-~ JIEPXJIKCIYXBA.
JIEPHCABHA COVIKBA 3 -;}IIKAPCBKI:IX:?,ACQBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHM Y KHIBCBKIN OBJACTI

npocnext Banepis JioOanoscskoro, 51, M. Knis, 03110, Tex/dake: (044) 363-06-50
E-mail: dis ko@@dls.gov.ua,https://www.dls.gov.ua, Kog €IPIIQOY 37078774

BHUCHOBOK
Npo AKICTs BEE3eHOro B YKpainy jikapebioro 3acody
29.11.2022 Ne 48594/22/10
PETIAPHII®-YEJAL H

(uaiiMehyBalKA AIKAPCLRETO 3ac0by 3rAHO 3 peccTPatliliatM nocsinuessM)
reih, 10 40 r remo B anrominiesiii Ty0i; mo I Ty6i B xapToHHiit Kopobui

{Qopsra Bainycry, N03YBAKHR, BIY NAKYRANIL RKapCLEOro 3acofy}
Honmep peectpanifizore noceiguensn UA/7224/01/01 ctpok nif peectpauiiinors nocsinuenus 01.01.2099
Cepis aikapcekoro.sacoby Na D2101751 KinbkicTs BBC3EHOVO AiKapcrkoro jacoby 1584

Bupobuux | MAJIAYC I'mbX, HiMeusua

(Haiimenysannig BHpobHiKa Nikaperrore 3acoBy, kpaika noxomxenns)

Bseseno s Vipaiity Cninnie yrpaiHchKo-eCTOHCbKe NiAMPHEMCTEO ¥ (opari
TOBAPHCTBA 3 06mexkenoro Bignorixanasuictio " Ouriva-Papm,
JITA", inewr. won: 21642228

(Hailsenysanust T Koz 3a CAPHOY jopianasnol ccodu abo npisminue, is's, 0o Gatskosi
irazol ocofs - mignpHeEMTS, T Micte RPOKMBAHHES TA peccTpaLiitu HoMep obnikosal
KAPTKU TAATHIKA noaarkis afio cepid Ta HoMep nacmopra)

JlIporoxoea pisyansuoro woirrposo sin 29.11.2022 Ne 2992/1.

32 peaymyraTamu JICpKEBHOIO KOMIPOMIO BCTENOBIEHD, W0 AiKapebkifi 3a¢i6 Beesewo B Vipaiuy -3
AOTPUMAHHSIM BHMOT 33KOHOAABCTBA MOAL 3a6eaneyeHita AKOCT] ikapohkifx 2acobis,
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(Erinstiens vl ipianunite)
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Magayc I'm6X (Madaus GmbH)
Ceprudikart asKocTi

- L -  Jlama mecmysanns 01.12.2021
PEDAMJI®TEJILH apmis Ne D2101751

- - . . " '-' pp——
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BwmicT: 10 r remo mictuts: ectma 100 mr (0,1 r) ta mietmnamid camiiar 500 mr (0,5 1)

Homep peccmpayiiinozo nocgiovennsn:  UA /7224 /01 /01

Haszsa, adpeca eupobruyoi oinsiuxu Magayc I'm6X (Madaus GmbH) Homep 003601y Ha 6upobruymeo
(8upobHUKA, 8ION0BI0ANBHO2O0 34 Jiortixep Ctp. 5, 53842, DE NW 04 MIA 2021 0006
supobnuymeo Hegacosarnoi npooykyii, Tpoucnopd, Himeuuuna

NEepeUHHy ma 6MOPUHHY YNAKOBKY, (Lutticher Str. 5, 53842 Troisdorf,

KOHmMpOnb aKocmi ma sunyck napmit):.  Germany)

Kpaina eupobruymea: Himeyuuna

Jlikapcovka hopma: relib

Posamip ma mun ynakogxu.: renb, 40 T B aloMiHieBMX TyOax; 1o 1 TyOi B KapTOHHIM KOpOOIIi
Ilama supobrnuymesa: 09/2021 006 ’em napmii. 24 528 oauHULb
Tepmin npuoamnocmi 08/2026 3aMOBHUK: YKpaiHa

~Ilapamerp 3 | Crnenudikanist PesyabTar

D13U4HI XapaKTePUCTUKU [Ipo3opuii, 0e30apBHUIM Y CBITIO-KOBTUH I'€JIb 13 BIIIIOBIAE
3araxoMm JaBaHau Ta 130IPOIILIOBOI0 CIIUPTY B1JIIOB1IAE

Ecmmn, TCX XpoMaTorpama IMOBMHHA BIAMNOBIAATH €TaJIOHHIH BIJAIIOB1IAE
Xpomarorpami

Hietunamin, TCX XpomaTorpama IIOBHHHA BiITIOBIaTH €TaTOHHIN BimoBigae
XpoMaTorpami

Canimuiosa kuciiora, TCX XpoMarorpaMa IHOBHHHA BiAIOBigaTH eTaIOHHIN BiIIOBiTa€E
XpoMaTorpami

BEPX, eciun XpoMarorpama IOBHHHA BiJIIOBigaTH eTaJ0OHHIi BimoBigae
XpoMarorpami

JlileTriIaMiH caliIaT XpoMaTorpaMa ITOBMHHA BiJIIIOBiIaTH €TaJOHHI B1JIIIOBIIA€
XpoMarorpami

Mikpo01010TriyHa YUCTOTA MOBUHEH BiAIIOBIIATH BIJITIOBia€

3arajJibHUM BMICT a€pOOHUX He Oinpine 3a 102 KVO /1 mMenme 3a 10 KYO /r

Mmikpooprauizmis (TAMC)

3arajibHUM BMICT APDLKDKOBUX He Oinpie 3a 10! KYO/1r menie 3a 1 KVO /1

rpu0iB / rpubiB MITICHIBH

(TYMC)

CuHpoTHiHa namaka BiNCYTHS B 1 T sifcy o

30J0THUCTHI CTa(pIIOKOK BIJICYTHII B 1 T BIICYTHIN

Ecnnn 0,95 —1,05% 1,03%

JlieTrnaMiH cainmiar 4,75 -5.25% 4.98%

pH-piBeHE 5,8 —6,8 6,2

Jlunamiyga ryctusa (n) 800 — 3000 mIla/cek 1461 mlla/cex

KomenTapi:

30epiranns: npu Temneparypi He suie 25°C

JeKapauis moao ceprudikanmii:

«luM s mATBEPIKYIO, 0 1H(OpMalLlls, HaBEe/IeHa BUILE, € aBTCHTUYHOIO Ta MpaBWIbHOO. L1 mapris npemnapary Oyiia
BUI'OTOBJICHA, BKIIFOYHO 3 YIIAKOBKOXO / MAPKYBAHHSIM Ta KOHTPOJIEM SIKOCTI Ha BUIIE3a3HAYEHINM AUISHIN B ITOBHIMN
BIAIIOBIAHOCTI 10 BUMOT 10 Hanexsoi BUpOOHNYOT IPaKTUKKM HAlllOHAJILHOT'O PEryJISTOPHOIO OPTraHy Ta creimdikaliii,
HaBEJICHUX B PEECTPALITHOMY CBIAOLTBI KpaiHu-iMuopTepa. XKypHaiu BUpOOHMUTBA NapTii, yINaKOBKM Ta aHaJIi3y OyIn
[IEPEBIPEH], IMIATBEPHKEHO, 1[0 BOHU BIAIIOBINAXOTH, BUMOTraM HasexxHoi BUpOoOHIIOT MPaKTUKID?.

Jlara:
KATRIN Iudposuit muamnuc

VOLLMER VOLLMER - M111446

M111446 Tara: 2022.09.22

12:08:28 +02°00°
Katpix Bojumep (Katrin Vollmer)
Y1oBHOBaKeHa 0co0a

Cropinka 1 3 1 Hoxyment cxBanienuit: 22 sepecus 2022 /CM




&

Mapnaye I'm6X (Madaus GmbH)

1o 1 Ty01 B KapTOHH1 KOPOOI1l

IlapTist Ne: D2101751

BupooHuk: Mapayc I'M0X (Madaus GmbH)

(Lutticher Str. 5, 53842 Troisdorf, Germany)

Rpaina: Vkpaina

Jlexcrapanis moo ceprudikauii

IIpenapar: PEITTAIIMJI® I'EJIb H, rens, 40 r B a/ltoMiH1€BUX Ty0ax;

BupoOoHm4a giisiHKa: JIrortixep Ctp. 5, 53842, Tpoiicaopd, Himeaunna

«uM g mATBepIOKyIO, 0 1H(QOpMAaIls, HaBeAeHa BUIIE, € aBTEHTUYHOIO Ta IPaBUIIbHOO. L]

apTid npenapary Oyjia BUrOTOBJICHA, BKIFOYHO 3 YIIAKOBKOIO / MAPKYBaHHSAM Ta KOHTPOJIEM SIKOCTI

Ha BUIIE3a3HAYECHINA JUISHI B IIOBHIN BIAIIOBIAHOCTI 40 BUMOr Hanexxaol BHpoOHHMYOT IIPaKTHKHI
HaLlOHAJIBHOT'O PETYJIITOPHOTO OpraHy Ta cuenudikailiii, HaBeJCHUX B PEECTPALIIHOMY CB1OIITBI
KpalHu-1mIioprepa. KypHanu BUpOOHHUIITBA IapTii, YIIAKOBKH Ta aHAJ3y OyIIH ImepeBipeHi,

[T ITBEPIPKCHO, 1[0 BOHK BiIIIOBIar0Th BUMoraMm HanexHol BUpOOHUYOT IIPAKTHKI.

[TapTis Bumymena 03 rpynust 2021 Isabell Brzoska (YmoBrOBaXkeHa 0co0a)

Jlara:
KATRIN
VOLLMER —
M111446

Manayc I'm6X (Madaus GmbH)
YioBHoBaXxXeHa ocoda

KATRIN VOLLMER —
M111446

Tlarta: 2022.09.22
12:09:27 +02°00°

Karpin Boixmvep (Katrin Vollmer)
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Madaus GmbH
Certificate of Analysis

Date of testing 01.12.2021

Product REPARIL ®-GEL N - Baz‘ch.no. . D2101751

Strength / Potency: 10 g of gel contain: escin 100 mg (0.1 g) and diethylamine salicylate 500 mg (0.5 g)
Registration certificate number: UA /7224 /01/01

Name, address location of MADAUS GmbH Number of Manufacturing authorisation
manufacturer (responsible for L utticher Strasse 5 DE_NW_04 MIA 2021_0006

the in-bulk production, primary 53842 Troisdorf

and secondary packaging, quality = Germany
control and batch release).

Country of the manufacture: Germany

Pharmaceultical form: gel
Package size and type: gel 40 g in aluminium-tubes; 1 tube in a cardboard box
Manufacturing date: 09/2021 Baich size: 24 528 units

EXxpiry date. 08/2026 Customer: Ukraine

Tests Specification Results |

Physical characteristics transparent, colourless to conforms |
light yellow gel with odour |
of lavender and isopropyl alcohol conforms

Escin, by TLC must conform to reference conforms
chromatogram

Diethylamine, by TLC must conform to reference conforms
chromatogram

Salicylic acid, by TLC must conform to reference conforms
chromatogram

HPLC Escin must conform to reference conforms
chromatogram

Diethylamine salicylate must conform to reference conforms
chromatogram

Mircrobiological purity must conform conforms
Total aerobic microbial count (TAMC) not more than 10°CFU/ 1 g less than 10 CFU / g

Total combined yeasts / moulds count (TYMC) not more than 10" CFU / 1 g lessthan 1 CFU / g
Pseudomonas aeruginosa absent/1g absent/1g
Staphylococcus aureus absent/1g absent/1g

Escin 0.95-1.05% 1.03 %
Diethylamine salicylate 475-5.25% 4.98 %

pH-value 5.8-6.8 6.2

Dynamic viscosity (n) 800 - 3000mPa*s 1461 mPa*s

Comments:
Storage: Not above 25° C

Declaration of certification:

"I hereby certify that above information is authentic and accurate. This batch of product has been manufactured, including packaging / labelling and quality control
at the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing
Authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and found to be in compliane with GMP."

Released on 03-Dec-2021 by Isabell Brzoska (QP)

Date:

K AT R| N Digital unterschrieben

.. von KATRIN
VOLLMER-  VOLLMER-M111446
. PR Datum: 2022.09.22
M111446 12:08:28 +02'00
Katrin Vollmer

Qualified Person

MADAUS GmbH

MADAUS GmbH, Department of Quality Control Page 1 of 1 Document issued: 22-Sep-2022 / CM




Batch Certificate

Product: REPARIL®-GEL N, gel 40g in aluminium-tubes;
1 tube in a cardboard box

Batch no.: D2101751
Manufacturer: Madaus GmbH
Manufacturing site: Lutticher Str. 5, 53842 Troisdorf, Germany

Country: Ukraine

"l hereby certify that above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in
the Marketing Authorisation of the importing country. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP."

Released on 03-Dec-2021 by Isabell Brzoska (QP)

Date:

von KATRIN VOLLMER-

VOl | MER- M111446
Datum; 2022.09.22

M111446 12:09:27 +02'00"

MADAUS GmbH Katrin Vollmer
Qualified Person




