E - JTEPJKABHA CJIVIKEA 3 JIKAPCBKHAX 3ACOBIB TA KOHTPOJIIO 3A
i HAPKOTHKAMM ¥V KHIBCBKINA OBJIACTI

rpoB. Citnuyunoi Hagii, 3, m.Kuig, 02099, Ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kon €PIIOY 37078774

BHCHOBOK

PO AKICTH BBE3eHOro B YKpainy JIIKApChKOro 3acofy
i 22122023

Ne 63719/23/10
I'EKCACIIPEI

(HalMeHYBaHHA 1IKAPCLKOro 3aco0y 3rifHo 3 peecTpaLifiHuM IIOCBIIMEHHSIM)
ClIpeH opoMyko3Huii, 750 mr/30 r mo 30 r Y aepo3osibHOMY (IaKOHI;

mo 1 ¢paaxony B
KapToHHIi Kopooi
(¢opma Bumycky, n03yBanus, BUL ITAKYBaHHS TIKapCEKOTO 3ac00y)

Howmep peectpanuiiitoro nocsinuenns UA/6180/01/01 CTPOK fii

peecTpauiiinoro nocsiguenns 01.01.2099
Cepis Jikapcrkoro 3aco6y Ne 23318

KinekicTs BBe3enoro sikapcrkoro 3aco6y 43200
Bupotunk

JIaboparopii Bymapa Pekopnari, @pannis

(HaiMeHYBaHHS BUPOOGHUKA NIKapceKOro 3acoby, kpaina MOXO/KCHHS)
Beeseno B Vkpainy

TﬂBap_I:Ic*rBﬂ 3 00MEKeHOI0 BiImoBiTAIbLHICTIO "PEKOPJIATI
YKPAIHA", inenr. xox: 38688480

(HalimenyBanns Ta kox 3a CJIPIIOY FOpUAMIHOL 0co0H abo Npi3BuUILE, iM's, 110 6AaTLKOB] ¢izngnol

0codu - nianpuemus, i micue pOKMBAHHS Ta peecTpallifHui HOMep 061ik0BO] KapTKH IIaTHHKA
[ONaTKiB abo cepisd Ta Homep IacropTra)

ITpoTokon eisyannuoro konTponso six 19.12.2023 Ne 4071/1.

3a pesyabTatamu ACPKABHOTO  KOHTPOJIIO  BCTAHOBJIEHO,

IO JIKapChbKMM 3aci6 BBe3eHO B Ykpainy 3
HOTPHMAHHNAM Bumor 3aKOHOJABCTBA 100 3a0e3MeY4eHHS AKOCTI NIKapChKUX 3acObiB.
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N\ LABORATOIRES BOUCHARA- RECORDATI

GROUP
UKRAINE
CEPTH®IKAT SIKOCTI
QUALITY CERTIFICATE

Iexcacnpe, cnpei opovycosnmi, 750 mr/30 1 Nel
Hexaspray, oromucosal spray, 750 mg/30 g Net

P®paunisa / France

[ Kpata - supobruk / Conntry of manufacturing:

Peecrpauiiine mocpinuennn Ne UA/6180/01/01
.| Registration ceriificate Ne UA/6180/01/01

Hdircue no:

Valid till: unlimited

HeOOMEexeHO

+ Miroya pevyosuna: 1 prakoH MiCTATE Giknmorumony 750 mr
|_Active substance: 1 botile contains 750 mg of biclotymol

Jlixapenka dopma: enpeil OPOMYKO3HHH, 750 mr/ 30 r
1 Dosage form: oromucosal spray, 750 mg/ 30 g

Po3mip Ta Tun nakyranps:

= o 30 r y aepozossHoMy Quaxoni 3 PO3MHNIBAYECM;
| Size.and type of packaging: 30 g in aerosol bottle with sprayer; 1 bottle in carton box

110 1 gpraxony B Kapronmiii Kopobui

Cepis Ne 23318
Batch Ne 23318

Poamip cepii: 43 200
Batch size: 43 200

Mara srpoGunnrea: 05/10/2023
Manufacturing date; 05/10/2023

Date of expiry: 10/2028

HaTa saxinyenns TepMiny npunaTeocti: 10/2028

Bupobrruteo/ Ynaxoska/ KouTposs sikoeri/ Bunyck cepir:
Manufacturing/ Packaging/ Quality control/ Batch release:

JlaGopaTopii Bymapa Pexopaari, Ilapk Mexarpounik, 03410, Cenr Biktop, ®paunin
Laboratories Bouchara Recordati, Parc Mecatronic, 03410, Saint Victor, France

Jlinensin Ha BHPOOHHLTEO: Ne 2022 085 1
Manufacturing authorization: Ne 2022 085 1

Ceprudixar rianosiganocti GMP: 2022 HPF FR 972
Cerlificate of GMP compliance: 2022 HPF FR 072

AH/I: €sponeiicska Papmakonest, noToune BHaaHHA; MKK
AND: Buropean Pharmacopeia, current edition; MQC

AHAJI3 / HOPMA / PE3YJIBTAT /
ANALYSIS NORM RESULT

Onuc / Appearance OnHopizna cycnensis Gexesoro KOJILOpY

3 XapaKTepHUM 3allaXoM aHicy / Binnopinae /

Uniform beige suspension with Conformes

characteristic odor of anise
Cepeans Maca / Average weight** 28,5—31,51/g 299 ¢
(30,0 r/e + 5%)
pH 5,0-6.0 5.8
BiasocHa rycTraHa / Relative density 0,95 - 1,05 1,01
THUcK / Pressure** 6,0 — 7,0 6ap/bar 6,7
UienakicTs noxadi / Delivery rate 1,5 - 2,1 r/cek (1,8 rfcex + 15%) / 2,0
______ o — 2,1 gfs (1,8 gfs + 15%)

Inentadirauin / Identification i ‘a:,

SAA
bixnormmon/ Biclotymol e (s '“\ aTHBI/ Positive Binnosinae / Conforms

1§50 QR -— 8 2
Crmapt Genzmnopuii / Benzyl alc !\n DT et N Rty Positive Binnosizgae / Conforms
Metmumaparigpoxcubensoar / *\;; S AL fsvrusaniy/ Positive Binmoginae / Conforms
parahydroxvbenzoate \ A 2L,
Kinukicue pusnavenns (8 30 r)/ N
Assay {in 30 g)
bBixrorrMon/ Biclotymo! 713,0-- 787,0 mr/mg 729,1
(750,0 Mr/mg + 5%)
Crapr Genspinosuii / Benzyl alcohol 450,0 — 550,0 Mr/mg 493.7
(500,0 Mr/mg + 10%)

———

LABORATOIRES BOUCHARA-RECORDATI 3.A.5

IMMEUBLE «LE WILSOND»
70 AVENUE DU GENERAL DE GAULLE
92800 PUTEAUX, France
TEL. (33) Q7 45 19 10 00
FAX (33) 01 47 5402 46

S.AS AL CAPITALDE 14000 000 €
Locataire-Gérant de BOUCHARA-RECORDATI
N® SIRET 448 777 920 00035

R.C.5. NANTERRE

N°T.V.AFR 59 448 777 920

UNITE DE PRODUCTION

PARC MECATRONIC
03410 SAINT VICTOR
TEL, (33) 04 70 03 79 00
FAX (33} 04 7003 78 90

Py it by 4 orty B




;\\ LABORATOIRES BOUCHARA-RECORDATI

GROUP
MGTHﬂHapaI‘i,ELpD-I;JHfSGHBO&T / Methyi . 22,5— 27,5 Mr/mg 249
parahydroxybenzoate (25,0 mr/mg + 10%)

Hatpiro eaerar / Disodium edetate 0,5 —-2,5 Mr/mg i,8

Mikpobiosoriuna qHcToTa/Microbiological
I purity*

3aranpBa KiNEKICTh XKHTTE3AATHIX
- { Mikpoopragrismis/ Total quantity of viable

| organisms N .
- aepoGumx Mikpoopragizmie (TAMC)/ total <100 KOE/r / CFU/g /
aerobic microorganisms (TAMC)
- ApbxjKiB Ta rpubis (TYMC)/ moulds and <10 KOEfr/ CFU/g /
yeasts (TYMC)

| = TonepanRTHI 10 XkKOBYi rpaMHETATHBHI <10 KOE/r/ CFU/g /
baxrepil/ bile tolerant gram-negative

bacteria

Pseudomonas aeruginosa BiICYTHi y 1 T/ absentin 1 g £
Staphylococcus aureus BIACYTHI ¥ 1 T/ absentin 1 g /

KomenTtapi / Comments:

* Hlporoputscs | pas na 10 cepiid. / Conducted on 1 batch out of 10 batches.
_*IpoBoauThes nia yac Bpobunursa/ Conducted during production

BHCHOBOK: pe3ysinTaTH BiXHOBINAIOTE HOpMaM crienngpika iy
Conclusion: results confirm to norms of specification

IMem g 3aceinayw, wo maBepena Bume IHopMaNis ¢ QOCTOBIPHOIO Ta TowHow. Il cepizo npogykmil Gysao
BHPOGIeHO (BKAYAIOUH NAKYBAHHA/MAPKYBAHHS) TAa INPOBEACHO KOHTPOAEL 1I sIKOCTI Ha BHILe3a3zHAYCHIH
EUIBHMIL Y TOBHIM BIXNMOBIAHOCTI 3 BHMOraMHe GMP, BcTaHOBAEHHMH MicHeBHM PECryIATOPHHM OPraHOM, a2 TAKOMXK
BIANOBIANO Ao coenudikanii, mo MicTaThes Yy peccTpayinaomy nocs€. Ilporoxonn BHPODHHANTBA, MaKYBAHHS Ta
aHAH3IB OyJI0 meperIgHYTO Ta BeTANOBNEHO BianorinHicTs GMP. / I hereby certify that the above information is true
and accurate. This series of products were produced (imcluding packaging/labeling) and held quality control of the above
section in {ull 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.

IPI3BYILIE TA IIOCAJIA OCOBH, KA HIUAC OCOBY, SIKA BUJANIA  JIATA THIIACAHHS /
DATE OF SIGNATURE

BUAAJIA NO3BIN HA BUIIVCK CEPII / JO3BII HA BHIIVCK CEPII
NAME AND POSITION OF PERSON SIGNATURE OF PERSON
WHO GAVE THE PERMIT FOR BRATCHES WHO GAVE THE PERMIT FOR

RELEASE BATCHES RELEASE

Head of lity Control
e Al o e GG ARA RECORDAT!

Denis LOUGNON
Responsabie Adjoint Contréiz Quatité 08 wv. Zﬂ?a

Parc Mécatronic w&g
03410 SAINT-VICTOR <

The qualified Person
Jla6opaTopii Byurapa Pexopaari, S
Ilapk MekaTponix, 03410, Cenr Bixrop, Dpanuis. ﬁ.?goratoires BOUCHARA RECQRDATI
Laboratories Bouchara Recordati, 0 8 KOV, 2 Frédéric BOSELE—"
Parc Mecatronic, 03410, Saint Victor, France. -' Phaqngc urance Qualité
L Aare Mécatronic
: 03410 SAINT-
Signature and stamp VICTOR
LABORATOIRES BOUCHARA-RECORDATI S.A.S UNITE DE PRODUCTION
IMMEUBLE sLE WILSON» $.A.5 AU CAPITAL DE 14 000 000 € PARC MECATRONIC
70 AVENUE DU GENERAL DE GAULIE  Locataire-Garant de BOUCHARA-RECORDAT: 03410 SAINT VICTOR
%2800 PUTEAUX, France N SIRET 448 777 920 00035 TEL. (33) 04 7003 7900
TEL. (33) 01 45 192 10 06 R.C.5. NANTERRE FAX (33) 047003 78 90

FAX (33} 01 47 5602 46 N®T.V.AFRSY 448 777 Q20




