& LABORATOIRES BOUCHARA-RECORDATI

GROUP
UKRAINE
CEPTHODIKAT AKOCTI
QUALITY CERTIFICATE

I'excanis, TaGJeTKH 17151 po3cMOKTYBaHHS Ne30
Hexalyse, tablets to be sucked Ne30

Kpaina — Bupo6uuk / Country of manufacturing:

®pannis / France
Peccrpanifine mocsinaenna Ne UA/6005/01/01 IificHe mo: HeobMeEKEeHO
Registration certificate Ne UA/6005/01/01 Valid till: unlimited

JLitoua pedosuHa: 1 TabJeTKa MicTHTH GIKIOTHMOJY 5 MI, JTi30UMHMY TiAPOXJIOPRAY S MI, EHOKCOJIOHY S MI'
Active substance: 1 tablet contains biclotymol 5 mg, lysozyme hydrochloride 5 mg, enoxolone 5 mg

Jlikapebka dopma: Tal/eTKH A0Sl PO3CMOKTYBAHHA
Dosage form: tablets to be sucked

Po3mip Ta THN nakyBaHHs: 1o 10 Tadaerok y daicrepi; mo 3 Guicrepn y KopoGui
Size and type of packaging: 10 tablets in blister; 3 blisters in box

Cepist Ne 21307 Pozmip cepil: 21130

Batch Ne 21307 Batch size: 21130

Hata pupodnnnrsa: 01.2022 Hara 3akinyeHHa Tepminy npuaarnocti: 01.2024
Manufacturing date:01.2022 Date of expiry: 01.2024

BupoGuuureo/ Ynaxoska/ KoHTpoar sikocTi/ Bunmyck cepii:

Manufacturing/ Packaging/ Quality control/ Batch release:

JlaGoparopii Bymapa PexopaaTi, llapx MekaTponik, 03410, CenT BikTop, ®panuis
Laboratories Bouchara Recordati, Parc Mecatronic, 03410, Saint Victor, France

Jinen3ia Ha supoduuurso: Ne M 15/180
Manufacturing authorization: Ne M 15/180

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

AH/: €eponeiicbka ®apmarkonesi, noroyse Buaanns; MK sin 31.08.2012
AND: European Pharmacopeia, current edition; MQC from 31.08.2012

AHAJII3 / HOPMA / PE3YJIBTAT /
ANALYSIS NORM RESULT
3oBHilHil BUrnag / Appearance Tabnerk# CBITIO-OPAHKEBOTO KONBOPY 3
HEBEJIMKHM BKPAIUICHHAM, 3 IAMOHHIM Binnogsinae /Conformes

CMaKOM, Kpyrioi OpMH 3 INTOCKOIO

MOBEPXHEIO 31 CKOMEHAMH KpasMH /

[ight orange tablets with small flecks with

lemon taste, round with a flat surface and
bevelled margins

OpsopiadicTe Macu / Weight uniformity

Cepennst maca / Average weight 1,2 /g £5% (1,14 - 1,26 1/g) 1,19 r/g

IHIuBigyanbHi BIAXWICHHS BijJ cepeJHbOT
macu / individual deviations of weight

>+ 5% He Ginpme / not more 2 i3/of 20 0

=+10% 0 i3/of 20 0
Onuopinuicts BMicTy / Uniformity of

content™

Bixororamon / Biclotymol Bimnosigae / Conforms He nposoaugca/ Not applicable
Jlizommmy riapoxnopua / Lysozyme Bignoeinae / Conforms He __gwcaf Not applicable
hydrocloride 2 16C 3 oy

Enokcoion / Enoxolone Bimnosinae / Conforms 35

InenTugikanin / Identification

=
Y
|

P_Jr rﬂ; ‘ TTER 8 \‘ll‘k \
QL7 ;ﬁ”f‘{ﬁ%ﬁc :

Enoxconon / Enoxolone Yac yTpUMYBaHHS BiANOBiNae cTaHn'r.i;ﬁi'n?r
/ Retention time conforms to standa! |, /&
bixnorumon / Biclotymol Yac yTpEMyBaHES BiNOBiAAE cTanaapTy |~ BignoBizas/,
- / Retention time conforms to standard\ |~ =7
LABORATOIRES BOUCHARA-RECORDATI S.A.S TE DE PRCDUCT!
IMMEUBLE eLE WILSON» S.A.S AU CAPITAL DE 14 000 000 € PARC MECATRONIC
70 AVENUE DU GENERAL DE GAULLE  Locataire-Gérant de BOUCHARA-RECORDATI 03410 SAINT VICTOR
92800 PUTEAUX, France IN° SIRET 448 777 920 00035 TEL. (33) 04 70 03 7900
TEL. (33) 01 45 19 10 00 R.C.S. NANTERRE FAX (33) 04 70 03 78 90
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& LABORATOIRES BOUCHARA-RECORDATI

GROUP

! Jlisomrmy rigpoxmnopun / Lysozyme
hydrocloride

ITosuTHBHa peakmis / Positive reaction

Binmosizae / Conforms

BapBHHK «OPAHKEBO-KOBTHI S»* /
Coloring agent “orange yellow S”

Binnosinae crangapry / Conforms to
standard

He nposomusca/ Not applicable

|

Kinbkicne BH3HaueHHSA / Assay

|

5,00 M1/ mg

Exoxcouion / Enoxolone 5 mr/ mg £ 5% (4,75 — 5,25 M1/ mg)
. Biknotumon / Biclotymol 5 Mmr/ mg + 5% (4,75 — 5,25_-1\-11'! mg) 4,99 Mr/ mg
Jlizoummy rigpoxnopin / Lysozyme 5 Mr/ mg + 10% (4,50 — 5,50 mr/ mg) 4,7 mr/ mg___

_hydrocloride

KomenTapi / Comments:
| * TecT npoBomuThes 1 pas Ha 10 cepiid. / Test is performed once for 10 batches.

BucHOBOK: pe3sylIbTaTH BiANOBIaI0THL HOPpMaM cleuHpikamiv
Conclusion: results confirm to norms of specification

Lam st s3aceigyyio, mo HapeaeHa Bue indopmauia ¢ goctoBipHol Ta TouHo. Lo cepiro npoaykuii 6yno
BHPOGIeHO (BKIIOYAKYHM NAKYBAHHS/MAPDKYBaHHSI) Ta TIPOBENCHO KOHTPOJL ¥l SIKOCTI Ha BHINE3azHAYEHIi
AineHuui y nosuiil BingnosigHocTi 3 BuMoramn GMP, BCTAHOB/ICHHMH MIiCUEBHM PEryJIsiTOPHEM OPraHOM, a TAKOK
BiANOBiANO K0 cnenudikanii, mo mMicTaThest y peccrpaniiiHoMy nocke. IIporokonu BHpOGHHNITBA, MAKYBAHHS Ta
aHanisie Gys0 nepernsiHyTO Ta BCTAHOBJICHO BignoBignicrs 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.

NPI3BUHIE TA TTOCAJIA OCOBU, SIKA IO C OCOBH, SIKA JATA INAMMACAHHS /
BHIAJIA 1O3BIJI HA BUITYCK CEPII / BHUJIAJA JO3BIJ HA BUITIYCK 2 IGNAT
NAME AND POSITION OF PERSON ' CEPIi DATE OF § URE
WHO GAVE THE PERMIT FOR BATCHES SIGNATURE OF PERSON
RELEASE WHO GAVE THE PERMIT FOR
BATCHES RELEASE
11/02/2022
Head of Quality Control Laboratoires BOUC CORDATI
Responsable C
The qualified Person 11/02/2022
03410 SAINT-VICTOR
JlaGopartopii Bywapa PexopaaTi,
INapk Mekarpounix, 03410, CenT Bikrop, @®panuis.
Laboratories Bouchara Recordati,
Parc Mecatronic, 03410, Saint Victor, France.
Signature and stamp . e

-

LABORATOIRES BOUCHARA-RECORDATI 5.A.S u’éy
PARC MECATRONIC
03410 SAINT VICTOR
TEL. (33) 04 70 03 79 00
FAX (33) 04 70 03 78 90

UNIRE.DE PROD
e

IMMEUBLE «LE WIL‘SO‘N»

70 AVENUE DU GENERAL DE GAULLE

92800 PUTEAUX, France

TEL. (33) 01 45 1910 00
FAY 333 N1 47 RAND AA

S.A.S AU CAPITALDE 14 000 00D €.
Locataire-Gérant de BOUCHARARECORDATI
N° SIRET 448 777 920 00035

R.C.S. NANTERRE

Ne TV A FR RQ 448 777 99N



JIEPXKJIIKCITY )XKBA
JTEPKABHA CJIYXFA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKI OBJIACTI

npocnekT Banepia Jlobanoecskoro, 51, M. Kuis, 03110, tren/dakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.uahttps://www.dls.gov.ua, Kox €JIPIIOY 37078774

BUCHOBOK
Npo AKICTH BBE€3€HOro B YKpaiHy JiKapcbKOro 3acody
07.07.2022 Ne 25525/22/10
I'EKCAJII3

(BaliMeHyBaHHA NKapcBEKOro 3aco0y 3riAHO 3 peecTpaliifHiM NOCBiXIEHHAM )
TabJeTKH XA po3cMoKTyBaHHsA o 10 TaGaerok y 6aicTepi; mo 3 6aicTepu B KapToOHHI#M
Kopooui

(dopma BMITyCKY, XO3YBaHHA, BHA MaKYBaHHSA MTikapceKoro 3acoby)
Homep peectpauiiiroro nocsiguenns UA/6005/01/01 crpox aii peectpauiiinoro nocsiguenns 01.01.2099
Cepis nikapcekoro 3aco6y Ne 21307 KinekicTs BBe3eHoro nikapcekoro 3acoby 21130

Bupo6GHHK Jlaboparopii bymapa Pexopnati, ®@panuis

(majiMeHyBaHHA BUpOOHHKaA NiKapchKoro 3acody, kpaiHa MOXomKeHH)

Baeseno B Vkpainy ToBapucTBo 3 06Mexkenolo BignoinansuicTio "PEKOPJATI
VYKPAIHA", inent. xox: 38688480

(uafimeHyBaHHA Ta kof 3a €JIPTIOY opuauaHol ocobn abo npizBxiue, iM'd, no OaTeKOBL
disranol ocodu - mignpuemMns, ii Miciie npoxUBaHHA Ta peecTpauniiinuii Homep obaikoBol
KApTKH IJIATHUKA 1oarkie abo cepis Ta HoMmep nacnopra)

IpoTokoa BisyanbHoro koutposo six 06.07.2022 Ne 1589/1.

3a pesynbTaTaMd AEPKABHOTO KOHTPOJKO BCTAHOBIEHO, IO JikapchkWii 3aci® BBeseHO B VYEKpaiHy 3
AOTPHMAHHSAM BHMOT 3aKOHOJaBCTBA 100 3a0€3neYeHHA AKOCTI IIKapChKHX 3ac00iB.

% 3ybapesa H. B.

(nianuc) (iniuianu Ta npizsnme)




Déﬂ

JAEPAUTIKCITYKBA
JAEPIKABHA CJIIYAKBA 3 JIIKAPChKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIHN OBJIACTI

mpocrexT Banepis JloGaHoBcEkoTO, 51, M, KHir, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.uahttps://www.dls.gov.ua, Kog CJIPTIOV 37078774

BHCHOBOK
Npo SKiCTh BBe3€HOro B YKpaiHy JIiKapchbKoro 3aco0y

24.02.2023 Ne 7014/23/10

T'EKCAJIT3

{HaliMeRYBAHHA NiKapchEoro 3acofy 3riiHO 3 peceTPalifiAM MOCBiITICHHAM }
TaGIeTKH A0 poscMoKTYBaHHS; Mo 10 TadaeTok y 6aicTepi; mo 3 6aicTepn B kapTOHHIM
Kopoomi

{{hopMa RHAITYCKY, AO3YRAHHA, RBHJ NAKyRAHHA TiKapceKoro 3acoby)
HoMep peectpanitiore noceimaenns UA/6005/01/01 crpok aii peectpanittsoro nocsimaenna 01.01.2099
Cepin mixapcrkoro 3acoby Ne 22335 KinkicTs BRe3€HOTO Jikapcekkoro 3aco6y 20583

Bupobuux JlaGoparopii Bymapa Pexkopaari, @panuis

(HaliMeHyREHHS BHPOOHAKE NKAPCEKOTD 32000y, Xpaina IoX0/PKEH )

BgeseHo B Vipainy TonapucToO 3 odMexeHom0 BigmopizanaicTI0 "PEKOPIATI
YKPAIHA", izent. xon: 38688480

{HalfiMecHYBaHRA Ta KoJ 3a €JIPTIOY wprantsoi ocobu abo mpissunle, iM'a, no GaTekoei ismarol
ocobH - mianmpuemig, i Miciie mMpoRUBAHHS Ta peccTpaiiinmi HoMep 06NikoBOoT KAPTKM ILTATHAKA
Nonarkik afo cepid Ta HoMSp NacTIopTa)

IpoTokon Bisyaneaoro kourpome bix 16.02.2023 Ne 0475/2.

3a pe3yNbTaTaMH OCPXABHOr0 EOHTPOMIO BCTAHOBNCHO, MO JNKapchkHlM 3aciG BBezeHo B YipalHy 3
JOTPHMAHHSAM BHMOT 38KOHOJaBCTEa Moo 2affesNeT¢HAA AKOCTI JKapChKAX 3aco0iB.




& LABORATOIRES BOUCHARA-RECORDATI

GROUP
UKRAINE
CEPTHP®IKAT AKOCTI
QUALITY CERTIFICATE

T'excaniz, TabneTkn ana poscMoxkTyBanHa Ne30
Hexalyse, tablets to be sucked Ne30

Kpalua — supobuuk / Country of manufacturing:

Ppannia / France
Peecrpauiiine nocsiggenna Ne UA/6005/01/01 Iifiche no: meolMexeno
Registration certificate No UA/6005/01/01 Valid till: unlimited

Jiraa peyoBnna: 1 TabneTka MicTHTE SiIOTEMOITY 5 MT, Ti30IHMY rApoXIopHIY S MK, eHOKCOKJIONY 5 Mrr
Active substance: 1 tablet contains biclotymol 5 mg, lysozyme hydrochloride 5 mg, enoxolone 5 mg

Jixapebka gopma: TabNeTKH JIA PO3CMOKTYBARHS
Dosage form: tablets to be sucked

Poamip Ta THO naxypanns: no 10 taénerox y Gaicrepi; mo 3 6nicrepu y xopo6ui
Size and type of packaging: 10 tablets in blister; 3 blisters in box

Cepin Ne 22335 PosmMip cepil: 20 583

Batch Ne 22335 Batch size: 20 583

Hdata pppobuunrea: 11.2022 Jarta 3axiHgeHHA TepMiay npraaTEoeT: 11.2024
Manufacturing date: 11.2022 Date of expiry: 11.2024

Bupobauureo/ Ynaxkosks/ Kourpoas axocri/ Bunycek cepil:

Manufacturing/ Packaging/ Quality control/ Batch release:

Jadoparopii Bymwapa Pexopuari, ITapk Mexarponix, 03410, Cenr BikTop, ®pannis
Lahoratories Bouchara Recordati, Parc Mecatronic, 03410, Saint Victor, France

Jlimes3ig Ba sapotEEnTEe: Noe M 15/180
Manufacturing authorization: Ne M 15/180

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

AHJI; €sponeiicera Papmakonen, noroune sumanns; MKA pia 31.08.2012
| AND: European Pharmacopeia, current edition; MQC from 31.08.2012

AHANZ / HOPMA / PEIYJIBTAT /
ANATYSIS NORM RESULT
3ospimnil BUrasn / Appearance TafneTku CRITIO-0OPARKEBOTO KONBOPY 3
HEBEIHKHM BKPAIUICHHAM, 3 THMORHAM Bimnosinae /Conformes

cMakeM, Kpyriol GopMd 3 mIoCkor0

MOBEPXHEIO 31 CKONMICHAMY Kpasys /

Light orange tablets with small flecks with

lemon taste, round with a flat surface and
bevelled margins

OnpaopingicTs Macu / Weight uniformity

Cepeuns Maca / Average weight 12r/g £ 5% (1,14 - 1,26 r/g) 1,18 r/g

lamuBigyaNsHi BIIXAIEHHS Bil cepemnol
mach / individual deviations of weight

>+ 5% He 6imeme / not more 2 is/of 20 0
>+10% 0 izfof 20 0
OnnopiagicTe emicry / Uniformity of
_content*
Bixmorimon / Biclotymol Bimmosinae / Conforms He nposopmscsa/ Not applicable
Jlizorevy rigpoxmopan / Lysozyme Bigmosimae / Conforms He nposomuscsa/ Not applicable
hydrocloride
Ermokconon / Enoxolone Bignorimae / Conforms He mporommscs/ Not applicable
Igentrdirauia / Identification
Enokconon / Enoxolone Yac yTpEMyBaHHA BifIIOBITAC CTAHAAPTY Bigmosinae / Conforms
{/ Retention time conforms to standard
Bixmorumon / Biclotymol Yac yTpuMyBaHHA BiIIOBINAE CTAHAAPTY Bimnozinae / Conforms
/ Retention time conforms to standard
LABORATOIRES BOUCHARA-RECORDATI §.A.5 UNITE DE PRODUCTION
IMMEUBLE +LE WILSONs S.A.5 AU CAPITALDE 14 000000 € PARC MECATRONIC
70 AVENUE DU GENERAL DE GAULLE  Locataire-Gérant de BOUCHARARECORDAT 03410 SAINT VICTOR
92800 PUTEAUX, France N= SIRET 448 777 920 00035 TEL. (33) 04 70 03 7900

TEL. (33) 0145 19 1000 R.C.3. NANTERRE FAX (33) 0470037890
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& LABORATOIRES BOUCHARA-RECORDATI

GROUP
Jlizomamy rigpoxmopsx / Lysozyme IToznrieHa peaknis / Positive reaction Binuosinae / Conforms
hydroclonide
BapeHME «opam&eBo-KOBTHH S»* / Bianoepigae cragmapry / Conforms to He nposommscs/ Not applicable
Coloring agent “orange yellow 8” standard
KinkkicHe sBH3Ha9eHAd [ Assay
Eroxconos / Enoxolone 5 mr/ mg + 5% (4,75 - 5,25 M1/ mg) 4,98 M1/ mg
Bixmoramoen / Biclotymol 5 mMr/ mg £+ 5% (4,75 — 5,25 M/ mg) 4,96 M/ mg
Jlisommmy rigpoxaoprx / Lysozyme 5 M/ mg = 10% (4,50 — 5,50 M1/ mg) 4.9 M1/ mg
hydrocloride

KomenTapi / Comments:
* Tect myosoauThe 1 pas ma 10 cepiii. / Test is performed once for 10 batches.

BrcHoBOK: pe3yILTATH BiANMOEIAaIOTE HOpMaM cmenudira uil
Conclusion: results confirm to norms of specification

Ham f 3aceiguyw, o HaBeAena BEme imdopmania € gocrosipaolw Ta TouHo. Ilio cepito npoxykmii Gyao
BHpoOIcHO (BKIOYMANYE OAKYBAHHA/MAPKYBAHHS)} T4 NpPOBEeJEH0 KOHTPOIL ii skoeri Ha BHINE3a3HAYEHiH
AimeaHIi ¥y mopEil pigmoigaocti 3 BaMoraMu GMP, BcTaHOBIIEHHMH MiCHeBHM PeryASTOPHHM OPTiHOM, 4 TAKOK
EinnmoBigEe a0 cmemmEdikanmisi, mo MicTETECA ¥ peccTpaniiinomy gocke. IIporokons BApoGHANTEA, HAKYBAHHS T4
AHAJ3IB GYa0 neperasHyTo TA BCTAHOBRMcHE Binnosinaicre 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.

TIPI3BATI(E TA TTIOCAJA OCOBH, KA IIIAIHEC OCOBH, KA JATA IIAOACAHHA /
BUJIAJIA XO3BLT HA BHITYCK CEPII / BHIAJA JO3BLI HA BAIIYCK  DATE OF SIGNATURE
NAME AND POSITION OF PERSON cerll
WHO GAVE THE PERMIT FOR BATCHES SIGNATURE OF PERSON
RELEASE WHO GAVE THE PERMIT FOR

BATCHES RELEASE

) lres BOUCHAR/
Head of Quality Control Laboratol resKﬁsﬂne CO

The qualified Person

Jagoparopil Bymapa PexopaaTi,

INapk Mekatponik, 03410, Cent BixTop, ®pannis.
Laboratories Bouchara Recordati,

Parc Mecatronic, 03410, Saint Victor, France.

L aboratoires BOUCHA
Frédén

B i e 2 5 JAN. 2023
03410 SAINT-VICTOR

Signature and stamp
LABORATOIRES BOUCHARA-RECORDATI 5.A.5 UNITE DE PRODUCTION
IMMEUBLE LE WILSONs 5.A.5 AU CAPITAL DE 14 000 000 € PARG MECATRONIC
70 AVENLE DU GENERAL DE GAULLE  Locataire-Gérant de BOUCHARA-RECORDATI 03410 SAINT VICTOR
92800 PUTEAUX, France IN® SIRET 448 777 920 00035 TEL. (33) 04 70 03 79 00
TEL. (33) 01 45 19 1000 R.C.S. NANTERRE FAX (33) D4 7003 78 90
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