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HEPXJIIKCITYXKBA
AEPKABHA CJIYKFBA 3 JIIKAPCI:KIEX 3ACQBIB TA KOHTPO.JIIO 3A
HAPKOTHKAMM Y KHiBCBHKIN OBJIACTI

nmpocnekt Baiepis Jlo6anoscskoro, 51, M. Kuis, 03 1 10, Ten/¢paxe: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kog €JIPTIOV 37078774

BUCHOBOK
PO AIKICTH BBe3eHOro B YKpainy JiKapchKOro 3acoby

10.07.2019 Ne 42933/19/10

PENNAPWJI®-TEJIb H

(HarMeHyRaHHg fikapchkoro 3aco0y 3TiHO 3 peecTpauitHim MOCBIIYEHHIM )
rejib, 0 40 r resio B anrominicsiii Ty6i; mo 1 1y6i B kKapToHHiii Kopo0ii

(bopma BunyCKy, 103yBaHHA, BN MaKyBaHHs /IIKAPCEKOro 3acoby)
Howmep peecrpauititioro noceimzenns UA/7224/01/01 CTPOK Aii peectpaniitroro noceingenss 01.01.2099
Cepis nikapcskoro 3aco6y No D1900685 Kinekicts BBe3seHoro sikapeskoro 3aco6y 192

Bupo6uuk MAJIAYC I'm6X, HiMeaanna

(HaliMEHYBaHHS BUPOOHUKA JIKAPCEKOT0 3acoby, KpaiHa [OXOKEHH)

BaeseHo B Vkpainy CninbHe ykpainchKo-ecTonchKe NiAnpHaEMCTBO y hopmi ToBapHcTEa

3 00MEeXKeHOo0 BIAMOBIIAbHICTIO "Onriva-®apwm, JITA", inent. xon:
21642228

(HaliMeHyBaHHs Ta KO/ 33 EJIPTIOY ropumuunoi ocobu abo Mpi3BHIIE, iM's, IO 6aThKOB] (izmaHoT
0cobu - nignpuemy, i Mice ITPO’KMBAHHA Ta peecTpaliiHHi HoMep 06ITiKOBOT KapTKH [aTHHKA
rnoxarkis abo cepis Ta Homep I1acropTa)

Ipotoxoa eisyansrore kontposio six 04.07.2019 Ne 2432/5.

3a  pesymbTaTaMH  ACpKABHOrO KOHTPOJIIO  BCTAHOBIIEHO, MO JIKapchkMH 3aci6 BBeseHo & Vxpainy 3
HAOTPHMAHHSAM BuMOr 3aKOHONABCTEA IO/I0 320€3NeqeH s AKOCTI NIKAPCHKHUX 33C06iB.

3actym
epxK 3acoBiB
Aep ; O.B. KoBanenko
Ta KO HIBCHKIH
obmac

(moca; ‘Q KOHTPOJIO) (minmnuc) (iHimiaim Ta npissHiie)
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LB 2 | MAD AL Ne cepmucpukama 000014953
Ce pTudukaT aHanusa Neananusa 000092686
Hama ucrisimanus  04.04.2019

lpodyxkm Penapun®-ress H, (renb) no 40 r (5 anoMUKMeson Ty6e) Ne cepuu D1900685

10 & 2ensi coBepxam acyura 100 me (0,1 2) u duamunamuxa canuyunama 500 mez (0,5 g)

Per. Ne UA /7224 / 01 /01 Hama nepepeaicmpayuu 06.03.2618
Cpox delicmeus nepepeesucmpauuu 6eccpodrbiii

lpouszsodumens MALAYC 'm6X, l'epmarusi Jluyensus DE_NW__O4__MIA__201 9_0002

- MALAYC I'mBX, wrpacce
Adpec npednpusimust - TNioTTuxep 5, 53842
Tpoitcaope, Fepmarius

MAJAYC 'm6X, wrpacce
Konmpons kavecmsa JloTTuxep 5, 53842
. Tpoiicaopd, lepmanus

Hama npouseodcmea  03/2019 Bcezo npoussedero 24720 ea.

Cpok eodHocmu 02/2024 Sakasyux ] Ykpaura
XapakrepucTuka. : ) : -Cneundbmkayus Pesynerarsi
Duandsckue caolicraa : : NpospayHelil, oT GecuyseTHOro 40 COOTBETCTBYET

GBETNO XenToro usera rens ¢
apomarom nasaHabl U
v30NPONUNOBOro crinpra

Mgemuq)uxauun Cneuunduxauus - Pesynbrarel

ScumH (Metog TCX) COOTBETCTBUE COOTBETCTBYET
i CTaHAapPTHON XpomaTorpamme
Huatunamun (metog TCX) COOTBETCTBUE COOTBETCTBYET
CTaHjapTHOW xpomaTorpamme
Kucnora canuyunosas (meTon TCX) COOTBETCTBUE cooTeeTcTeyeT
4 CTanaapTHOl XpomMaTorpamme o 3 .
Bcunk (BAKX) COOTBETCTBUE cooTBETCTBYET
¢raHgapTHou xpoMaTorpamme
Auatunamuna cannyunar (BIXKX) COOTBETCTEUE cooTBeTCTBYeT
CTaHAapTHOR XpomaTorpamme
Konnuvecrsennwiit ananus Creundukayns 'Peaynb‘rarbl '
JCUMH 0.95-1,05% 1,02%
Auatunamuna canuumnar 4,75 - 5,25% 4,96%
Tectnr - Creungpuranus PesynbraTel
Mukpobuonorudeckas uucTota AOMKHO COOTBETCTBOBATL | He TecTupyeTcs (nepuoamuecioe TECTUPOBaHuE)

Ph.Eur. 5.1.4, ans HAPYXXHOro npumeHerus
Obuee konuuecTso a3POBHLIX MUKPOOPraHU3MOB

(TAMC) £ 10° KOE /r 'He TeCTUpyeTCs (neproauueckoe TeCcTupoBaHue
Obwyee konuyecreo APONOKEBBIX 1 NNECHEBLIX rPUGOB : ; e :

(TYMC) o < 10" KOE/r ) 'He TecTupyeTes (nepuoguueckoe TECTUPOBaHue
Staphylococcus aureus oTcyreTeuel/r 'He TecTupyeTcs (nepuoguyeckoe TECTUpOBaHue
Pseudomonas aeruginosa oTCyTCTRUe/1r 'He TecTupyerca (nepuoanyeckoe TECTUpOBaHME
Creunduueckie Tectn ) Crieundurauus Pesynbrarss '

Onpepenehue pH : ’ 58-68 6,3

HuHamuueckasn Baskocrs 800 - 3000 mNa*c 1505 mMa*c

XparuTe npu TemMneparype He soiwe 25° ¢
MNpumeyanue:

"Hacroawmm YAOCTOBEDAIO, UTO NPUBEAEHHAS BbILLE nHopMauma senseTcs TOYHOM U NOANUHHGH. [aHHas cepus npoAyKUuY npousseseHa
(BKAOUas ynakosky/mapxuposky), a KOHTPO/b ee KauecTBa BLINOMHANCH Ha YKa3aHHOI BbILIE NPOU3BOACTBEHHOV nnowazke (nnowaskax) s

“MNOpTUPYeTCR, NMMBO CogepxalLeiics B 4ocke co cneuvukaumedt k uccneayemomy npenapary. OT4eTs! 0 NPOVIBOACTBE, YHaKoBKe 1
ananuse 6binu nposepeHs 1 COOTRETCTRYIOT TpeboraHusim GMP" S E e e

MAZLAYC Mm6X, 11.04.2019
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Madaus GmbH

Na of Certiticate 000014953

Certificate of Analysis o of analysi - oonos2sse

! Date of testing 04.04.201
Froduct = Reparil-Gel N (gel) 40 g (in aluminum tube) Bateh no. 01900685
10 g of gel contain: escin 100 mg.(0,7 g) and diethylamine salicylate 500 mg {0,5 g}
Reg.no.: UA /7224101101
Date of Reregistration; 06.03.2018 Expiry Date of Reregistration: Termless
Manufacturer: MADAUS GmbH Manufact. License:

Germany DE_NW_04_MIA_201 8 0002

Manufacturing plant address; MADAUS GmbH
Lustlicher Str. 5
53842 Troisdorf, Germany

MADAUS GmbH
Luetticher Str. 5
53842 Troisdorf, Germany

Quality Control:

Date of manu/acturltfg.' 0372019 Total quantity produced: 24,720 units
Date of expiration: 02/2024 Customer: Ukraine »
Appearance transparent, colourless to conforms
light yellow gel
Cdour of lavender and isopropyl alcohol canforms
TLC - fingerprint - Aescin must conform {o reference conforms
) chromatogram
TLC - fingerprint - Diethylamine must conform 1o reference conforms
chromatogram
TLC - fingerprint - Salicyiic aciy must conform to reference conforms
chromatogram
HPLC - Aescin must conform to reference conforms
chromatogram
HPLC - Diethytamine salicylale must conform 1o reference conforms
chromatogram
Microbial contamination * - Ph.Eur. 5141 must conform conforms

Preparations for oromucosal, gingival, cutaneous, nasal or
auricular use,

Total aerobic microbial count (TAMC) not more than 10°GFU / 1 g

Total combined yeasts / mouids count (TYMC) not more than 10°CFU / 4 9

Pseudomonas aeruginosa absent/1g
Staphylococcus aureus absent/1g
Aescin 0.851t0 1.05 %

Diethylamine salicylatc 47510 5.25 %
5810868

800 to 3000mPa*s

pH-value

Dynamic viscosity {n}

not tested (periodic testing)
not tested (periodic testing)
not tested (periodic testi_ng)

not tested (periodic testing)

1.02 %
4.96 %

6.3
1505.mPa’s

* The acceptance criteria for microbiological purity are interpreted according to Ph. Eur. 5.1.4
Storage: Not above 25° 3

Comment:

"This is to certify that the above mentioned information is true and accurate. This batch of product was manufactured {including package/labeling)
and its quality control was carried out at the above mentioned site(s) in full compliance with GMP requirements established by the local regulatory
authority and in compliance with the specification contained in the registration dossier or trade license of the country of manufacture

or country-importer if the product is imported, of in file with the specification for the investigational product.

The batch production, package and analysis reports were reviewed and they comply with GMP."

Madaus GmbH, Troisdon
Quality Management

\

MADAUS GmbH

MADAUS GmbH, Department of Quality Cortrof Page 1coi1

April 112019 )

] £V //

Katritk Volimar
Qualified Persen .

Print 0ate; 11.04.2018, CM



JEPXJIIKCIIYXXBA
JTEPYXXABHA CJIYXBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIA OBJIACTI

npocnekT Banepis Jlo6aHoscskoro, 51, M. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPTIOY 37078774

BUCHOBOK
Npo AKiCTh BBe3eHOro B Y KpaiHy JIikapcbKoOro 3aco0y

15.01.2021 Ne 74132/21/10

PENNAPWI®-T'EJIb H

(HaiiMeHyBaHHsl JlikapCbKkoro 3aco0y 3riftHo 3 peecTpalifHKM NOCBiAHEHHAM)
reJib, no 40 r re;io B amominiesiii Ty6i; mo 1 Ty6i B kapToHHIlH KopoOui

(opma BUIYCKY, 1O3YBaHHS, BUI aKyBaHHS JikapChKOro 3acoly)

Homep peectpauiitoro nocsinuenns UA/7224/01/01 crpox nif peectpauitinoro nocsinuenns 01.01.2099

Cepis nikapcbkoro 3aco6y Ne D1902025 KinekicTs BBe3eHOrO Jikapcskoro 3acoby 9800
Bupo6uuk MAJZIAYC I'm6X, Himeuunna
(HaiiMeHyBaHHs BUPOGHHKA JTiKapcbKoro 3acoly, kpaiHa MOXOMKEHHS)
Bae3eHo B YkpaiHy CuijibHe YKpaiHChbK0-eCTOHChbKE MiINPHEMCTBO Y (hopmi ToBapHcTBA
3 o6MeskeHo0I0 BignosinanbHicTio "'Onrima-®apm, JITA', inent. cox:
21642228

(nabimenyBaHHs Ta koa 3a €API1I0Y opuanyHoi ocobu abo npiseuiue, iM's, no 6aTbkoBi (izuuHol
ocobu - nianpuemus, if Micue NPOXMBaHHS Ta peecTpauifHuit HoMep 00/1iKOBOT KapTKH NMNATHUKA
noaarkis abo cepis Ta HOMep macnopTa)

MpoTokon BisyansHoro koutpomo in 05.01.2021 Ne 4722/2.

3a pesynpTaTaMM OEPXKABHOTO KOHTPOJIKO BCTAHOBJIEHO, IO JKapcbkuii 3aci6 BBe3eHO B YKpaiHy 3
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P> e i | MMACAUS Ne cepmugbukama 000016478
CepTldchKaT aHanusa Ne ananusa 000103919
LQama ucneimanua  13.11,2019

Mpodyxm Penapnn®-rene H, (rens) no 40 r (8 anomuHneson Tybe) Ne cepuu D1902025

10 2 2ens codepxam 3cuura 100 me (0. 1 2) u duamunamuna canuuunama 500 me (0,5 2)

Per. Ne UA /7224 / 01 /01 [ama nepepeaucmpauuu 06.03.2018
Cpox dsiicmeusn nepepeaucmpauuu 6ecCporHbii

[pousecdument MALAYC Mm6X, Nepmanus JluueH3un DE_NW_04_MIA_2019_0002

Adpec npednpusmus  MANAYC MM6X, NliotTuxep
wrpacce 5, 53842
Tponcaopd. Fepmanus

Kowmpons kavecmsa  mMANAYC ImbX, NioTTuxep
wrpacce 5, 53842
Tpowcaopd. Nepmanun

Lama npouseodcmea 10/2019 Bcezo npouseedeHo 24672 ynk
Cpox zodrocmu . - . 0972024 s . 3akaawuk Ykpaua
Xapaxkrepucruxa o Cneuudnxauns PesynuTath!

npo3payHbiih, 0T 6GecuseTHoro g0 cooTeeTtcTayeT
CBETNO XEenToro useTa rens

apoMart n1aBaHAbl U

3anax ' ) U30NpPONUNOBOro CNUPTa

BrewHui sua

3cuuH (metog TCX) cooTeeTcramne cooTeeTcreyer
CTaHAapTHOW XpomaTorpamme

Anatunamun (metoa TCX) CoOTBETCTBUE cooTBeTcTayer
CTaHAapTHOW| XpoMaTorpamme

Kucnora canuyunosan (metog TCX) coorteeTcTaue cooTBeTCTBYeT
CTaHAapTHOW XpOMaTorpaMme

3cumn (B3XKX) E - cooTeeTcTBNe cooTsevcTeyer
: ; CTaKRAPTHOW XpOMaTorpamme

Auwatunamuna canuyunar (B3XKX) cooraeTcrave cooTsercrayeT
CTaHAapPTHOW XpoMaTorpaMme

Mukpobuonoruueckas uucTora AONXKHKO COOTBETCTBOBATL He TEeCTUPYETCA (Nepruoguiueckoe TeCTUPOBaHNe)

‘Ph.Eur. 5.1.4-1, npenaparel AN POTOBO NONOCTH, AECHDI, KOKM, HOC3 MSM YWHOW PaKOBUHbI
Obuwiee k0oNU4eCTBO 33P0OGHBIX MUKPOOPraHW3IMOB

(TAMC) ' < 10° KOE ir 'He TecTUpyeTca (nepuoauueckoe TecTuposaHue.
Obuwee koNUHECTBO APONOKEBLIX U NNECHEBLIX rPpn6os

(TYMC) < 10'KOE#r 'He TEeCTNPYeTCA (NePUOAUYECKOE TECTUPOBAHNE.
Staphylococcus aureus oTcyrcreue/1r ‘'He TecTupyeTca (RepuoguyecKkoe TecCTUpoBaKue
Pseudomonas aeruginosa oTcyTcraue/1r ‘'He TECTUPYETCA (NeproanIeckoe TeCTUpoBaHNe
Seyun 0,95 - 1.05% 0.97%

Auatunamuna canuuunar 4,75-5,25% 5.03%

Onpeaenenue pH 58-68 6.2

[ivHamwueckan BAIKOCTL 800 - 3000 mNa*c 1426 mNa“c

XpauuTs npu Temneparype He swiwe 25° C
Npumeuarue:

"HacTOAWMM yAOCTOBEPAIO, YTO NPUBEAEHHARA BbiLE MHDOPMBUNA ABNAETCA TOUHOW. U NOANWHHOM. flaHHaR Cepus MPOAYKLMK NPOM3BEAEHE
(BKMI04EA YNAKOBKY/M3PKNPOBKY), @ KOHTPONbL €8 K3UECTBA BLINOMHANCA H3 YKA3AHKOW BLILE NPOMIBOACTBEHHON NNOLBAKE (nnowaakax) B
NONHOM COO0TBETCTBUN C TpebGosannamu GMP, yCTaHOBNEHHLIMU MECTHLIM PEryATOPHLIM OPraHOM, U B COOTBETCTBUM CO Creuudukauven,
COAEPXALLENCH B PETUCTPAUMOHHOM AOCLE WAN NMUEHINM HA NPORAKY CTPaHbI NPOUIBOACTBA AU CTPAHLI-UMNOPTEPa, ECAN NPOAYKYMA
“MNOpTUPYETCA, NGO CoaepXalledica 8 A0Cke CO cneundmuKaumMen K uccneayemomMy npenapaty. OTYeTsl O NPOWIBOACTEE, YNaKOBKE U
ananuse Geinu NpoBEpeHbI U COOTBETCTBYIOT Tpebosanuam GMP"

MAJAYC m6X, 22.11.2019
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Madaus GmbH No of Certfcats 00016678

Certificate of Analysis No. of analysis 000103919
Date of testing 13.11.2019

Product Reparil® -Gel N (gel) 40 g (in aluminium tube) 8atch no. D1802025

10 g of gel contain: escin 100 mg (0.1 g) and diethylamine salicylate 500 mg (0.5 9)

Reg.no.: UA /7224101 /01

Date of Rereg/stration; 06.03.2018 Expiry Dale of Reregistration; Termless

Manufacturer: MADAUS GmbH Manufact. License:

Germany DE_NW_04_MIA_2019_0002

Manufacluring plant address: MADAUS GmbH
Luetticher Str. 5
63842 Trolsdorf, Germany

Quality Conlrel: MADAUS GmbH
Luetticher Str. 5
53842 Trolsdorf, Germany
Date of manufacturing: 10/2019 Tolal quantity produced: 24,672 units
Date of expiration: 09/2024 Cuslomer: Ukraine
Appearance transparent, colourless to conforms
light yellow ge!
Odour of lavender and isopropyl alcohol conforms
TLC -fingerprint - Aescin must conform to reference conforms
chromatogram
TLC - fingerprint - Diethylamine must conform to reference conforms
) chromatogram
TLC - fingerprihl - Salicylic acid must conform to reference conforms
chromatogram
HPLC - Aescin must conform fo reference conforms
chromatogram
HPLC - Diethylamine salicylate must conform 1o reference conforms
chromatogram
Microbiel contamination * - Ph.Eur. 5.1.4-1- . must conform not tested (periodic lesting)

Preparations for oromucosal, gingival, cutaneous. nasal or
auricular use,

Total aerobic microbial count (TAMC)

Total combined yeasts / moulds count (TYMC)
Pseudomonas aeruginosa

Staphylococcus aureus

Aescin

Diethylamine salicylate

pH-value

Dynamic viscosity (n)

not more than 102 CFU /1 g
not more than 10'CFU /1 g
absent/1g

absent/1g

09510 1.05%

4.75105.25 %

58106.8

800 to 3000mPa‘s

not tested (periodic testing)
not lested (periodic testing)
not lested (periodic testing)
not tested (periodic lesting)
0.97 %

5.03%

6.2

1426 mPa’s

Storage: Notabove 25° C

Comment:

“This is to cetify that the above mentioned information is true and accurate. This batch of product was manufactured (including package/labeling)
and its quality control was carried out al the sbove mentioned site(s) in full compliance with GMP requiremenis established by the local regulatory

authority and in compliance with the specification contained in the registration dossier or trade license of the country of manufaciure
or country-lmporter if the product is imported, or In file with the specification for the Investigational product.
The batch production, package and analysis reportswere reviewed and they comply with GMP.*

MADAUS GmbH

MADAUS GmbH. Deasniment of Quakly Conlrol

Page10f 1

Noﬁmber 22201

rin V.
Qualified Person

Piint date: 22.11.2019/JH4
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