GMP compliance: 2018/HPF/FR/123

AHJI: €Bponeiicbka Gapmaxones, NoToune BuAaHHa; MKK
AND: European Pharmacopeia, current cdition; MQC

AHAJI3/ HOPMA / PE3YJIDTAT/
ANALYSIS NORM RESULT
Omnuc / Appearance Ouxeopinna cycnensis GexeBoro kombopy
3 XapaKTePHMM 3aIlaXoM aHiCy / Bignosinae /
Uniform beige suspension with Conforms
characteristic odor of anise
Cepeann maca / Average weight** 28,5-31.5r/g 29,9
(30,0 /g + 5%)
pH 50-6,0 5.7
Binocna rycruna / Relative density 0,95-1,05 1,01
IsunxicTs mopayi / Delivery rate 1,5 2,1 r/eex (1,8 r/cex £ 15%) / 1,8
1,5-21g/s (1,8 g/s15%)
Tucxk / Pressure** 6,0 — 7,0 Bap/bar 6,5
Inentudikania / Identification
Bixrorumon/ Biclotymol [oawrusuuii/ Positive Bimnosigae / Conforms
Crmpr Genzmosuii / Benzyl alcohol Hosmrasuniy/ Positive Bignosinae / Conforms
Metumaparigpokcubensoar / Methyl IMoswrurnuil/ Positive Binmorinae / Conforms
parahydroxybenzoate
Kinekicne Bn3naverns (s 30 oy
Assay (in 30 g)
Bixmotamon/ Biclotymol 713,0 — 787,0 Mmr/mg 749,9

(750,0 wr/mg + 5%)

Corpr Gemssnosnii / Benzyl alcohol 450,0 — 550,0 Mr/mg

(500,0 mr/mg + 10%)

LABORATOIRES BOUCHARA-RECORDATL 5.A.8
IMMEUBLE «LE WILSON» S.AS AU CAPITAL DE 14 000 000 €
70 AVENUE DU GENERAL DE GAULLE  Locataire Gérant da BOUCHARA-RECORDATI

92800 PUTEALIX. France
TEL. (33) 01 45 19 10 G0

N SIRET 448 777 920 00035
R.C.5. NANTERRE

UNITE DE PRODUCTION

PARC MECATRONIC
03410 SAINT VICTOR
TEL. (33) 04700379 00
FAX (33) 04700378 %0

FAX (33) O1 47 56 02 46

VO Vel

N T.V.A FR 59 448 777 920

G fF

7

7‘




s

Q LABORATOIRES BOUCHARA-RECORDATI

et

Memwmaparigpoxcubenszoar / Methyl 22,5-27,5 mrimg 24.8
parahydroxybenzoate (25,0 mr/mg + 10%)
Harpiio exetat / Disodium edetate 0,5 - 2,5 Mr/mg 1,8

Mixpo6ionoriyna yncrora/Microbiclogical
purity*

3arankpa KITBKICTS XKHTTE3AaTHHAX
Mikpooprarizmis/ Total quantity of viable

Organisms

- aepoGumx MixpooprasrizMis (TAMCY)/ total <100 KOE/r / CFU/g He nposopuscs/ Not applicable
acrobic microorganisms (TAMC)

- npixmkir Ta rpubis (TYMC)/ moulds and <10 KOE/r/ CFU/g He nporogmscs/ Not applicable
yeasts (TYMC)

- TONEePaHTHI I0 #OB4i rpaMHEraTHBHI <10 KOE/r / CFU/g He nposopuecsa/ Not applicable
Baxrepii/ bile tolerant gram-negative

bacteria

Pseudomonas aeruginosa BincytHiy 1 r/absentin 1 g He nposonaecs/ Not applicable
Staphylococcus aureus BigcyTHi y 1 r/absentin I g He mposozuses/ Not applicable
KomenTapi / Comments:

* Mposomuthes 1 pa3 Ha 10 cepill. / Conducted on 1 batch out of 10 batches.
**[Iposomursca Hifl 9ac supobuumTea/ Conducted during production
BuCHOBOK: pe3yJIbTATH BUINOBiNa0TE HOpMaM cenudikaniy
Conclusion: results confirm to norms of specification

[uM s 3aceiauyw, ule HaBegeHa BHW(e iHdopmanin € aocrosipror Ta Tounow. Il cepito mpoxyknil Hyno
BHpOGiCHO (BRINYANYA NAKYBAHHA/MapKYBaHHA) Ta IPOBEACHO KONTPONL il AKOCTI  Ha BHINE3a3HAMCHiH
miALHMUI Yy noBHil BianosignocTi 3 BuMoraMn GMP, BeTAHOBNCHHMHE MIiCUEBYM PEryNSTOPHHM OPranoM, 8 TAKOX
signosiguo a0 cnenudikauiii, we micraTees y peecrpauiiinomy Rocbe. TlpoToKoaH RHPOOAMNTEA, MAKYBAHHS Ta
ananisis Gyno mepersisdyTo Ta BeTAHOBNeHO BinnosigHicTs GMP. / 1 hereby certify that the above information is true
and accurate, This series of products were produced (including packaging/labeling) and held quality control of the above
section in full compliance with the requirements of GMP, established by the local regulatory authority and in accordance
with the specifications of the registration dossier. Protocols of production, packaging and analysis were reviewed and
established compliance with GMP,

IIPI3BUIILE TA IIOCAJTA OCOBY, SIKA HIJMNAC OCOBU, KA BHIIAJIA  JATA NJUIMCAHHSA /

BUJIAJIA IO3BUL HA BUITVCK CEPIl/  103BIJI HA BUITYCK CEPII DATE OF SIGNATURE
NAME AND POSITION OF PERSON SIGNATURE OF PERSON
WHO GAVE THE PERMIT FOR BATCHES WHO GAVE THE PERMIT FOR
RELEASE BATCHES RELEASE
i_aboratoires BOLCHAM RECORDAT!
Kristine COLIN-" .~ 08/11/2019
Head of Quality Control Responsable Co ./ja*dlpm.ﬁualité
Parg Mécatronic
a{iﬁjpi%ﬁiNT-VlCTOR
The qualified Person Laboratoires BOUFHAMJB ECORDATL 12/11/2019
Frédéric BOSLE

Phartigcien Assurance Qualité
.,;:fé:w;urc Mécatronic
<7 (03410 SAINT-VICTOR

JlaGopaTopil Bymapa Pexopaari,

Mapx MexaTpouik, 03410, Cenr Bixrop, ®panuin.
Laboratories Bouchara Recordati,

Parc Mecatronic, 03410, Saint Victor, France.

Signature and stamp
LABORATOIRES BOUCHARA-RECORDATI 5.A.S UNITE DE mouucnow{/
/7
IMMEUBLE sLE WILSON» 5.A.5 AU CAPITAL DE 14 000 000 € PARC MECATRONIC / [ -
70 AVENUE DU GENERAL DE GAULLE  Locataire-Gérant de BOUGHARA-RECORDAT! 03410 SAINT VICTOR:/ * &
92800 PUTEALX. France N® SIRET 448 777 920 00036 TEL. (33) 04 70 08 7900 =
TEL (33) 0145 191000 R.C.S. NANTERRE FAX (33) 04 70 03 7890 *

FAX (33) 01 47 5602 46 N~ TV.AFR 59 A48 777 920




JIEPXKJIKCITYKBA YKPATHA
AEPKABHA CJIVIKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTHKAMH Y KHIBCBKIN OBJIACTI

npocnekT Banepin Jlobanoecekoro, 51, m. Kuie, 03110, Ten/daxkc: (044) 2753030
E-mail: dis.ko@dls.gov.ua, Kox € IPITOY 37078774

BUCHOBOK
Npo IKICTL BBE3€HOTO B Y KpalHy JIikapcbKoro 3acoby

21.04.2020 Ne 19723/20/10

T'EKCACHPEA

(HalMEHYBRHHA JIKAPCLKOTD 3aco0Y 3CiAI0 3 PLECTPALIFHKM HOCHILUCHIsIM)
cnpeii opomyko3Huil, 750 mr/30 r, no 30 r y aepozoanHomy dutakoni; mo 1 dpnaxony B
KapTOHHII Kopobixi

{popma BruTyCKy, AOTYBAHHY, BRI HAKYBAHHS JIKAPCEKOLo 3acoby)
Homep peecrpaniiinoro nocsinaenna UA/6180/01/01 ctpoxk aii peectpauiiinoro nocsipuenns 01.01.2099
Cepis nixapcskoro 3acoty Ne 20032 KinsKiCTb BBE3€HOTO Aikapebkoro sacody 41630

Bupobri Jiaboparopii bymapa Pexopnati, Opasuis

{HakMcHYRAnIIA BHPOSIHKA MIKAPCHEKOTO 33C00Y, KpajHa UOXOMKENHS )

Bseseno » Yxpainy Tosapucrso 3 o6mexkenoro sianosinaasuictio "PEKOPJEATI
YEKPAIHA", inenr. koa: 38688480

(naftenyranHs Ta koA 3a CAPTIOY jopuanunoi ocobu abo npispuie, im's, no Datexosi (izuuBol
0COGH - RIZIpHEMLS, 1T MiCLIE IPOAUBAHHA T4 peecTpauifinui noMep o0HKOBOT KaTKH NIATHAKA
niogarkis ado cepis Ta HOMC] NacnoPTa)

TlpoTokos Bisyansnoero xontposo sin 09.04.2020 N 1195/2.

3a pesynbTaTaMKM NEPMABHOTO KOHTPOMIO BCTAHOBJICGHO, Wi0 fikapehbkuil 3aci6 esessHo B Ykpainy 3
JOTPHMAHHAM BUMOr 3aKOHONABCTBA OA0 3abe3neyueHis AKOCTi JliKapchKux 3acobis.

Bac:'rymlmf Haq'mbnmca Bummy

Hepxaprol cny>x61~}, 3 mrcapcmmx 3acobiB »
Ta Koquomo 94, Hapm'rmcamu y Kuiscpxiit i
o63mcr1 Lo

3ybapera H.B.

LA R o ) . e = " =
{nocagloaa"oe_oqa opraiy AEePHaBHOIO KOHTPOIIO) {nignuc) (uimiam Ta npizsMnE}
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LABORATOIRES BOUCHARA-RECORDATI

UKRAINE
CEPTU®IKAT SAKOCTI
QUALITY CERTIFICATE

I'excacnpe#, copeit opomMykosuuit, 750 mr/30 r Nel
Hexaspray, oromucosal spray, 750 mg/30 g Nel

|
!
: Kpaitz — Bapo6unk / Couniry of manufacturing:
| ®panuis / France ) 3
; Peecrpauiiine nocsinuennn Ne UA/6180/01/01 Oittcne mo! HCOGMEKEHO

. Registration certificate Ne UA/6180/01/01 Valid till: unlimited

)Iimqa peucsnHa: 1 ¢gnakon micrurs Giknotumony 750 mr
| Active substance; 1 boitle contains 750 mg of biclotymol
! Jixapebka dopma: cupeit opoMyKo3HRiL, 750 mr/ 30 r
| Dosage form: oromucesal spray, 750 mg/ 30 g
§ Poamip Ta run nakyeaunn: no 30 r y aeposzonbHoMy duiakoni 3 posnmnosates; no I duraxony B kapTowuii kopobui
i Size and type of packaging: 30 g in aerosol bottle with sprayer; 1 bottle in carton box

1 Cepis Ne 20032 Po3swmip cepif: 41 630
| Batch No 20032 Batch size: 41 630
- JlaTa BapobruuTBAa: 01/2020 Aata 3akinuenns Tepminy npuaataocti: 01/2025
: Manufacturing date: 01/2020 _ Date of expiry: 01/2025 o

i { Bupobukurso/ Ynaxoska/ Kontpoan sxecri/ Bunyek cepil:
\ Manufactunngr’ Packaging/ Quality control/ Batch release:
¢ JlabopaTopil Gymapa Pexopaari, [Tapk Mekarponix, 03410, Cenr Birkrop, @panuis
Laboratorics Bouchara Recordati, Parc Mecatronic, 03410, Saint Victor, France
Jlinensis na supoOHuOTEO: Ne M 15/180
Manufacturing authorization: Ne M 15/180
Ceprudrixat Bignosinnocri GMP: 2018/HPF/FR/123
Certificate of GMP compliance: 2018/HPF/FR/123
AHJ: €sponeiicbka OapMaKoites, oTouHe puganus; MKK
AND: European Pharmacopeia, current edition; MQC

AHAJIIZ/ HOPMA / PE3YIBLTAT /
] ANALYSIS NORM RESULT
| Omae / Appearance OnHopinmHa cycnedsis OexeBoro Koasopy
3 XapaKTepHIM 3anaxoM aHicy / Bignosimac /
Uniform beige suspension with Conforms
characteristic odor of anise
Cepeans maca / Average weight** 28,5-31,51r/g 29,9
(30,0 r/g & 5%)
pH 50-60 5.8
BignocHa rycruna / Relative density 0,95—-1,05 1,01
HIspakicts nogadi / Delivery rate 1,5-2,1 r/cex (1,8 r/cex £ 15%)/ 1,9
1,5-21p/s (1,8 g/s +15%) :
THek / Pressure®* 6,0 — 7,0 6ap/bar 6,7
Inenrudikanis / Identification i
Bixnorumosn/ Biclotymol ITosrresauil/ Positive ' Binmosizae / Conforms
Crmupr 6er3mnosnii / Benzyl alcoho! Tosuresauil/ Positive Bimnosinae / Conforms
MeTamapariapoxcabensoar / Methyl HMosurieHAN Positive Bianosigac / Conforms
arahydroxybenzoate
Kinbxicre Bu3uauenns (& 30 r)/
Assay (in 30 g} .
Biknorumon/ Biclotymol 713,0-- 787,0 mr/mg 753,1
{(750,0 Mr/mg + 5%)
Crnpr 6emsunosuii / Benzyl alcohol 450,0 — 5500 Mr/mg 4940
(500,0 mr/mg + 10%) | g oy, |

LABORATOIRES BOUCHARA-RECORDATI 5.A.5 UNITE DE PRODUCTION : 2
IMMEUBLE oLE WILSONs 5.A.8 AU CAPTALDE 14 COQ 000 € PARC MECATROMIC "?E-i‘*m‘)frl"‘"!" :
70 AVENUE DU GENERAL DE GAULLE  Locdia'te-Gérant de BOUCHARA-RECORDATI C3M10 SAINT VICTOR |1/ * 1 yKPATHA
92800 PUTEAUX, France IN® SIRET 448 777 920 00035 TEL (33)04 7003 7900 [ 2 | 5 roquuin cxnag Hel S
TEL. (33) 01 4519 1000 R.C.S, NANTERRE FAX (33) 0470037890 R 0% :
FAX (33) 01 47 56 02 44 W= TV.A FR 69 448 777 920 3
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N LABORATOIRES BOUCHARA-RECORDATI

MeTinnapariapoxcubensoar / Methyl 22,5 - 27,5 mr/mg ‘ 249
parahydroxybenzoate (25,0 Mr/mg + 10%)
Hartpiro eaetat / Disodium edetate 0,5-2,5 Mmr/mg 1,9

MikpoGionorivna wnctora/Microbiological
purity*

3aranbHa KITBKICTE KHTTE3IaTHHX
mikpoopranismis/ Total quantity of viable

organisms

- aepobrux Mikpoopranismie (TAMCY) total <100 KOE/r / CFU/g He nporoauscs/ Not applicable
acrobic microorganisms (TAMC)

- apixcmxis Ta rpubis (TYMC)Y moulds and <10 KOE/r/ CFU/g He mposonuses/ Not applicable
yeasts (TYMC)

- TOJEPAHTHI 10 KOBYI MPAMHACTATUBHI <10 KOE/r / CFU/g He nposonuscs/ Not applicable
Gaxrepil/ bile tolerant gram-negative

bacteria

Pseudomonas aeruginosa BigcyTHi y 1 r/absentin 1 g He nposoauscs/ Not applicable
Staphylococcus aureus BigcyTHiy 1 r/absentin 1 g He nporomises/ Not applicable

KomenTapi / Comments:

* [IpoomuTaes 1 pas wa 10 cepifd. / Conducted on 1 batch out of 10 batches.
**posonuTeeA g Jac Bupodunursa/ Conducted during production
BrcroBox: pe3yJIibTaTH BiaNoBiAaoTL Hopmam crieuudikamnil
Conclusion: results confirm to norms of specification

Mum 5 sacinuyw, wo BapeleHa BHWK indopmauis ¢ gocroBipHoo Ta Tounow. 1o cepin npoaykuil Gynao
BHPOG/IEHO (BKJIIOYAIOUH NAaKYBAHHA/MADKYBAHHA) Ta NPOBEAeH0 KOHTPONL 1 AKOCTI Ha BHINE3a3HaveHiH
AltbaMui y NopHil siamosianocTi 3 BuMoramMu GMP, BeTa HOBJICHHME MICUEBHM PETY/ISTOPHAM OPTaHOM, 3 TAKOK
Bianosiano no cmenmpixauii, no MicTaThes ¥ peccrpaniiinomy noese. TIpOTOKOIHW BHPOGHHUTBA, NAKYBAHHS Ta
anajizie Oyno meperisinyTo Ta BCTaHOBJCHO Binnosigaicrs GMP. / | hereby certify that the above information is true
and accurate. This series of products were produced (including packaging/labeling) and held quality control of the above
section in full compliance with the requirements of GMP, established by the local regulatory authority and in accordance

with the specifications of the registration dossier. Protocols of production, packaging and analysis were reviewed and
established compliance with GMP.

TIPI3BMLIE TA IOCAJA OCOBH, AKA MIOIIHAC OCOBH, AKA BUIAIIA  JIATA IIINMHACAHHEA /
BHUIIAJIA TO3RUT HA BUITYCK CEPII / IO3BUI HA BAITVCK CEPI

DATE QF SIGNATURE
NAME AND POSITION OF PERSON SIGNATURE OF PERSON
WHO GAVE THE PERMIT FOR BATCHES WHO GAVE THE PERMIT FOR
RELEASE BATCHES RELEASE
28/02/2020
Head of Quality Control %ECORDATI
Qualite
AINT-VICTOR
The qualified Person Laberé ﬂ‘!‘ﬁ%\"ﬂs BOUCH ARA-RECORDATL
Frédéric BOSLE
harmacien Assurance Qualité 05 MARS 2020

Parc Mécatronic
03410 SAINT-VICTOR
JlaGopaTopii Bymapa PexopaaTi,
Hapx Mekatponik, 03410, Cenr BikTop, ©®panuis.
Laboratories Bouchara Recordati,
Parc Mecatronic, 03410, Saint Victor, France.

Signature and stamp
LABORATOIRES BOUCHARA-RECORDATI 5.A.5 UNITE DE PRODUCTION
IMMEUBLE oLE WILSON: §.A.S AU CAPITAL DE 14 000 000 € PARC MECATRONIC
70 AVENUE DU GENERAL DE GAULLE  Locatalre-Gérant de BOUCHARA-RECORDATI 03410 SAINT VICTOR s
©2800 PUTEAUX. Fronce N° SIRET 448 777 920 00035 TEL. (33) 04 7002 7900 [F
TEL. (33) 01 45 19 1000 R.C.5. NANTERRE FAX (33) 04 7003 78 90

FAX (33) 01 47 56 02 46 N*TV.AFR 59448 777 920




& LABORATOIRES BOUCHARA-RECORDATI

UKRAINE
CEPTU®IKAT JIKOCTI
QUALITY CERTIFICATE

I'excacnpeii, cipeii opomyxosumit, 750 mr/30 r Nel
Hexaspray, oromucosal spray, 750 mg/30 g Nel

Kpainua — Bupo6unk / Country of manufacturing:
®paHnis / France

Peectpauiiine nocsiguenns Ne UA/6180/01/01 | Oiticne mo: HeoGMexkeHO
Registration certificate Ne UA/6180/01/01 i Valid till: unlimited

Hiwua peyosnua: 1 danakon micTuTh Giknorumony 750 mr
Active substance: 1 bottle contains 750 mg of biclotymol

Jlixapcnka gopma: cnpeii opomyxoanuit, 750 mr/ 30 r
Dosage form: oromucosal spray, 750 mg/ 30 g

Po3mip Ta THR nakyBarns: no 30 r y aeposonbHoMy ¢uiakoni 3 posnumosadem; no 1 giiakony B KapToHHiA Kopobui
Size and type of packaging: 30 g in aerosol bottle with sprayer; 1 bottle in carton box

Cepia Ne 20033 Po3mip cepil: 42 085
Batch Ne 20033 Batch size: 42 085

JaTta pupobuuuTea;: 01/2020 Jara 3akiHveHHs TepMiHy npuaaTHocTi: 01/2025
Manufacturing date: 01/2020 Date of expiry: 01/2025

Bupo6Huurso/ Ynakoska/ Konrpoas sikocri/ Bunyck cepil:

| Manufacturing/ Packaging/ Quality control/ Batch release:

Jla6oparopii Bymapa Pexopnari, [lapk MekaTponik, 03410, Cent Bikrop, ®pauuis
Laboratories Bouchara Recordati, Parc Mecatronic, 03410, Saint Victor, France

[P SIRSTU SN

. Jinensis Ha BupoSHMuTBO: Noe M 15/180
Manufacturing authorization: Ne M 15/180

. Ceprudikar Bignosinnocri GMP: 2018/HPF/FR/123
. Certificate of GMP compliance: 2018/HPF/FR/123

AHJI: €pponeiicbka ®apmakones, noTouHe BHAaHHA; MKK
{ AND: European Pharmacopeia, current cdition; MQC

AHAJI3/ HOPMA / PE3YJIBTAT /

' ANALYSIS NORM RESULT

. Onue / Appearance OsnHopinHa cycmensia GexeBoro Konsopy
3 XapaKTepHHM 3a1axXoM aHicy / Bianosinae /
Uniform beige suspension with Conforms

, characteristic odor of anise

Cepe;iun maca / Average weight** 28,5~ 31,5r/g 30,0

5 (30,0 r/g * 5%) :

. PH 50-6,0 | 5.8

{ Bianocua ryctuna / Relative density ] 0,95 - 1,05 ) 1,01

: Wsuakicts mogadi / Delivery rate 1,5 2,1 rfcex (1,8 t/cex + 15%) / 1,9

‘ I 1,5-2,1 g/s (1,8 g/s + 15%)

Tuck / Pressure** i 6,0 — 7,0 6ap/bar 6,5

InenTudikauis / Identification

Bixnorimon/ Biclotymol ToswrusHnil/ Positive Bignosinae / Conforms

Crmpt OGensunosuit / Benzyl alcohol NosutueHuiY Positive Biamosigae / Conforms
i
| MeruymaparinpokcrGensoar / Methyl ITozuTuBruil/ Positive Bixnosigae / Conforms
| parahydroxybenzoate

Kinnxicne BusHavenus (s 30 r)/

Assay (in 30 g)

biwtorumon/ Biclotymol 713,0 - 787,0 Mr/mg 748,1

(750,0 Mr/mg + 5%)

Crniupt GerswoBuit / Benzyl alcohol 450,0 — 550,0 mr/mg 496,9

! (500,0 Mr/mg + 10%)
LABORATOIRES BOUCHARA-RECORDATI 5.A.S UNITE DE PRODUCTION

IMMEUBLE <LE WILSON»

70 AVENUE DU GENERAL DE GAULLE
Q2800 PUTEAUX, France

TEL. (33) 01 4519 1000

FAX {33) 01 47 56 02 46

S.AS AU CAPITALDE 14 002000 €
LocataiieGérant de BOUCHARARECORDATI
N° SIRET 448 777 920 03535

R.C.S. NANTERRE

7 NTY 4 R 59 448 777 920
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& LABORATOIRES BOUCHARA-RECORDATI

MeTtwmaparinpokcubesnsoar / Methyl
parahydroxybenzoate

22,5 27,5 Mr/mg
(25,0 Mr/mg + 10%)

24,9

Harpiro exerar / Disodium edetate

0,5 - 2,5 mr/mg

1.8

MikpoGiosioriuna uncrora/Microbiological
purity*

3aranbHa KUIBKICTh XHATTE3TaTHIX
mixpooprauizmis/ Total quantity of viable
organisms

- aepoGHux mikpoopranizmis (TAMC)/ total
aerobic microorganisms (TAMC)

- apixKiB Ta rpubis (TYMC)/ moulds and
yeasts (TYMC)

- TONIEPaHTHI 10 XOBYi rPaMHETaTHBHI
Gaxrepii/ bile tolerant gram-negative
bacteria

Pseudomonas aeruginosa

Staphylococcus aureus

<100 XOE/r / CFU/g
<10 KOE/r / CFU/g
<10 KOE/r / CFU/g

BiacyTHiy 1 v/ absentin 1 g
BiacyTHiy 1 r/absentin 1 g

He nposoauscs/ Not applicable
He nposommscs/ Not applicable
He nporoxuscs/ Not applicable

He nporomisca/ Not applicable
He nposonuscs/ Not applicable

Komenrapi / Comments:

* IlporoanTnes 1 pas Ha 10 cepiit. / Conducted on 1 batch out of 10 batches.
**posoxuThes nia yac supoGuAnTEa/ Conducted during production

BuCHOBOK: pe3yJIbTaTH BiINOBiNaOTHL HOpMaM crneuuixa it
Conclusion: results confirm to norms of specification

Ilum 5 3acsizuylo, Mo HaBeXeHa BHIe indopmauin € gocromipuow Ta Tounowo. Lo cepiro mpoaykuil Gyno

BHPOG/IeHO (BKMOY2I0YH NAKyBaHHA/MapKyBaHHs) Ta NPOBEJCHO KOHTPOAL 1 sKOCTI
Ainenuui y nosnit BianopiaHocTi 3 BUMoramn GMP, BeTaHOBICHHME MicLeBuM perynsiTOpHHEM OpPraHoM,

Ha BHIe3a3HAYeHil
a TaAKOXK

BiAnoBiANHO R0 cneundikauiii, mo MicTATHES y peectpauilinomy nocne. Iporokonn BHpoGHMITEA, NaKyBAHHR TA
aHaji3iB 6y.J0 meperiifHYTO Ta BCTAHOBJICHO BianosianicTs GMP. / I hereby certify that the above information is true
and accurate. This series of products were produced (including packaging/labeling) and held quality control of the above
section in full compliance with the requirements of GMP, cstablished by the local regulatory authority and in accordance

with the specifications of the registration dossier. Protocols of

established compliance with GMP.

[TPI3BHILE TA IOCAJJA OCOBY, SIKA
BHIAJIA JO3BUI HA BUITYCK CEPIi /

IHIITHAC OCOBH, SIKA BUJTANA

JO3BIJ HA BUITYCK CEPII
NAME AND POSITION OF PERSON SIGNATURE OF PERSON
WHO GAVE THE PERMI'{“ FOR BATCHES WHO GAVE THE PERMIT FOR™
RELEASE BATCHES RELEASE
Laboratoires Br.i :JCHARGSECORDAT'
Kristine .
. a ntrdle Qualité
Head of Quality Control Respons 2o écatroni_:_FOR
4 AINT-VIC
,flf 1 0
Laboréfoires BOUCHARA-RECORDATI
The qualified Person Frédéric BOSLE

Pharmazien:Assurance Qualité
Parc Mécatronic
03410 SAINT-VICTOR

JlaGopaTopil Bymapa Pexopaari,

Tlapk MekaTpoHik, 03410, Cenr BikTop, ®pannis.

Laboratories Bouchara Recordati,
Parc Mecatronic, 03410, Saint Victor, France.

Signature and stamp

LABORATOIRES BOUCHARA-RECORDATI S.A.S

IMMEUBLE <LE WILSON»

70 AVENUE DU GENERAL DE GAULLE
92800 PUTEAUX. France

TEL. (33) 01 45191000

FAX (33) 01 47 56 02 46

S.A.S AU CAPITAL DE 14 00O D00 €
Lecatalre-Gérant de BOUCHARA-RECORDATI
N° SIRET 448 777 920 00036

R.C.S. NANTERRE

N*TV.AFR 59 448 777 920

production, packaging and analysis were reviewed and

HATA IIIJTUCAHHSA /
DATE OF SIGNATURE

28/02/2020

0 5 MARS 2020

UNITE DE PRODUCTION

PARC MECATRONIC . -
03410 SAINTVICTOR  ~ =
TEL, (33) 04 7003 7900
FAX (33) 04 700378 0




JEPXJIIKCIIYKBA YKPATHU
JEPXABHA CJIIYXBA 3 JIIKAPCLKIC'.IX 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHUIBCBKIMN OBJIACTI

npocnekt Banepis Jlobanoeckkoro, S1, m. Kuis, 03110, ren/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kon €APIIOY 37078774

BHUCHOBOK
Npo AKICTh BBE3EHOI0 B YKpaiHy JliKapebKoro 3acody

21.04.2020 Ne 19724/20/10

TEKCACIIPEN

(1aRMEHYBaHHA JlIKapehbKOro 3acofy 3riAHO 3 peecTpatiitHuM IIOCBIUEHHAM)
cripeit opomyxosuuii, 750 mr/30 r, no 30 r y aepo3zoabHomy duaxoni; no 1 paaxony B
KAPTOHHIH Kopo6ui

(opma BHITYCKY, A03YBAHHS, BUI NAKYBAHIA NIKAPCHKOrO 3ac00y)
Homep peectpauiitioro nocsinuennss UA/6180/01/01 ctpox aii peecrpanitinoro nocsinuenns 01.01.2099
Cepis nikapcikoro 3acoby Ne 20033 KinbkicTs BBE3€HOTO Nikapcekoro 3acoby 34020

BrpoGruk Jlaboparopii bymapa Pexopaari, ®paniis

(HaliMenyBaHHs BUPOOHMKA HHIKAPCLKOro 3acoby, KpaiHa NOXOMKEHHS )

Baeseho B YkpaiHy Tosapucrso 3 o6mexenoo sianosipannuicrio "PEKOPIATI
YKPAIHA", inenr. kox: 38688480

(naiimenysanns Ta xox 3a CAPTIOY ropuiunoi ocolu abo npizeuinge, iM's, 1o Garskosi Qiznanof
ocobu - nianpuemus, i Micie NPOKMBAHKA Ta PEECTPALIIHHIA HOMED 00JIKOBOT KAPTKH IUIATHHKA
noaaTkis abo cepis Ta nomep nacriopra)

Iporokon BisyansHoro kourposmo sig 09.04.2020 N 1195/3.

3a pesyipTaTamMu  IEPKABHOTO KOMTPOMIO BCTAHOBMEHO, WO JiKapcekuil 3aci6  BBezewo B  YkpaiHy 3

AOTPHMAHHSAM BUMOT 3aKOHOAABCTBA [110/10 3abe3MedeH s AKOCTI NKApChKUX 3acobis.

3acTynugK HaYaTbHEKA BiALITY
HepxaBHo1 ciryu6u 3 JKapebkux 3aco0is

o 1 ) - 3ybapera H.B.
Ta KOHTPOJI,\EQQ& HapKOTHKaMH y KuiBcekii £
obmacri” = :
(noczﬁuma 0€002 OPFaHy JEPKABHOIO KONTPOMO) (nianuc) (iniuiany Ta npisBHLLE)

MLIL




a

HEPKINKCITYKBA
HEPKABHA CJIYJKEA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMU ¥ KNIBCBLKII OBJIACTI

fipocnext Baiepis JloGanoscskoro, 51, m. Kuis, 03110, Ten/ake: (044) 2753030
E-mail: dls. ko@dls.gov.ua,htt https:/fwww.dls.gov.ua, Kog CHAPTIOY 37078774

BUHCHOBOK
PO SIKICTh BBE3EHOTO B Ykpainy nikapeskoro 3a coby

24.09.2020 Ne 48238/20/10

I'EXCACHPEN
{naiimenypating Hixapenkore sacofy sriaHo 3 peecTpantifinm uoan:we:mmé
cnpedt opoMyKrozi, 750 mr/30 1m0 30 ry acposoannomy aaxoni; uo 1 paa KOHY B
KapTouniii kopobui
{dopma priyeky, sosvsanns, aia TEKYBARHA HKAPCHKOTO 38c00y)

Howmep peecrpauiiitioro nocsinsenns 1JA/6180/01 /01 erpok aii peecrpaniiiroro noceiguenns 01.01.2009
Cepis nikapebkoro sacoby N 20155 Kiabkicts Beesenoro nikapeskoro sacody 42513

BapoSunk JlaBoparopii Byuapa Pexopnari, ®panuis
(HaHmenysanig supoGruka JKAPCLKOTo 3ac0BY, KpaiHa NOXOAKeHHs)

Buesero s Yipaiiy Tosapucrso 3 ofmexenon BianoBixaibLHicTO "PEKOPJATI
YKPATHA", ienr. xon: 38688480
{nﬂﬁuury&mrm Ta ko1 3a CJIPTIOY sopumnunol ocobi aco npiseuwe, iM'A, 10 GaThkoni izmmnoi

QcodH - ji{_}flpll(\ﬂl}( il micue NPOWHBAHHS Ta pL(,CTPHli!HIlPEﬁ HOMED obaixosol KAPTRA IIaTHIKKA
nonatkis ado ccpm Ta HOMEp nacriopra)

Hporoxos sisyanrsnoro kewrposso sin 17.09.2020 M 3053/1.

38 pesyapratamm  aepmaBHOTO KOHTPOMIO  BCTAHOBNEHO, 10 JiKapcekMid  3acib  paeseno Ypainy 3

BOTPHMAaHHAM BHMOI JKOHOHABCTEA WO A0 3a0e3Neue NS SKoCT] AIKAPCLKHX 3acobin.
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LABORATOIRES BOUCHARA-RECORDAT]

UKRAINE
CEPTH®IKAT AKOCTI
QUALITY CERTIFICATE

n

I'excacnpeit, ciipeit opomyxosnuii, 750 mr/30 r Nel —’
Hexaspray, oromucosal spray, 750 mg/30 g Nol

Dpanuis / France

Kpaltua — Bupo6uui / Country of manufacturing:

PeccTpaniiine nocrinuennst Ne UA/6180/01/01
Registration certificate Mo UA/6180/01/01

HdificHe no: HeobMexeno
Valid till: unlimited

Hiroua pedosnna: 1 ¢pnakon MicTHTL Giknorumony 750 mr
Active substance: 1 bottle contains 750 mg of biclotymol

Jlikapcrka dopma: cnpeii opomyko3Hui, 750 M1/ 30 r
Dosage form: oromucosal spray, 750 mg/ 30 g

Poswmip Ta Tun naxyBaunsa: mo30r y 2€po30nLHOMY duiaKoHi 3 posnHaBavem; mo | $aKORY B K2PTOHHIIH KOPOGUi
Size and type of packaging: 30 g in aerosol bottle with sprayer; 1 bottle in carton box

Cepin Ne 20155
Batch Ne 20155

[ Poamip cepii: 42 515
Batch size: 42 515

Jata Bupo6unnTra: 06/2020
Manufacturing date: 06/2020

HMara 3akisuenHs Tepminy npuzaTHocTi: 06/2025
Date of expiry: 06/2025

Bupobuunreo/ ¥Ynakorka/ KorTposs sikoeri/ Bumycx cepil:

Manufacturing/ Packaging/ Quality control/ Batch release:

JlaGopatopii Bywapa Pexopaari, Iapk Mekarponik, 03410, Cent BikTop, ®panuin
Laboratories Bouchara Recordati, Parc Mecatronic, 03410, Saint Victor, France

Jlinensis Ha BHpoGHHUTBO: Ne M 15/180
Manufacturing authorization: Ne M 15/180

Ceprudirar Bianosinnocri GMP: 2018/HPF/FR/123
Certificate of GMP compliance: 2018/HPF/FR/123

AHJI: Ceponeiicbka ®apmakones, NoToumHe BraanHA; MKK
AND: European Pharmacopeia, current edition; MQC

AHAJI3/
ANALYSIS

HOPMA /
NORM

PE3YJIBLTAT/
RESULT

Onune / Appearance

Onnopinaa cycmensia 6exesoro KOnBOpy

3 XapakTepHHM 3a7aXoM agicy / Bianorinae /

Uniform beige suspension with Conforms
characteristic odor of anise
Cepennn maca / Average weight** 28,5 —31,5r/g 29,6
(30,0 r/g £ 5%)
pH 50-60 5,8
Bizsocna rycruna / Relative density 0,95-1,05 0,98
IIBuaxicTs moaawi / Delivery rate 1,5-2,1 r/eex (1,8 r/cex + 15%) / 1,9
52,1 g/s (1,8 gfs +15%)
THek / Pressure** 6,0 — 7,0 6ap/bar 6,4

Inenrudixauis / Identification

bixnoramon/ Biclotymol

- ITosutusHMY/ Positive Binnosigae / Conforms

Cniupr 6ensnnoswii / Benzyl alcohol

" HoswrueaHH/ Positive Binnogigae / Conforms

Merwmaparizpoxcubensoar / Methyl MosurnsHEN/ Positive Bianosigae / Conforms
arahydroxybenzoate
Kinskicne BusHauenns (s 30 r)/
Assay (in30 g)
Biknorumon/ Biclotyrol 713,0 —787,0 Mr/mg 741,8
(750,0 Mr/mg * 5%)
Crupr 6ensmosnii / Benzyl alcohol 450,0 - 550,0 Mmr/mg

4964 -
(500,0 Mr/mg + 10%) A

LABORATOIRES BOUCHARA-RECCORDAT! S.4.$

IMMEUBLE «LE WILSON»

70 AVENUE DU GENERAL DE GAULLE
92800 PUTEAUX, France

TEL. (33) 01 45 19 10 00

FAX (33) 01 47 56 02 46

UNITE DE PRODUCT ION

PARC MECATRONIC
(3410 SAINT VICTOR
TEL. (33) 04 7003 7900
FAX (33) 04 7003 78 90

S.A.5 AU CAPITAL DE 14 000 000 €
Locatalre-Gérant de BOUCHARA-RECCRDAT!
IN® SIRET 448 777 920 00035

R.C.5, NANTERRE

N*TV.AFR 59 448 777 920
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& LABORATOIRES BOUCHARA-RECORDATI

GRO

Merwmapariapokcutenzoat / Methyl 22,5 27,5 Mr/mg 25,1
parahydroxybenzoate (25,0 Mr/mg + 10%)
Hartpiro enerar / Disodium edetate 0,5 - 2,5 Mr/mg 1,7

Mixpobionoriuna unerora/Microbiological
purity*

3araneHa KiTBKIiCTh JKHITE3AATHAX
Mikpoopranismis/ Total quantity of viable

organisms

- aepobumx Mikpoopranismis (TAMC)/ total <100 KOE/r / CFU/g He npoeonmscs/ Not applicable
aerobic microorganisms (TAMC)

- ppixaxie Ta rpubis (TYMC)/ moulds and <10 KOE/r / CFU/g He nporoauses/ Not applicable
yeasts (TYMC)

- TOJIEPAHTHI [0 XOBYi TPaMHEraTHBHI < 10 KOE/r / CFU/g He nporoauscs/ Not applicable
Gaxrepil/ bile tolerant gram-negative

bacteria

Pseudomonas aeruginosa BicytHiy 1 r/absentin 1 g He npoBoanscs/ Not applicable
Staphylococcus aureus BimcytHiy | r/absentin 1 g He nposommses/ Not applicable

KomenTapi / Comments:
* Ilposoaateca 1 pas wa 10 cepiii. / Conducted on 1 batch out of 10 batches.
**Ipoonurees 11in yac BupoOHHLIBa/ Conducted during production

BrcHOBOK: pesy/IbTaTH BiANOBiNa0TE HOpMaM cneundikanii
Conclusion: results confirm to norms of specification

Hum 5 3aceinuylo, mo HaBeleHa Bume iHdopmauis € mocToBipHO Ta Tousok. Illo cepiro mpoaykuii Gymo
BHPO0/IEH0 (BKIIIOYAKYH TAKYBAHHN/MAPKYBAKHS) T2 NPOBEEHO KOHTposib T fIKocTi Ha BUIe3asHauveHiH
AiMLHALI y noBHiN BinnosianocTi 3 BuMoramn GMP, BcTaHOBIEHUMH MicHeBAM PEryJsTOPDHHM OPrafHoM, 2 TAKO®XK
BiANOBIAHO A0 cneundikalil, WO MiCTATLCA Yy peccTpauiiiHOMy JOChE. IlpoToxonn Bapo6GHUNTEA, NAKYBAHHA Ta
aHaJli3iB GyJ10 NeperiIANYTO Ta BCTAHOBJEHO BianoBindicTs GMP. / 1 hereby certify that the above information is true
and accurate. This series of products were produced (including packaging/labeling) and held quality contrel of the above
section in full compliance with the requirements of GMP, established by the local regulatory authority and in accordance

with the specifications of the registration dossier. Protocols of production, packaging and analysis were reviewed and
established compliance with GMP,

[IPISBULIE TA ITOCAJIA OCOBH, SIKA TMTAC OCOBY, SAKA BUJIAJIA  JIATA IIJIITHCAHHA /
BUJIAJIA TO3BUI HA BHIIYCK CEPII / JIO3BLI HA BUITYCK CEPIf

DATE OF SIGNATURE
NAME AND POSITION OF PERSON SIGNATURE OF PERSON
WHO GAVE THE PERMIT FOR BATCHES WHO GAVE THE PERMIT FOR
RELEASE BATCHES RELEASE

Laboratoires BOUCHARA RECORDAT 23/07/2020

Head of Quality Control Krigting COLIN

Responsable Contrdle Qualité
_-~—Paré-Mécatronic
" 03410 SAINT-VICTOR
: - RDATI

The qualified Person Laboratoires BOUCHARA-RECO 24/07/2020

" Frédeéric BOSLE
# Phar‘%f:ien Assurance Qualité
A Parc Mécatronic
Ll 03410 SAINT-VICTOR

JlaGopaTopii Bymapa Pexopaari,

Napx Mekarponik, 03410, Cenr Bikrop, ®panuis.
Laboratories Bouchara Recordati,

Parc Mecatronic, 03410, Saint Victor, France.

Signature and stamp
LABORATOIRES BOUCHARA-RECORDATI $.4.§ UNITE DE PRODUCTION
IMMEUBLE eLE WILSON» 5.A.5 AU CAPITAL DE 14 D00 000 € PARC MECATRONIC
70 AVENUE DU GENERAL DE GAULLE  Locatnire-Gérant de BOUCHARA-RECORDAT 03410 SAINT VICTOR
92800 PUTEAUX, France N° SIRET 448 777 920 00035 TEL. (33) 04 70 03 79 00
TEL. (33) 01 4519 10 00 R.C.S. NANTERRE FAX (33) 04 70 03 78 90

FAX (83) 01 47 56 02 46 N TV.AFR 59 448 777 920




& LABORATOIRES BOUCHARA-RECORDATI

UKRAINE
CEPTHOIKAT SIKOCTI
QUALITY CERTIFICATE

I'excacnipeii, cnpeii opomyxosnmit, 750 mr/30 r Nel
Hexaspray, oromucosal spray, 750 mg/30 g Nel

Kpaiua — Bupo6uux / Country of manufacturing:

®panniz / France
PeecTpaniiine noceinyenns Ne UA/6180/01/01 HiricHe xo: HeoOMexKeHO
Repgistration certificate Ne UA/6180/01/01 Valid till: unlimited

Hitoua pevobuna: 1 Gaakon mMictuts GiksoTHMony 750 mr

Active substance: 1 bottle contains 750 mg of biclotymol

Jlikapenka dopma: enpeii opomykosuuit, 750 mr/ 30 r

Dosage form: oromucosal spray, 750 mg/ 30 g

Posmip Ta Tun nakypanns: no 30 r y aepososibHOMy dJaKoHi 3 pasnHaoBaveM; no 1 GurakoHy B kapToHHii kopobui
Size and type of packaging: 30 g in aerosol bottle with sprayer; 1 bottle in carton box

Cepin Ne 20156 1 Poamip cepii: 42 625

Batch Ne 20156 | Batch size: 42 625

HaTa BHpo6HHNTERA; 06/2020 HaTa 3akinyeHns Tepminy npuzaTHocTi: 06/2025
Manufacturing date: 06/2020 | Date of expiry: 06/2025

Bupobuunurse/ Ynakoska/ Konrpons sikoeri/ Bunyck cepil:

Manufacturing/ Packaging/ Quality control/ Batch release:

JlaGopaTopil Bywapa Pexopaari, Tapx Mekarponik, 03410, Cent Bixrop, ®panuia
Laboratories Bouchara Recordati, Parc Mecatronic, 03410, Saint Victor, France
Jlinensis Ha BHpoGHMNTRO: N2 M 15/180

| Manufacturing authorization: Ne M 15/180

Ceprugikar siznosianocti GMP: 2018/HPF/FR/123

Certificate of GMP compliance: 2018/HPF/FR/123

AHJ: €rponeiicbxa Oapmakones, NoTouHe BHAauuR; MKK

AND: European Pharmacopeia, current edition; MQC

AHAI3 / HOPMA / PE3YJILTAT /
ANALYSIS NORM RESULT
Onmne / Appearance Onuopinya cycnensis GexeBoro komsopy
' 3 X4paKTEPHHM 3aI1axoM aHicy / Bianosinae /
Uniform beige suspension with Conforms
characteristic odor of anise
Cepenns Maca / Average weight** 28,5-131,5r/g 29.8
(30,0 r/g £+ 5%)
pH 5,0-6,0 5.8
BingocHa ryerana / Relative density 0,95 -1,05 0,98
IpuakicTs mogaui / Delivery rate 1,5-2,1 rfcex (1,8 rfcek + 15%) / 1,8
15-2,1g/s (1,8 g/s + 15%)
Tuek / Pressure** 6,0 — 7,0 bap/bar 6.4
InentH}irauin / Identification
BiknoraMou/ Biclotymol HozutHeEME Positive Bimosinae / Conforms
Cnupr 6exzictosuti / Benzyl alcohol HMosuruBHA Positive Bianoeinae / Conforms
Mermmaparigpokcubenzoar / Methyl Tlo3urusHwiY Positive Binnorinae / Conforms
parahydroxybenzoate

Kinbkicne Busnavenns (s 30 r)/
Assay (in 30 g)

Bixrormvorn/ Biclotymol 713,0 - 787,0 Mr/mg 746,3
(750,0 Mr/mg + 5%)
Cnupt Gersnnoswit / Benzyl alcohol 450,0 - 550,0 mr/mg 4923 ﬁ

(500,0 Mr/mg + 10%)

P
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LABORATOIRES BOUCHARA-RECORDAT! S.A.S UNITE DE PRODUCTION 574%. AR
IMMEUBLE «LE WILSON> S.AS AU CAPITAL DE 14 000 000 € PARCMECATRONIC [ 34 "PEKOFLATE g2\
70 AVENUE DU GENERAL DE GAULLE  Locataire Gérant de BOUCHARA RECORDAT 0340 SANTMICTOR [ & ykPATHA" B3N
92800 PUTEAUX, France Ne SRET 448 777 92000035 THL (330470037900 [ 28\ Cuumn cxnan Net B S [
TEL. (33) 01 45 19 1000 R.C.5. NANTERRE / FAX(33) 0470037890 (0B UL 0 S He
FAX (33) D147 56 02 46 N° T.V.A FR 59 448 777 920 Vet

Il st _-‘7
oo Rt 324/

Px qut V0457 07 0908 20 (7/eiimeeys




& LABORATOIRES BOUCHARA-RECORDATI

GROUP

Merwmapari gpokcubemnsoat / Methyl
parahydroxybenzoate

22,5-27,5 Mr/mg
(25,0 Mmr/mg + 10%)

25,0

Harpito eaerat / Disodium edetate

0,5 - 2,5 Mr/mg

1,7

MikpobGionoriuma uMerora/Microbiological
purity*

3aranena KiTBKICTE JKHATTE3NATHAX
Mixpoopranismis/ Total quantity of viable
organisms

- aepobHMX Mikpoopranismis (TAMC)/ total
aerobic microorganisms (TAMC)

- npixmxie Ta rpu6is (TYMC)/ moulds and
yeasts (TYMC)

- TOJIEPaKTHi 10 KOBYi TpaMHeraTHBHi
Gaxrepii/ bile tolerant gram-negative
bacteria

Pseudomonas aeruginosa

Staphylococcus aureus

<100 KOE/r / CFU/g
<10 KOE/r / CFU/g
<10 KOE/r/ CFU/g

BifcyTHiy 1 r/absentin 1 g
Bigcyrniy 1 r/absentinl g

<100 KOE/r / CFU/g
<10 KOE/r/ CFU/g

BigcyTHi / absent

BizcyTHi / absent

Komenrapi / Comments:

* HlposoauTecs 1 pas na 10 cepiif. / Conducted on 1 batch out of 10 batches.
**TposonuTsca mix gac eupobruuTea/ Conducted during production

BizicyTHi / absent

BucnoBok: pe3yisTaTH BignoBigawTe HopMaM cnenHpiranif
Conclusion: results confirm to norms of specification

um 5 saceiguylo, mo HaBeaeHa BHINe iH(OPMauis ¢ JocTOBIpHOW TA TouHo, Lo cepiro mpoaykuii Gyno
BHPOGJIEHO (BKJINYAIOYH NAKYBAHHS/MapKYBAHHS) TA4 TPOBEACHO KOHTPONL W SIKOCTI

Ha BHWIE3a3HAYeHiH

AinsHudi Y noBHiA BianoBigHocTi 3 BUMoramn GMP, BCTAHOB/IEHHMHE MiCHEBHM PEryJIITOPHHM OPTaHoM, a TAKOXK
BiANOBiAHO A0 cnenudikauiii, M0 MiCTATLCS y PeECTPANiHOMY A0CHE. IlpoTroxoenu BHPOGHHUTEA, NAKYBAHHA Ta
aHanizie OyJi0 nepernsiHyTo TAa BCTaHOBJAEHO BiAnosianicTe GMP. / I hereby certify that the above information is true
and accurate. This series of products were produced (including packaging/labeling) and held quality contro] of the above
section in full compliance with the requirements of GMP, established by the local regulatory authority and in accordance
with the specifications of the registration dossier. Protocols of production, packaging and analysis were reviewed and

established compliance with GMP.

IIPI3BHILE TA ITOCAJJA OCOBH, SIKA

¢ NIIIUC OCOBY, SIKA BUIATIA
BUJIAJIA TO3BUI HA BHITYCK CEPIT /

JAO3BUI HA BUITYCK CEPIf
NAME AND POSITION OF PERSON SIGNATURE OF PERSON
WHO GAVE THE PERMIT FOR BATCHES WHO GAVE THE PERMIT FOR
RELEASE BATCHES RELEASE
Laboratoires BOUCHARA REGORDAT]
Head of Quality Control Kristine GOLIN
Responsable Contrdie Qualité
Part Mécatronic
03470 SAINT-VICTOR
’ -RECORDATI
The qualified Person Laboratoires BOU\}'HARA RECQ s

Frédéric BOSLE
Phar‘ﬁ\aciéﬁsﬂs’s"ﬁrancg Qualite
©_~"Parc Mécatronic
03410 SAINT-VICTOR
JlaGopaTopii Bymapa Pexopaari,
Tapk Mexatponik, 03410, Cent Bikrop, ®panuis,

Laboratories Bouchara Recordati,
Parc Mecatronic, 03410, Saint Victor, France.

Signature and stamp

LABORATOIRES BOUCHARA-RECORDATI S.AS

UNITE DE PRODUCTICON

IMMEUBLE «LE WILSON»

70 AVENUE DU GENERAL DE GAULLE
92800 PUTEAUX, France

TEL. (33) 01 45191000

FAX (33) D1 47 56 02 46

S.AS AU CAPITAL DE 14 00Q 00Q €
Locatalre-Gérant de BOUCHARA-RECORDATI
N= SIRET 448 777 920 00035

R.C.S. NANTERRE

N° TV AFR 59 448 777 920

PARC MECATRCNIC
034710 SAINT VICTOR

TEL, (33) 04 70 03 79 00 IE:’E »(—J%An'(etmnﬁ cknag Nﬂg
FAX (33) 04 70 03 78 0 NZ B lnenindimaciavui
A%, «on 38EEE480 )

JNATA TIITACAHHS /
DATE OF SIGNATURE

23/07/2020

24/07/2020
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jLE.P}K}HKC}EY}KBA
HAEPHKABHA CJIVIKEA 3 JHKAPCLKI/;X 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBKIii OBJIACTI

fipocnext Banepis Jlobaroseskoro, 51, a1, Kuis, 03110, ren/daxc: (044) 2753030
E-mail: dfs.ko@.d?s:.gov.ua,https://www.dE_s.,fzov.ua‘ Kox €PIIOY 37078774

BHCHOBOK
PO SIKICTH EBE3eHOro B Ykpainy JHKapehbKoro 3acoby

24.09.2020 Ne 48239/20/16

I'EKCACIIPE

(Hifivenysanne aikaperkoro 3aco0y 3TN0 3 peecTpanifinum FOCBIAYCHESM)

CIpeH opomMyrosmi, 750 mr/30 noo3lry aeposoannomy duaakoni; no 1 baakony B
KapTOHHIi Kopobui

(bopma punyexy, AOIYBAHHA, BHA THIKYBAHAS AiKAPCLKOTO 3aco0y)

Howmep peectpauitinoro nocsiguenns UA/6180/0 1/01 erpox aiil peectparifinoro noceinuerns 01,01.2099
Cepis sixapcskoro 3acoby Mo 20156 Kinbxicts Bsesenoro nixapcekoro sacoGy 42572

Bupotuux JlaGoparopii Bymapa Pexopaari, Opaunis
(natisenypanus BHpOGHMKa AKApChKOro 3a¢o0y, kpaina TTOXOMDKEHHS )

Bueseno 8 Vpainy ToBapucrso 3 ofmexenoo BlAnOBinaNLHICTIO "PEKOPJATI
YKPAIHA", inenr. xop: 38688480
(HaliMenysanug 12 ko4 2a EPTIOY wpnanunoi ocobn aba MpI3BULIE, iM's, No GaTeroni Jrizrunol
ocobu - mianpuesus, T aicie IPUSKHBARHS Ta peecTpanifinmii HOoMep o0nikosol kKapTky naarHuka
nozarkis abo cepia Ta nosep Hacnopra)

Hporowos sisyansnoro konrpomo nin 17.09.2020 »x 3053/2.

3a  pesyavTatamu ACPHABHOTO  KORTPOMO  BCTAHORACHO, 10O JikapeLkni  3acid  Beesewo B Yrpatny 3

AOTPHMAHHAM sinvor JAKOHOAABCTBA WON0 3a0e3neuents axo0T HKapeekux 3acobis.
3
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NEPXJIKCIIYXBA
NEP)KABHA CJYKBA 3 JIKAPCBKHX 3ACOFBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIA OBJIACTI

npocnekT Banepisa JloGanoreskoro, 51, M. Kuis, 03110, Ten/tbake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua https://'www.dls.gov.ua, Kog CAPTIOY 37078774

BUCHOBOK
Npo AKICThL BRE3CHOr0 B YKPaiHY JiKapchKOro 3aco0y
28.10.2022 Ne 45821/22/10
I'EKCACIIPEH

(HaliMeHYBaHHA Nikapchkoro 3acoby 3riiHo 3 peccTpallifHHM MOCBiMeHHAM)
cnpeii opomykoznuii, 750 mr/30 r o 30 r y aepozoanHoMy prakoni; no 1 ¢aakony B
KAPTOHHIH Kopo6ITi

{dopma EMIYCKY, NO3YRAHHA, BHA MAKYBAHHA MKAPCEKOTD 3acoby)
Homep peectpanifinoro nocsimuenss UA/6180/01/01 erpox aii peectparttitinoro noceimvenna 01.01.2099
Cepis mixapcrkoro sacofy Ne 22223 KinbKicTs BRe3eHOro Mikapehkoro 3acoby 42631

Bupo6Huk JlaGoparopii Bymmapa Pekoppari, OpaHiiig

{HaiiMeHyBaHHA BHpoOHMKA TiKapChEKOTo 3ac00y, KpaiHA OXOIHeHH)

Brezeno & Ykpainy TorapHcTBo 3 0GMekeHo10 BianoBigansHicTio "PEKOPIATI
YKPAIHA", inent. xon: 38688480

{HaiiMeHYBaHRS Ta kox 33 €JIPTIOY ropumimaHol ocolu abo mpiskmuge, iM'a, no GaTekosi
dizinol ocobn - nigmpuemia, ii Mmiciie NpoXxKUBaHAA Ta peecTpalifinuii Homep o0nikoBol
KapTKH MIATHUKA TOJaTkiB alo cepid Ta HoMep Nacnopra)

IpoTokos BisyaneHoro korrpomo Big 26.10.2022 N 2805/2.

3a pesynsTaTaMH JEPKABHOIO KOHTPOIKY BCTAHOBIEHO, [0 JIKapebkuil 3acid BeeseHo B YKpaiHy 3
AOTPHMAHHSM BUMOT 3dKOHOJABCTRA I1[010 3abe3neueHHs AKOCTI NKAPCHKHX 3ac06iB,
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& LABORATOIRES BOUCHARA-RECORDATI

UKRAINE
CEPTUDIKAT AKOCTI
QUALITY CERTIFICATE

I'excacnpeii, cnpeii opomyxozunii, 750 mr/30 r Nel
Hexaspray, oromucosal spray, 750 mg/30 g Nel

Kpaioa — pupobuuk / Country of manufacturing:
Dpannina / France

Pecerpauiiine nocsiguennn Ne UA/6180/01/01 HitcHe no: HeobMemeHo
Registration certificate Ne UA/6180/01/01 Valid till: unlimited

Jiroua pesoruna: 1 duakon micTaTe GikioTuMony 750 mr
Active substance: 1 bottle contains 750 mg of biclotymol

Jixapeska gopma: cnpeii opomyrosauii, 750 mr/ 30 r
Dosage form: oromucosal spray, 750 mg/ 30 g

Posmip 1a Tun nakypasss: 1o 30 r y aeposojibHoMY hJiakoHl 3 posmwnioBadeM; 1o 1 puaxoHy B Kaprounii Kopodui
Size and type of packaging: 30 g in aerosol bottle with sprayer; 1 bottle in carton box

Cepin Ne 22223 Posmip cepii: 42 631
Batch Ne 22223 Batch size: 42 631

Harta pupobruursa: (9.2022 Jara sakiggends TepmMiny npunaraocti: 09.2027
Manufacturing date: 09.2022 Date of expiry; 09,2027

Bapo6aunree/ Ynaxoska/ Kourpoas sikoeri/ Bunyek cepil:

Manufacturing/ Packaging/ Quality control/ Batch release:

JiaGopaTopil Bymapa PexopaaTi, Hapx Mexatponik, 03410, Cenr Bixrop, ©@panuin
Laboratories Bouchara Recordati, Parc Mecatronic, 03410, Saint Victor, France

Jlinensin na Bupobauureo: Ne M 15/180
Manufacturing authorization: Ne M 15/180

Ceprudixar pignosixpocri GMP: 2018/HPF/FR/123
Certificate of GMP compliance: 2018/HPF/FR/123

AHJL: €rponelicbka @apmaxornes, moToune suganan; MKK
AND: European Pharmacopeia, current edition; MQC

AHAJIZ/ HOPMA / PE3IYJNBTAT/
ANALYSIS NORM RESULT
Omuc / Appearance OpHOPIAHA cyCTIeH3ia GeXeBOTO KONbOPY
3 XapakTepHuM 3afaxoM aHicy / Bimnosinace /
Uniform beige suspension with Conforms
characteristic odor of anise
Cepenns maca / Average weight** 28,5 - 31,51/g 29,8
(30,0 v/p & 5%)
pH 5,0-6,0 5,8
Binmocua rycruna / Relative density 0,95 - 1,05 1,00
IiennxicTs monaui / Delivery rate 1,5 -2,1 r/cex (1,8 r/cex + 15%) / 1,8
1,521 g/s (1,8 g/s + 15%)
Tuck / Pressure** 6,0 — 7,0 6ap/bar 6,5

Tnenrudinanin / Identification

BixnoraMon/ Biclotymol

Tosurusymii/ Positive

Binmogigae / Conforms

Cropt 6enzwiosni / Benzyl alcohol

Tlozurusunit/ Positive

Bimmorigae / Conforms

Merunmaparigpokcubenzoar / Methyl
parahvdroxvbenzoate

TosurusaMit/ Positive

Bimnosigae / Conforms

KinnkicHe susaavenHs (B 30 ry/
Assay {in 30 g}

Bixmormmon/ Biclotymol 713,0 — 787,0 mr/mg 739,8
. (750,0 mr/mg + 5%)
Crompt Genswnormii / Benzyl alcohol 450,0 — 550,0 Mmr/mg 495.3
{500,0 Mr/mg + 10%:}
LABORATOIRES BOUCHARA-RECORDATI S.A.5 UNITE DE PRODUCTION

IMMEUBLE «LE WILSON» S.AS AU CAPITALDE 14 000 000 €

70 AVENUE DU GENERAL DE GAULLE Locataire-Gérant de BOUCHARA-RECORDATI
92800 PUTEAUX, France N® SIRET 448 777 920 QD035

TEL. (33) 01 45191000 R.C.5. NANTERRE

FAX (33) 01 47 5602 46 N°T.V.AFR 59 448 777 920

PARC MECATRONIC
03410 SAINT VICTOR

TEL. (33) 04 7003 79 00
FAX (33) 04 700378 90



. LABORATOIRES BOUCHARA-RECORDATI

Merunnaparigporcnbenzoar / Methyl 22,5 27,5 ur/mg 25,8
parahydroxybenzoate (25,0 mx/mg + 10%)
Harpiro enerar / Disodium edetate 0,5 — 2,5 mr/mg 1,8

Mikpobionoriusa anerora/Microbiological
purity*

3aranbHa KiTBKICTh XHATTE3NATHHX
Mikpoopraniamis/ Total quantity of viable

organisms

- aepobuux Mikpoopranizmis (TAMC)/ total < 100 KOE/r / CFU/g He mposonuscs/ Not applicable
aerobic microorganisms (TAMC)

- ppixmxis Ta rpubis (TYMCY moulds and <10 KOE/r / CFU/g He nposomses/ Not applicable
yeasts (TYMC)

- TONEPAHTHI HO XKOBYI rpaMHETaTHBHI <10 KOE/r/ CFU/g He nposogusea/ Not applicable
Oaxrepii/ bile tolerant gram-negative

bacteria

Pseudomonas aeruginosa BigcytHiy 1 r/absentinl g He mporogusces/ Not applicable
Staphylococcus aureus sigcyTHiy 17 /absentinl g He nporouses/ Not applicable

Komenrapi / Comments:
* Tiposommrecy | pas Ha 10 cepiit. / Conducted on 1 batch out of 10 batches.
**Ipopoaurees mig wac supobuuurea/ Conducted during production

BucHoBOK:! pesyinbTATH BiIIORIIA0TE HOpMaM cnenn@ikal
Conclusion: results confirm to norms of specification

Duv 51 saceimaylo, mio HaBexeHa Buue indopmanisn € aocrosipnom Ta Tounow. Lo cepiro npoayxmii Gyno
BupofieHo (BKIIOUAIOYH NAKYBAHHA/MAPKYBaHHH) T2 NPOBEACHO KOHTpOibL I AKOCTI  Ha BMLIE3AZHAYCRIH
Hsunni y mosHil Bianosinpocti 3 sumoramu GMP, BeTaHOB/IeHEMH MicHEBHM PETryJIATOPHHEM OPraHoM, 3 TAKOK
pignosinuo no coewmmdikaniit, mo Micrareen y pecerpauifinomy gocke. [Iporoxonu BHpoSRUUTER, NAKYBAHHA Ta
amanisis 6y/io nepersisuyro Ta Beranorneno pignosinnicres GMP. / I hereby certify that the above information is true
and accurate. This series of products were produced (including packaging/labeling) and held quality control of the above
section in full compliance with the requirements of GMP, established by the local regulatory authority and in accordance
with the specifications of the registration dossier. Protocols of production, packaging and analysis were reviewed and
established compliance with GMP.

TMPI3BULLE TA ITOCAZJA OCOBH, JKA HIOIMC OCOBU, AKA BUJIAJIA  JTATA HIJITACAHHSA /

BUJIAJIA JTO3BUJI HA BUITYCK CEPII / JIO3BIT HA BHITYCK CEPIi S —
NAME AND POSITION OF PERSON SIGNATURE OF PERSON
WHO GAVE THE PERMIT FOR BATCHES WHO GAVE THE PERMIT FOR
RELEASE BATCHES RELEASE
OUCHARA RECORDATI
Head of Quality Control Laboratcxres‘glstme QUM’ e g5
Responsable Cefitrole @Wme b

Pawﬁﬂec& frofiic/
DSM@ SAIN VIC”?Y OR

The qualified Person/ Labora*rolms BOUCH A RECORBATIL
Frédéric BOSLE 0 6 0CT, 2022
Phar mmﬂ%sumnce Qualité

Parc Mécatronic
03410 SAINT-VICTOR

JaGopaTopii bymapa Pexoppari, :
Hapx Mexarpownik, 03410, Cenr Bixrop, ®panmis.
Laboratories Bouchara Recordati,

Parc Mecatronic, 03410, Saint Victor, France.

Signature and stamp

LABORATOIRES BOUCHARA-RECORDATI S.A.S
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