JIEPXKJIIKCITYKBA
HEPKABHA CHYIKDA 3 AIKAPCOKUX 3ACOBIB TA KOHTPOIO 3A
HAPKOTUKAMU Y KHIBCHKIN OBJIACTI

npocnekT Banepis JJobGawoscekore, 51, m. Kuis, 03110, ren/daxe: (044) 363-06-50
H.-mail: dis.ko@dis.gov.uahttps://www.dis gov.ua, Kog €APTIOY 37078774

BUCHOBOK
NMpo SIKICYs BEE3eHOro 8 YKpainy JIKApChKOro 3aco0y

02.03.2022 Ne 4718/22/10

MAKCETATHH®

{(safhverysanay AIKapCsROTD 3aco0Y MINHO 3 PeCCTPAEiENM HOCBINNUSHHAM )
cuport, 18 mr/3 mut; no 123 mui y puakoni; no 1 paaxony 3 MipHOIO JOKKOKG ¥ KapToHnii
Kopobii

{popma suivoiy, No3yEAMHE, BIY HAKXYBAHEN MiKapobroro 3ac00y )
Homep peccrpariitroro nocsinuenna UJA/2437/02/01 crpox nii peectpaniitnoro mocsizuenna 01,01.2099

Cepis nixapcsxoro 3acoby Ne U0237 Kinsricts ssesenoro nikaperkore zaceby 1200

‘Bupofrmk _BO®YP HICEH IHIAYCTPI, Opannis

{rafiveryvaase srpobarKa AIKAPCHKOTD 3a00DY, KPATHA HOXOIKEHHA)

Bueseno s Yipainy CHiiLHe YRpaHCEKO-ECTOHChKE THAPHEMCTBO Y hopmi
‘TOBAPHCTBA 3 oOMexenolo BixnosinansiicTio " Onrima-Papm,
CJATAY, igeny, wop: 21642228

(sattmenveasnd 1a kon 3a CAPHOY wopunsanoi ocoba abo npmsmine, 'y, ro Darskosi
bizwunol ocobu - sinupueMng, ¥ MiCHe npomuEBARHY TA peccTpanifinull nomep odmixosol
HKapTx¥ BAATHEKA BONATKR 200 cepid Ta BOMED BacHoPTa)}

Tporoxo:a sizyamiors xowrpomo pin §2.03.2022 e 0319/1.

32 peayasTaTaME JCPIKABHOTC KOHTPOTIO BCTAHOBACHO, WG NMKADCHIME 3Jaci6 mmelewo © Vipalwy 3
ROTPHUMAHHSM snvor 3aK0H0IEBOTES THOO 3abe3 ey eRHs Ak0CTi Fikapeskux 3ac00is.
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FIPSEN

BEAUFOUR IPSEN INDUSTRIE  ~%- Innovation for patient care Manufacturing Authorisation: MM 197133
Ruc Ethé Vinon Jinuensna va nponssoacrso: MM 19/133
28100 Dreux, France :

Tél ; +33(0) 2.37.65. 46.00-

bODYP INCEH IHAYCTPE

Pto Ete Biprox 28100 Jlpso, ®pauttia

‘Ten : +33(0) 2.37.65.46.00

CEPTH®IKAT AHAJIBYf BHI'IYCKY

Inspection lot / Kortponeia cepi: 010000286714  Material code 7 Ko matepiany : 1045816
[PSEN lot number/ Homep cepii INCEH: u00237 Name of product / Hasea apoayxuii :
Manufacturing Date / [lara BupoGHHuTSa: 02/03/2021 PAXELADINE®/ [TAKCEAAQWH®
Expiry Date / [lata saxinuenus tepminy npunathocti:  29/02/2024 Pharmaceutical Form / Jlikapcska dopma ¢
Specification reference / Criemmdpixatis: 123726/3.0 ‘Syrup / Cupon

Procedure / INpouenypa: f_ 123724/5.0

A

In-house Clear and slightly yellow liquid with redolent odour
Appearance Vnsu;l and O f;;:v.;twe of chocolate and cherry COMPLIES
Onmc _PYTPULIEIR o Bianosirae
| Bisyansuuif Ta Tposopa Ta xoBrysaTa. piguma 3 apoMaToM
OpPraHoONeNTHYeCKKHA | [UOKONAAY T2 BHILHI

o TN Gosrania

The chrumatogram of test snluuun presents a spot of
‘similar Rf value, size and colour to those of the spol
in the reference chromatogram.

R St S Sy S PP S I

XpOMAaTOrpaMH; OTPHMAHOY 3 BRKOPHCTAHHAM
CTAIOHHOIO POIYHHY

L el LA e i rudterr— i

In-house TLC COMPLIES /
Buytpiwmid TIUX | (o XPOMATOrpaMi AOCIAHOrG POIHUHY HAABHA Blanosizac
e e nsama, ananoriuba 3a Rf, posmipoM i konkopos no
Oxeladm-cnrale_ - [IAMH Ha eTANOHHIH XpoMaTorpai |
OxcenannHy tutpar The chromatogram of test solution is similar to the
one obtained with the reference solution
In-house HPLC | COMPLIES /
Buyrpiwuiti BEPX XpoMatorpama OCHLAHOTO PO3UMHY AHANOTIHHA 10 Bianosixae
XPpOMAaTOrpaMH, OTPUMaHO 3 BUKOPHCTAHHAM
) ETANOHHOIO POIUKHY
The chromatogram of test solution is similar to the
one obtained with the reference solution
Potassium sorbate In-house HPL.C | COMPLIES /
Kasnio copbar - Bayrpimii BEPX XpoMaTorpama AOCHiAHOrO PoI4HHY aHANOTIUHA 10 Bianosigae

| o Ph, Eur. (2.2.5)

-gizt;zi:e"giﬂa Caponelichka 3;§; 37 3&3_#;} 1.28 ~ 1.33 1.32 /

T 4 PapMaKoneA (2.2.5) i ..oiviv ™ clire mns izl

oH Ph. Eur. (2.2.3) "«;‘;f ) ?ﬁ j;tgsi ST gjﬁg 7

pH EBDOHGQCLRa«%ﬁ{ ’L ;,3{ fonndas S <2 §?3 é - 6 0 5.0 f
| apmaxoncs (2.2,3) ~ “

Uniformity of mass

of delivered doses

from multidose

containers |

> : L &% tadivi | mai

;égz Ph. Eur. (2.9.27) =2 md::rl:;al e
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BEAUFOUR [PSEN INDUSTRIE ’”"0"“"0" f‘-"" patient care Manufactuiing Authorisation: MM 19/133
Rue Ethé Virton v Jnuensua na npoussoacreo: MM 197133
28100 Dreux, France B B

Tél : +33(0) 2.37.65. 46.00

BOOYP IHCEH IH.EI.YCTP]

......

Ten : +33(0)2.37.65.46 00 )
| CERTIFICATE OF ANALYSIS / RELEASE
CEPTHOIKAT AHAJI3Y/ BUNYCKY

Inspection lot# Kotrponsha cepis: 010000286714  Material code / Kon matepiany : 1045816
IPSEN lot number / Homep ¢epii [IICEH:: Uo0237 -Name of product # Hazea npoaykuii :
Manufacturing Date / lata supoGHuursa: 0210372021 PAXELADINE®/ TTAKCENA/TUH®
‘Expiry Date / [lata sakinuenns Tepmivy mpunarnocti: 29/02/2024 Pharmaceutical Form / Jlikapcika dopsa @
Specification reference / Cueumbmaum 123726/3.0 Syrup § Cupon
) Procedure! npuuenypa* | | 121724/5 {]

Oxeladine citrate In-touse HPLC 1.90 - 2.10 (95.0 to 105.0%) ) 0 2/l
Okcenanuuy uutpar Bnyfp“imuiﬁ BEPX | 1.90 - 210 (95.0 - 105.0%) e rin
1 Potassium sd}bate In-house HPLC 0.910 1.1 (90.0to 110.0%) _; 10 gft
Kanito cop6ar Bryvpitnit BEPX 0.9-1.1(90.0- 110.0%) R o r/n

3aranne wHCho CRU/
APIXAKOBUK: | ‘ £10 <5 ml KYO

uamenm rpubis’ /M

Tota] Aeroblc
Microbial Count ]
3aransHe yucno | ; CFw/
KHTTCIAATHHX '- ={0? | <5 I ml K¥O
8cpoSHUX. | In
MIKpOOpraHisis. Ph. Eur. (2.6.12) i
(TAMC) | Esponeiickka - N
Total Yeast Moulds | dapsmaxones (2.6.12) | | i
Count

. Ph. Eur. (2.6.13) . |
g iﬂ}': | Esponefichka Absence in 1 ml COMPLIES

dapstaxones (2.6.13) Biacymticrs y 1 ma Bianosinae

Conclusion / BUCHOROK ; Batch complies / Cﬁpm BianoBixac
Signature / Minanc :
Issued by / Bupano @
Date / Jlara : 10f06/202l

Approved by / 3areepameno :

Date / llata : 10/06/2021
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SIPSEN

BEAUFOUR IPSEN INDUSTRIE “ " Innovation for pafient care Manufacturing Authorisation; MM 197133
Rue Ethé Virton JInuenins ua nponssoactso: MM 19/133

‘28100 Dreux, France

Tél : +33(0) 2.37.65. 46.00 |

BO®YP [[ICEH IHAYCTPI |
Pio Ere Biprou 2800 [pro, Opanuis
Ten : +33(0) 2.37.65.46.00

CERTIFICATE OF ANALYSIS / RELFASE
CEPTHU®IXKAT AHAJIZY/ BUNTYCKY

Inspection 1ot f Kontposisua cepia: 010000286714  Material code / Koa siarepiany : 1045816
IPSEN lot number # Homep cepif INMCEH: uo0237 Name of product / Hassa npoayxuit ;
Manufacturing Date / Nara eupoGuHuTBa; 02/03/2021 PAXELADINE®/ HAKCENAHUH®
Expiry Date / Jlata sakisenns repuiny npunatsocti: - 29/02/2024 ‘Pharmaceutical Form / Nlixapcika diopma :
Specificalion reference / Cnenndikauis: 123726/3.0 Syrup / Cnpon

Procedure / Mpoueaypa: 123724/5.0

Registeation number / Pecctpautifine mocsinueins No: UA/2437/02/01

Strengtlv Potency: 5 ml syrup contains: oxeladin citrate 10 mg

Cuna #ii/ AkTurHicTb; 5 Mn cupony micTaTs: okceAanuHy uutpar 10 Mmr

Pack size and type: in 125 ml botile ; 1 bottle with measuring spoon in a cardboard box

Poxmip Ta Tun nakoBanks: no 125 mn y dnakesi 5 no | (rakoHy 3 MIPHOIO NOKOIO y KapTotHil KopoButi
Batch size / Poawip cepii: - 40 000 packs / 40 000ynakopoxk

Manufacturing site (Manufacture, primary and secondary packaging). SOPHARTEX, 21 rue du Pressoir 28500 Vernouiliet, FRANCE,
Tél: +33{(0) 2.37.62.76.76 |

Manufacturing Autorisation: MM [7/085 |

BupoGuuua ginsumua (Bupobunuteo, nepuiine Ta BTOpHtne nakysanHs): CO®APTEKC, Pio mio Ipecyap, 21 28500 BEPHVYE.
Opanittia, Ten » +33(0) 2.37.62.76.76

Howmep miuenaii: MM [ 7/085

‘] Not:Applicable / He npisicinmo
I3 Write comments if any / Hannunte KOMMEHTAPHH, €CIIH OHH eCTh:

Commients / KoMMeHTapHMU:

Certification statement / 3assnchue 0 cepTHHKaLI. o

1 hereby certify that the above information is authentic and accurate. “This batch of product has been manufactured Gnchiding
‘packaging/labeling and quality control} at the above meiitioned sites int full compliance with the GMP requirements. of the local
Regulatory Authority and with the specifications in the Marketing Authorization of the importing country. The batch processing,
‘packaging and analysis records were reviewed and found to be in compliance with GMP.

Lium = 3acsinuylo, o HaBeaena puie inopMaltis € Z0CTORIPHOIO T2 TOMHOIO. Lo cepito npoayknii 6yno eupoGneno (Bxmovaroun
NAKYBAHHA/MAPKYBAHKS Ta IPOBEIEHHR KOHTPOMO iT AK0CTI) Ha BHUICIAIHA4EHIlt AifbHUUE Y noBHIN BinnoBiAHOCTI 3 BMMOTaMuU GMP.,

BCTAHOBJICHHMH MICUEBUM PErYIATOPHIM OPraHoM, a TAKOXK BiANOBLINO KO cneundikauiit, wo MicTRTLCR y peecTpanifiHomy ROChE
kpaikw iMnoprepa, [Tpotoxonu BupoSusuTea, Nakysanns Ta aHanizia Oymo fiepernanyTo Ta BCTaoBRERO BianosinHicts GMP.,

Baich release by / Cepin sunymetia
Name and signature of the Qualified Person ... RMANDRET‘ATSAR' AS
Ipizesue Ta ninnne Ynoeyopaxernoi ocoby

Date of sigrature / Hara nianucanus: J@/QQ!ZE}.QA_

Fhdarpu et vamna ri ki M,

Attached: Batch cenificate of analysis./Hoxacrben: CepTH(IKAT ananisy




