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IPSEN

BEAUFOUR IPSEN INDUSTRIE Innovation for patient care
Rue Etheé Virton

28100 Dreux, France

Tél: +33(0) 2.37.65, 36.0¢

LOOYP NCEH IHAYCTPL

Pro Ere Biprou 28100 [Apso, ®parnis

Ten: +33(0) 2.37.65.46.00

Munutacturing Authorisation: MM 19/133
Msucsin wa nponssorcrsor MM 197133

CERTIFICATE OF ANALYSIS / RELEASE
CEPTH®IKAT AHAJII3Y/ BHIIYCKY

Inspection lot/ Konrpoakia cepis: 010000264947 Material code f Ko marepiany @ 1045816
IPSEN lot number / Homep cepii ITTCEH: Too451 Name of product / Hazsa npoaykuii :
Manufacturing Date / /lara supoGHHUTEA 26/05/2020 PAXELADINE®/ [TIAKCEJIAIMH®
Expiry Date / [lara sakindenns tepMminy npuaarnocti:  26/04/2023 Pharmaceutical Form / JHkapcexa dopaa

Specification reference / Cncusdikauin:
Procedure / Tlpoucnypa:

123726 /3.0
123724 /5.0

Syrp / Cupon

In-house
Visual and Olfactive
Apgearsioe By tpininii
Onue o

Bisyaienmi va
OPFaHOACIITHICCKI

Clear and slightly vellow liquid with redolent odour

of chocolate and cherry

Ilpozopa  va xosrysara
IMOKOIATY Ta BRUIHI

pignHa 1

APOMATOM

COMPLIES
Biznosinac

IDENTIFICATION

in the reference chromatogram.

Tne chromatogram of test solution presents a spot of
similar R1 value, size and colour 1o thase of the spot

Kamio coplar

Relative density

Buyrphnaili BEPX

Ph. Eur. (2.2.5)

In-house TLC COMPLIES
Buyrpiwmif TILIX Ha xpomarorpami A0CAUONO DOIHHIY HABRHR Bumosiaar
. L M, ananorivaa za R poamipom | xoimsopom ae
8 xeladin citrate IIAMH Ha eTA0HHIH xpoMaTorpami
KCCARAHHY HHTPAT St
il The chromatogram of test solution is similar to the
one obtained with the reference solution
In-house HPLC COMPLIES
Bryrpiwniii BEPX XpoMarorpaMa ACCIHOTO POIHHY aHAN0OTIHA 10 Bianosinae
XPOMATOTPEM H, OTPHMAHOT 3 BIKOPHCTAHHAM
CTATOHHOTO POTHHHY
The chromatogram of test solution 1s similar to the
one obtained with the reference solution
Potassium sorbate in-house HPLC COMPLIES

Xpomarorpama J0C1LAHOTO POIHHHY AHAN0TTIHE A0

XPOMATOrPaMy, OTPHMAKOT 3 BHEDPHCTAHHAM
IOHHOIU PUIMHHY

Binnoninar

dapyaxones (2.2.3)

Bijmocna rycrang Eupouciichka et 132
) dhapmaxkones (2.2.5)

pll Ph. Eur. (2.2.3) i )

pll Caponcienka 35610 53

Uniformity of mass
of deftvered doses
from multidose

D, oot & 4258 6ig  OLO4 204

containgrs

> 10% o < 2 individual mass

L P s .50 e COMPLIES

Onauopiicts Mach €“Ff°“€ml’hd N = 2 iRiBIAYILIROT MacH Buanopisae

103, HI0 BHESTAHTHCH dapakoncr (220 Heaue

i1 BaraToe308HX

koHTeHHepin

> 10%

>20% 7
—
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S IPSEN

BEAUFOUR IPSEN INDUSTRIE mavaicn oy St foty

Rue Ethé Virton

28100 Dreux, France

Tél - +33(0) 2.37.65, 46.00

BOMYP HICEH IHAYCTPL

Pro Ere Bipron 2810 Jipro, ®ongis
Fest - +33(0) 2.37.65.46.00

Manufacturing Authorisation: MM 19/133
JMuensng Ha upossogereo: MM 197133

CERTIFICATE OF ANALYSIS / RELEASE
CEPTH®IKAT AHAJIIZY/ BHITYCKY

Inspection lot 7 Kontpoasna cepin: 010000264547 Material code / Koa marepiany : 1045816
IPSEN lot number / Homep cepii INCEH: T00451 Name of product / Hassa mpoayxisi :
Manufacturing Date / Jlata supobunurss: 26/05/2020 PAXELADINE®/ TAKCENAJIHH®
Expiry Date / [lata sakinuenss tepmivy npuaarnoeric  26/04/2023 Pharmaceutical Form / Jlixaperxa gopua

Specification reference 7 Creundixauiz: Syrup / Capon

Procedure / [poueaypa:

e

123726 /3.0

Oxeladine citrate {n-house HPLC 1.90 - 2. 13 (95.0t0 105.09) 201 2/l
Oxceaiuby uarpar Brytpiwuii BEPX 1.9G - 2,10 (950 - 105.0%) ; 1fn
Potassium sorbate in-house HPLC 0.9 10 1.1 (90 0 10 1100%) 10 gl
Kaniio copbur Buytpiwmaifi BEPX 0.9 - 1.1 (90.0- 110.0%) : tin

TUI:LIHACTUhIC —
Microbial Count

FalwiHe UHeIo CFU/
WHITCIARTHHX <10* <5 ml KYO
aepobHux Iatin
MIKPOOPraHizMis Ph. Bur. (2.6.12)

(TAMO) €pponciicera

Totwal Yeast Moulds papuaxones (2.6.12)

Count

JaraisHe uncaa 10 25 ﬁi‘;{( 3
APIEAHOBHX | m P

HBLICHEX IPHDIE

dapmaxones (2.6.13)

(TYMC)
ar. (2
E coli B Bie G010 Absence in | ml COMPLIES
: ; sponeHchia ; s 2 :
r rolt BigeyrHicth ¥ 1 ma Biamoninae

Conclusion / Bucnonox : Batch complics / Cepis sianosiiae
Signature / [ianme
Issued by / Bunasuo :
Date / Jlara - 04/08/2020
Approved by / 3arsepkeno
Date / Jlata : 04/G8/2020 B
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S IIPSIEN

BEAUFOUR [PSEN INDUSTRIE Innovation for patient care Manufacturing Authorisation: MM 19/133
Rue Eth¢ Virton Jluiensns va nposttsoacrao; MM 19/133
28100 Dreux, France

Tél : +33(0) 2.37.65. 46.00

BO®YP HICEH IHOYCTPI

Pro Eve Biprow 28100 Jlpuo. ®@panuiz

Ten:433(0) 2.37.65.46.00

CERTIFICATE OF ANALYSIS / RELEASE
CEPTH®IKAT AHAJIIY/ BHITYCKY

Inspection ot / Koyrpoaska cepis; 010000264947 Material code / Koa mayepiany : 1045816
IPSEN lot number / Hosep eepii NICEH: T00451 Name of product / Hazea npoayki :
Manufacturing Date / lata aspodummsa; 26/05/2020 PAXELADINE® / ITAKCEJIAJIMH®
Expiry Date / Jlata saxinvenis tepainy npuaariocric  26/04/2023 Pharmaceutical Form / Ilikapcsxa dopma :
Specification reference / Cnenmdprcantis 123726/ 3.0 Syrup / Cupon

Procedure / | poucaypa: 123724 75%.0

Registration number / Peecrpauiiiie noceiauenns Ne: UA/2437/02/0]

Strength/ Potency: 5 ml syrup contains: oxeladin citrate 10 mg

CHira Y AKTHBHICTH! 5 MJL CHPOITY MICTSTR: OKcenamsmy umTpar 10 Mr

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

Possip 1a THo nakosanus: 1o 125 w21y guaxoni ; no 1 Grakony 3 MipHOR 70%KOIO ¥ kapToRHiiE KopoGin
Batch size / Poasip cepil: 40 000 packs 7 40 000y nakosox

Manufacworing site (Manutacture, primary and secondary packagingy SOPHARTEX, 21 rue du Pressoir 28500 Yernouillet, FR ANCE,
Tl 3301 2.37.62.76.76

Manufactunng Autorisation; MM 17/085

Bupobiiia 2insinug (BapoGruurso, nepsiiie 1a mropuiie takysanns) COGAPTEKC, Pio mo Tpecyap, 21 28500 BEPHYC,
Opanuis, Ten : +33(0) 2.37.62.76.76

Homep ninensit:. MM 17/085

Comments / Kommerrapi: 8 Not Applicable / He HPUMEHHMO

0 Write comments if any / Hanuiumure XoMMEHTAPHHA, CCIH OHH eCTE:

Certification statement / Jagnicnne o cepraduxaiy

I hereby certify that the ahove information is authentic and accurate. This batch of product has been manufactured (including
packaging/labeling and quality controf) at the above mentioned sites in full compliance with the GMP requirements of the local
Regulatory Authority and with the specifications in the Marketing Autherization of the importing country. The batch processing,
puckaging and analysis records were reviewed and Tound to be in compliance with GMP.

[ls ot sacinyyio, wo nasenena suile GopMalia ¢ LocToRIpHOK 11 104010, Lo cepito apaay sl Gyno supobiacHo (BKmoaL0MY
NAKY BEHHA/MAPKY BAHHA T TPOBCACHHA KOHTPOMK 1T HKOCTI) Ha BHILCIASHAYCTIIN I s i ¥ TIOBHIH BLINOBLAHOCT 1 BMoram GMP,
BCTAHOBNCHHMH MICHEBHM PCIYIRTOPHIM OPIAHOM, & TAKO¥ BLINOSIHO 20 cnemdivaniil, uo MicTaYLeE ¥ pecerpaniiHomy 2ocLe
kpaiuy isnoprepa. Tlpotokons RHpoGHAItTaa, NUKYBAHHA T8 GHATIIE OY 30 ACPCrigHyYTO Ta BCTAHORIEHD Bianosianicts GMP,

Batch release by / Cepis mrvineina

Hpinanie 1a nignue Y nosiosaxenoi ocolin

Date of signatre / Jlata mianncanig: @C;ICEIZOL;

Attached: Batch certificate of analysis /Jlonactees: ceprudrikar ananisy
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JEEPYXJIIKCIIY)KBA
IEPY)KABHA CJIYKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIiBCHKIN OBJIACTI

npocnekt Banepis Jlo6aHosebkoro, 51, m. Kuis, 03110, ten/pakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
npo siKicTb BBe3eHOro B YKpaiHy JiKapcbKoro 3aco0y

08.02.2021 Ne 3820/21/10

INAKCEJAJTUH®

(HaliMeHyBaHHS Jikapcbkoro 3acofy 3riZHO 3 peecTpaLifHHM NOCBIAYEHHAM)
cupon, 10 mr/5 mu1; mo 125 ma y gaakoni; mo 1 ¢paakony 3 MipHOIO JIOKKOK Y KapTOHHIi
KopoOui

(thopma BHIYCKY, J0O3YBaHHs, BHA NAKyBaHHA JiKapcekoro 3acoly)

Homep peectpauiiioro nocsinuenns UA/2437/02/01 crpox aii peectpawuiiinoro nocsinuenns 01.01.2099

Cepis mikapcbkoro 3acoby Ne T00451 KinbkicTs BBe3eHOro Jikapcskoro 3acody 90
BupoGHHK BO®VYP ITICEH IHOAYCTPI, ®paniiis
(HaliMeHyBaHHA BHPOOHHKA NiKapchKOro 3acoly, KpaiHa NOX0MKEHH:A)
BaeseHo B VkpaiHy CnifbHe YKpaiHChbKO-€CTOHChKE MiANPHEMCETBO Y (hopMi TOBapHCTBA
3 o0mexxenor BigmoBizaasuictTio "'OnTiMa-®Papm, JITA", inent. xon:
21642228

(HaiimMenyBsanns Ta kox 3a €JIPTIOY iopuaudHoi ocodn abo mpi3euiue, iM's, 1o 6arbkosi isHuHOT
0CO6H - NiANPHEMLA, Ti MiCLie MPOKHBAHHA TA PEECTPALiHHHUIA HOMEp 001iKOBOT KAPTKH MUIATHHKA
noxaatkie abo cepid Ta HOMEp Macnopra)

IpoTokon BisyansHoro kourpomo Bix 02.02.2021 Ne 0244/3.

3a pesylbTaTaMM JIEPXKABHOTO KOHTPOMO BCTAHOBJEHO, LIO JiKAapChKWH 3aci0 BBeeHO B YkpaiHy 3

3aKOHOMABCTBA LIO/10 3abe3neueHHs AKQCTI IiKapcbKHX 3aco0iB.
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