INNOTE!

LABORATOIRE

CH

.INTERNATIONJ’-\L

JABOPATOPISI IHHOTEK IHTEPHACHLAOHAJIB A\ LABORATOIRE INNOTECH INTERNATIONAL
Bupoiung L Manulacturer:

THHOTEPA HWIY3IVINNOTHERA CHOUZY

Pio Pene [Haerepo, Hysi-ciop-Cic, Bamoap-ciop-Cic. 41150,

CEPTHDIKAT AKOCTI Ap

Cisse, 41130, France
\QUALITY CERTIFICATE N° 040000876133

hpanttis  Rue Rene Chantercau, Chouzy-sur-Cisse. Valloire-sur-

llpcmym OJIELO/UA 600 mr, TaGaersy, BepuTi nuiskesoio oGosnonkoro, no 600 mr, Ne 30 (15x2) y Gaicrepax
Product: PHLEBODIA 600 mg, film-coated tablets 600 mg Ne30 (15x2) in blisters

AKTHBHA pevosrna; | rabierka, BRpTa n10iBKoBOI 0G0N0ONKOIO, MICTHTL AI0CMIN, 1110 BINOBIAC Aioeminy
Bessoanoro weroro 600 mr\ Active ingredient: | film-coated tablel contains diosmin that corresponds 1o 600 g of

pare anhydrous diosmin

Pecerpantifine nocsiaienis: Ne UA/8590/01/01 win 01,08.2018 \ Repistration cerlificate Ne UA/8590/01/01 of 01.08.2018
Jlist PIT; neotmesena \ Validity of RC: unlimited
Jivensis na pupotinurso: Ne M 18/183 nix 05.11.2018 \ Manufacturing license: Ne M 18/183 dd. 05.11.2018

Hava surorosaenus \ Manufacturing date: 03/2020
Tepain npuyarizoeri \ Expiry date: 02/2025

products per batch: 11000

[losep cepii
Batch number:

53334

Kinnxicro ispoayxiii s cepii\ '\ The number of -

Anaunisz srizio susor jtiiounx MK na npenapar GJIEBOIA 600 mr, TabacTin, BRpUTI naisiconoo obononikoe, o 600 mr, Ne 30 (15x2) y
Gaicrepax \ Analysis according to the current QCT (qualily control lechniques) requirements for the product PHLEBODIA 600 g, film-coated
tablets 600 mg No3( (15x2) in blisters

Haitmenysannst nokasnngis \
Characteristies

MeToan konTposo Y
Control methods

Bumorn M5 (eneundiranii) \ QCT (specification)
lL(]llI!L!]lLlll‘a

Ocuonni xapaxrepuctaien \Main characteristics

PesynbraTis i
Results

Onue\ Deseription

Bisyansuo Y Visually

Tadaerici, BRPHTT HNIBKOROIO GOONIOHKOIO, POKCROIO
waanupy \ Pink, {ilm-coated tablets

Bianosiaact Complies

Ienvudivauin \ Identification

Jlicesin b Diosimin

(2.2, 24)*

C.. (2,229 Eurn)

Hac yrpusiyBalius ta (pOpMa iKYy 1
NPOMATOUPaMi  8HAIB0BANOTO  DO3YHUY  NORHHHI
BlOBIATY vacy yrpumysanig ta dopmi niky ua
xpoMarorpami posunny nopisianns Y AL release: The
retention time and peak shape in the chromatogram of the
test solution should correspond to the retention time and
peak shape of the control solution

[porsros Tepsiny mpuaarnocri: - \ AL shell - lile; NA

lipn puoyexy:

Binnosiaacy Complics

BunpoGysanns \ Fests

Cepes daea rabneror A Average
mass of tablets

€.0. (2.9.5)%% Eur.Ph.
(2.9.5)%*

935,0 Mr+ 5%\ 935.0 mg + 5%
8883 mr—981.8 M\ 888.3 mg— 981 8 mg

938.2

OuopiaHictsL A030BANHX
oautiy Uniformity of dosage
units

(2.9.40)%%

€., (2.9.40)%9 Gur.Ph,

[pu sunvexy: sianosinaeh At release: corresponds
lIporsiron repMiny npuaaruceri: - VAL shell  life: NA

Posimananna \ Disintegration

€., (2.9.1)¥%
Lur.PPh. (2.9.1)%*

<20 x54< 20 min

Bimosizac \ Complies

Posamireinis \ Dissolution

C.h, (2.9.3)*%
Fur.Ph. (2.9.3)%*

He sein vine 80% 3a 60 xsunun (¢ Q = 75%) \ Not less
than 80 % afler 60 minutes (with Q = 75%)

Bianosinac A Complies

KinbricHe susunaiennn | Assay

Jioemin A Diosmin

C.O0. (222979
Lur.Ph, (2.2.20)%*

13120 570.0 710 630,0 w1\ From 570.0 o 630.0 mg

(}u\mu soninen | Related
substances *

G, (2.2.79)%%,
Bur.Ph. (2.2,29)%*

A ()is{)BﬂHiﬂO'il < i 0 %\Acu()ism’anillonL <1.0%

I.S()DO!(])OJIIH < 3,0 Y\ Isor hm mlinc < 3 (! Y%
Jlinapun < 3,0 %\ Linarin £3.0 %
Hioeaerin < 3,0 %\ Diosmetin < 3.0 %

e pesosuna < 1,0 %\ Other impurity< 1.0 %
Cyna seix pesosun < 10,0 %\ Total of all impurities
= 10.0 %

607.4

He nposojmrses
st e eepii
Nol performed for
this batch

Mikpobionoriana wierora \
Microbiclogical purity®

CP.(2.6.12,2.6.13,

5.1.4)%% \ Byr.Ph. (2.6.12,

2613, 5.1.4) ¥*

Buxouycrecs s koucnoi 10-1 cepii 0pHpunyery |
upariroM TepMiny 2Gepirauns \ Performed for each 10
batclies at release and shelf life:

Kinbkicrs Gaxrepiii cranosuts ne Giapwe 107 KYQ/r
The bacterial count does not exceed 10° CFU/g;
KinbKicT ARIAQUKIB T2 nuiceneBnx rpudis Crallounens ne
Ginuie 102 KY O/ the veast and mould count does nol
exceed 102 L/

Creruisni Mikpoopraiissi: Escherichia  coli:
pineyrnicrt 8 1 et Speeilic microorganisms: Escherichia

coli should be absentin | g

Bineyruiii/ ey

Absent/lg
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mpmiyl{'iﬂ BJEBOIIA 600 mr, Tabnerin, sicpuTi nniskosoio obosonkoio, no 600 mr, Ne 30 (15x2) y Guicrepax \ Homep cepit\
Product: PHLEBODIA 600 mg, film-coated tablets 600 mg Ne30 {(15x2) in blisters

AKTUBLR petosiia;: 1 rabnerka, BRpuTa nniskoBoio 000J01KoI0, MICTHTL AJ0CMIH, L0 BioBiac aioeminy
Gessopnore uieroro 600 mr\ Active ingredient: 1 film-ceated tablet contains diosmin that corresponds to 600 mg of 53334
pure anhydrous diosmin

Pecerpauiitie nocijuenns: Ne UA/8590/01/01 5in 01.08.2018 \ Registration certilicate Ne UA/8590/01/01 of 01.08.2018
Hist PLT: neotmencena \ Validily of RC: unlimited

Jlinensis na supoeduuirso: Ne M 18/183 pin 05.11.2018 \ Manulacturing license: Ne M 18/183 dd. 05.11.2018

Bateh number:

Ynaronia \ Packing Y simionianocti ao Ho 15 rabnerok y Onicrepi, no 2 Guicrepu 3 Bianonizac \ Complics
Aiouux MICIN In FHETPY KUUEIO JUIH MEAHMHOID 3aCTOCY BN
compliance with the kaproniii kopoGui v 15 tablets in a blister, 2 blisters
current QCT with instruction for medical use in a carton box

* Hepioduunicms meemie npedemasnena Ons koxenot 10-0f cepit \ Periodicity of tests is performed jor every 10th batch
Fhitione gnd. C.@. \ Eur.Ph. current edition
-_dHecni e npoeoolmuest | NA

PO KOTpoas skocTi y nonuiit sianopianocri o sivor GMP, seranomienux sicuenns peryagtopiig opranoyd ANSM (Bpauiin), aracon y nianosiguoct i
10 cnetgixanii, samneppkeiny B Yipaisn s aanoro dikapenkoro 3acoty. [IpoTekonn sHpoGinisa, yrakoBok | auisis Syius nepesipeni i BCraHoBICHD
Bianosiiicr svoras GMP (GMP Ceprndiwar Ne 2008/1TPI/FR/256 vij 26, 11.2018).\ [hereby certify that the above information in this Certificate of quality
is authentic and accurate, This baich of the product has been manufactured and passed the quality control in full compliance with the GMP requirements o the local
Regulatory Authority ANSM (France) and with the specifications registered in Ukraine for this medicine. The batch processing, packaging and analysis records
were reviewed and found to be in compliance with GMP (GMP Certificate Ne 2018/HPI/ER/256 dd.26.11.2018).

Bucuonor \ Conclusion: ¥nosuo%ancena ocoda \ Qualified person:
Nosurnsuuit suenosor y signosiznocti so MKJ1 \ Positive conclusion Hara\ Date: 05 uepnua 2020
according to QCT requirements llevarka
Hara Date: 05/06/2020 [HHOTEPA 1LIY3i

Migtme C. PIIAPJN S.RICHARD
Bianosinansumii 3a Cucrenry 3ubesncucnng axocri \
Responsable AQP

4o
A e e 7 i
. = , R /
: ; 5 LE R i e / ey Eb tER AL et .
¥ B b : v 4
[ P b “; B
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JEPXJTIKCITY)KBA
AEPKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHiBCHKIA OBJIACTI

npocnekT Baiepis Jlobanoscekoro, 51, M. Kuie, 03110, Ten/daxke: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog EJIPIIOY 37078774

BHUCHOBOK
Npo sIKiCTh BBe3¢HOI0 B Y KpaiHy JIikapchKoro 3acody

25.03.2021 Ne 12451/21/10

DJIEBOAIA 600 MIU

(HaliMeHyBaHHS JTiKapcLKOro 3acofy 3riHO 3 peecTpaliiHHM MOCBLIMEHHAM)
Ta0/1eTKH, BKPHTI ILTiBKOBOI0 060.,10HK010, M0 600 Mr; mo 15 Tabaerox y G.icrepi; mo 2
OJicTepH Y KapTOHHIH Kopooui

(dopma BHIyCKy. J0O3YBaHHS. BHI NMaKyBaHHA TIKAPCEKOTO 3acoby)

Howmep peecrpauiiitoro nocsizuenns UA/8590/01/01 crpok aii peectpauitinoro nocpimenns 01.01.2099

Cepis nikapcekoro 3acoby Ne 53334 KinbkicTs BBE3€HOTO Jikapcekoro 3acoby 6640
BHpoGHHK InHoTepa lly3i, ®panis
(HaliMeHyBaHHA BUPOOHHKA TiKapckKoro 3acoby, KpaiHa MOXOIKEHH)
BaeseHo B YkpaiHy CrninbHe ykpaiHcbKo-ecTOHChKe NiANPHEMCTBO Y popMi TOBAPHCTBA
3 o0MeskeHo10 BinoBizaabHicTIO ""OnTiMa-®apm, JITA', iaent. kox:
21642228

(HaliMeHyBaHHA Ta kol 3a EJIPTIOY opuauuHoi ocobu abo npizsuiie. iM's. Mo 6arekosi dizuunoi
0Co0H - MAMpHEMLIS. 1T Miclie NPOXHBAHHS Ta PeECTpaLiiHHIA HoMep 00/1iIKOBOT KAPTKHU MiaTHHKA
nojatkip abo cepis Ta HOMEp macnopra)

ITpoTokon BisyansHoro kourpomo Bia 17.03.2021 Ne 0766/5.

3a pe3yabTaTaMH JEP/KABHOrO KOHTPOMIO BCTAHOBIEHO, 11O JiKapchkuil 3aci6 BBezeHo B VYkpaiHy 3
”

JKPAT
68 TA K075, 4
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INNOTE!

LABORATOIRE

CH

.INTERNATIONJ’-\L

JABOPATOPISI IHHOTEK IHTEPHACHLAOHAJIB A\ LABORATOIRE INNOTECH INTERNATIONAL
Bupoiung L Manulacturer:

THHOTEPA HWIY3IVINNOTHERA CHOUZY

Pio Pene [Haerepo, Hysi-ciop-Cic, Bamoap-ciop-Cic. 41150,

CEPTHDIKAT AKOCTI Ap

Cisse, 41130, France
\QUALITY CERTIFICATE N° 040000876133

hpanttis  Rue Rene Chantercau, Chouzy-sur-Cisse. Valloire-sur-

llpcmym OJIELO/UA 600 mr, TaGaersy, BepuTi nuiskesoio oGosnonkoro, no 600 mr, Ne 30 (15x2) y Gaicrepax
Product: PHLEBODIA 600 mg, film-coated tablets 600 mg Ne30 (15x2) in blisters

AKTHBHA pevosrna; | rabierka, BRpTa n10iBKoBOI 0G0N0ONKOIO, MICTHTL AI0CMIN, 1110 BINOBIAC Aioeminy
Bessoanoro weroro 600 mr\ Active ingredient: | film-coated tablel contains diosmin that corresponds 1o 600 g of

pare anhydrous diosmin

Pecerpantifine nocsiaienis: Ne UA/8590/01/01 win 01,08.2018 \ Repistration cerlificate Ne UA/8590/01/01 of 01.08.2018
Jlist PIT; neotmesena \ Validity of RC: unlimited
Jivensis na pupotinurso: Ne M 18/183 nix 05.11.2018 \ Manufacturing license: Ne M 18/183 dd. 05.11.2018

Hava surorosaenus \ Manufacturing date: 03/2020
Tepain npuyarizoeri \ Expiry date: 02/2025

products per batch: 11000

[losep cepii
Batch number:

53334

Kinnxicro ispoayxiii s cepii\ '\ The number of -

Anaunisz srizio susor jtiiounx MK na npenapar GJIEBOIA 600 mr, TabacTin, BRpUTI naisiconoo obononikoe, o 600 mr, Ne 30 (15x2) y
Gaicrepax \ Analysis according to the current QCT (qualily control lechniques) requirements for the product PHLEBODIA 600 g, film-coated
tablets 600 mg No3( (15x2) in blisters

Haitmenysannst nokasnngis \
Characteristies

MeToan konTposo Y
Control methods

Bumorn M5 (eneundiranii) \ QCT (specification)
lL(]llI!L!]lLlll‘a

Ocuonni xapaxrepuctaien \Main characteristics

PesynbraTis i
Results

Onue\ Deseription

Bisyansuo Y Visually

Tadaerici, BRPHTT HNIBKOROIO GOONIOHKOIO, POKCROIO
waanupy \ Pink, {ilm-coated tablets

Bianosiaact Complies

Ienvudivauin \ Identification

Jlicesin b Diosimin

(2.2, 24)*

C.. (2,229 Eurn)

Hac yrpusiyBalius ta (pOpMa iKYy 1
NPOMATOUPaMi  8HAIB0BANOTO  DO3YHUY  NORHHHI
BlOBIATY vacy yrpumysanig ta dopmi niky ua
xpoMarorpami posunny nopisianns Y AL release: The
retention time and peak shape in the chromatogram of the
test solution should correspond to the retention time and
peak shape of the control solution

[porsros Tepsiny mpuaarnocri: - \ AL shell - lile; NA

lipn puoyexy:

Binnosiaacy Complics

BunpoGysanns \ Fests

Cepes daea rabneror A Average
mass of tablets

€.0. (2.9.5)%% Eur.Ph.
(2.9.5)%*

935,0 Mr+ 5%\ 935.0 mg + 5%
8883 mr—981.8 M\ 888.3 mg— 981 8 mg

938.2

OuopiaHictsL A030BANHX
oautiy Uniformity of dosage
units

(2.9.40)%%

€., (2.9.40)%9 Gur.Ph,

[pu sunvexy: sianosinaeh At release: corresponds
lIporsiron repMiny npuaaruceri: - VAL shell  life: NA

Posimananna \ Disintegration

€., (2.9.1)¥%
Lur.PPh. (2.9.1)%*

<20 x54< 20 min

Bimosizac \ Complies

Posamireinis \ Dissolution

C.h, (2.9.3)*%
Fur.Ph. (2.9.3)%*

He sein vine 80% 3a 60 xsunun (¢ Q = 75%) \ Not less
than 80 % afler 60 minutes (with Q = 75%)

Bianosinac A Complies

KinbricHe susunaiennn | Assay

Jioemin A Diosmin

C.O0. (222979
Lur.Ph, (2.2.20)%*

13120 570.0 710 630,0 w1\ From 570.0 o 630.0 mg

(}u\mu soninen | Related
substances *

G, (2.2.79)%%,
Bur.Ph. (2.2,29)%*

A ()is{)BﬂHiﬂO'il < i 0 %\Acu()ism’anillonL <1.0%

I.S()DO!(])OJIIH < 3,0 Y\ Isor hm mlinc < 3 (! Y%
Jlinapun < 3,0 %\ Linarin £3.0 %
Hioeaerin < 3,0 %\ Diosmetin < 3.0 %

e pesosuna < 1,0 %\ Other impurity< 1.0 %
Cyna seix pesosun < 10,0 %\ Total of all impurities
= 10.0 %

607.4

He nposojmrses
st e eepii
Nol performed for
this batch

Mikpobionoriana wierora \
Microbiclogical purity®

CP.(2.6.12,2.6.13,

5.1.4)%% \ Byr.Ph. (2.6.12,

2613, 5.1.4) ¥*

Buxouycrecs s koucnoi 10-1 cepii 0pHpunyery |
upariroM TepMiny 2Gepirauns \ Performed for each 10
batclies at release and shelf life:

Kinbkicrs Gaxrepiii cranosuts ne Giapwe 107 KYQ/r
The bacterial count does not exceed 10° CFU/g;
KinbKicT ARIAQUKIB T2 nuiceneBnx rpudis Crallounens ne
Ginuie 102 KY O/ the veast and mould count does nol
exceed 102 L/

Creruisni Mikpoopraiissi: Escherichia  coli:
pineyrnicrt 8 1 et Speeilic microorganisms: Escherichia

coli should be absentin | g

Bineyruiii/ ey

Absent/lg
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mpmiyl{'iﬂ BJEBOIIA 600 mr, Tabnerin, sicpuTi nniskosoio obosonkoio, no 600 mr, Ne 30 (15x2) y Guicrepax \ Homep cepit\
Product: PHLEBODIA 600 mg, film-coated tablets 600 mg Ne30 {(15x2) in blisters

AKTUBLR petosiia;: 1 rabnerka, BRpuTa nniskoBoio 000J01KoI0, MICTHTL AJ0CMIH, L0 BioBiac aioeminy
Gessopnore uieroro 600 mr\ Active ingredient: 1 film-ceated tablet contains diosmin that corresponds to 600 mg of 53334
pure anhydrous diosmin

Pecerpauiitie nocijuenns: Ne UA/8590/01/01 5in 01.08.2018 \ Registration certilicate Ne UA/8590/01/01 of 01.08.2018
Hist PLT: neotmencena \ Validily of RC: unlimited

Jlinensis na supoeduuirso: Ne M 18/183 pin 05.11.2018 \ Manulacturing license: Ne M 18/183 dd. 05.11.2018

Bateh number:

Ynaronia \ Packing Y simionianocti ao Ho 15 rabnerok y Onicrepi, no 2 Guicrepu 3 Bianonizac \ Complics
Aiouux MICIN In FHETPY KUUEIO JUIH MEAHMHOID 3aCTOCY BN
compliance with the kaproniii kopoGui v 15 tablets in a blister, 2 blisters
current QCT with instruction for medical use in a carton box

* Hepioduunicms meemie npedemasnena Ons koxenot 10-0f cepit \ Periodicity of tests is performed jor every 10th batch
Fhitione gnd. C.@. \ Eur.Ph. current edition
-_dHecni e npoeoolmuest | NA

PO KOTpoas skocTi y nonuiit sianopianocri o sivor GMP, seranomienux sicuenns peryagtopiig opranoyd ANSM (Bpauiin), aracon y nianosiguoct i
10 cnetgixanii, samneppkeiny B Yipaisn s aanoro dikapenkoro 3acoty. [IpoTekonn sHpoGinisa, yrakoBok | auisis Syius nepesipeni i BCraHoBICHD
Bianosiiicr svoras GMP (GMP Ceprndiwar Ne 2008/1TPI/FR/256 vij 26, 11.2018).\ [hereby certify that the above information in this Certificate of quality
is authentic and accurate, This baich of the product has been manufactured and passed the quality control in full compliance with the GMP requirements o the local
Regulatory Authority ANSM (France) and with the specifications registered in Ukraine for this medicine. The batch processing, packaging and analysis records
were reviewed and found to be in compliance with GMP (GMP Certificate Ne 2018/HPI/ER/256 dd.26.11.2018).

Bucuonor \ Conclusion: ¥nosuo%ancena ocoda \ Qualified person:
Nosurnsuuit suenosor y signosiznocti so MKJ1 \ Positive conclusion Hara\ Date: 05 uepnua 2020
according to QCT requirements llevarka
Hara Date: 05/06/2020 [HHOTEPA 1LIY3i

Migtme C. PIIAPJN S.RICHARD
Bianosinansumii 3a Cucrenry 3ubesncucnng axocri \
Responsable AQP
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JEPXJTIKCITY)KBA
AEPKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHiBCHKIA OBJIACTI

npocnekT Baiepis Jlobanoscekoro, 51, M. Kuie, 03110, Ten/daxke: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog EJIPIIOY 37078774

BHUCHOBOK
Npo sIKiCTh BBe3¢HOI0 B Y KpaiHy JIikapchKoro 3acody

25.03.2021 Ne 12451/21/10

DJIEBOAIA 600 MIU

(HaliMeHyBaHHS JTiKapcLKOro 3acofy 3riHO 3 peecTpaliiHHM MOCBLIMEHHAM)
Ta0/1eTKH, BKPHTI ILTiBKOBOI0 060.,10HK010, M0 600 Mr; mo 15 Tabaerox y G.icrepi; mo 2
OJicTepH Y KapTOHHIH Kopooui

(dopma BHIyCKy. J0O3YBaHHS. BHI NMaKyBaHHA TIKAPCEKOTO 3acoby)

Howmep peecrpauiiitoro nocsizuenns UA/8590/01/01 crpok aii peectpauitinoro nocpimenns 01.01.2099

Cepis nikapcekoro 3acoby Ne 53334 KinbkicTs BBE3€HOTO Jikapcekoro 3acoby 6640
BHpoGHHK InHoTepa lly3i, ®panis
(HaliMeHyBaHHA BUPOOHHKA TiKapckKoro 3acoby, KpaiHa MOXOIKEHH)
BaeseHo B YkpaiHy CrninbHe ykpaiHcbKo-ecTOHChKe NiANPHEMCTBO Y popMi TOBAPHCTBA
3 o0MeskeHo10 BinoBizaabHicTIO ""OnTiMa-®apm, JITA', iaent. kox:
21642228

(HaliMeHyBaHHA Ta kol 3a EJIPTIOY opuauuHoi ocobu abo npizsuiie. iM's. Mo 6arekosi dizuunoi
0Co0H - MAMpHEMLIS. 1T Miclie NPOXHBAHHS Ta PeECTpaLiiHHIA HoMep 00/1iIKOBOT KAPTKHU MiaTHHKA
nojatkip abo cepis Ta HOMEp macnopra)

ITpoTokon BisyansHoro kourpomo Bia 17.03.2021 Ne 0766/5.

3a pe3yabTaTaMH JEP/KABHOrO KOHTPOMIO BCTAHOBIEHO, 11O JiKapchkuil 3aci6 BBezeHo B VYkpaiHy 3
”
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68 TA K075, 4

T ol 7S

\n‘ &/“a——-#@ﬁékciﬁ COJIOZIPAYA
anmc) (iHiLtamM Ta npi3eume) -



-k e

e

ox e eeser

¥

e

-

NTERNATIOI’;AL i{

JABOPATOPISI IHHOTEK IHTEPHACBHOHAJIb \ LABORATOIRE INNOTECH %lNTERNATIONAL
BupoGimk: \ Manufacturer: §
IHHOTEPA II[Y3I\ INNOTHERA CHOUZY I

Pio Rene Illantepo, Ulysi-ciop-Cic, Bamoap-ciop-Cic, 41150, dpannis \ Rue Rene Chantereau, Chouzy-sur-Cisse, Valloire-sur-Cisse,

41150, France

CEPTHOIKAT AKOCTI Ne \QUALITY CERTIFICATE N°040000982780

Tlponyxr: ®IEBOXIA 600 mr, Tabaericu, BKPUTI NAiBKOBOIO 060J0HK0I0, Mo 600 Mr, Ne 30 (15%2) y Gaicrepax\ |
Product: PHLEBODIA 600 mg, film-coated tablets 600 mg Ne30 (15%2) in blisters
Axrusha pejosnna: 1 Tabrnerxa, BKPWTA WIBKOBOIO 0600HKOIO, MICTUTS niocmin, mo BinoBiae piocminy
Geasoanoro gucroro 600 mr\ Active ingredient: 1 film-coated tablet contains diosmin that corresponds to 600 mg of

!

pure anhydrous diosmin

Peectpauiiisg nacsinuenus (PIT): Ne UA/8590/01/01 nix 01.08.2018 \ Registration certificate (RC): Ne UA/8590/01/01

dd. 01.08.2018
Jlist PIT: neofmencena \ Validity of RC: unlimited

Jlinensis na BupoGuuuTao: Ne M 20/172 six 12.10.2020 \ Manufacturing license: Ne M 20/172 dd. 12.10.2020

Hownep cepii'\
Batch number:
57404

Hara surotopnenus \ Manufacturing date: 05/2021
Tepwmin npugarnocti \ Expiry date: 04/2026

Kinskicrs npoayxuii s cepii (ynakosox)\ The number of products per batch

(packs) : 20320

¥

Ananis srimfo sumor aitounx MK Ha npenapar $JIEGOIA 600 mr, Tabaerkn,

BKPHTi MIiBKOBOI0 060101K0I0, né} 600 mr, Ne 30 (15%2) y

Gaicrepax \ Analysis according to the current QCT (quality control techniques) requirements for the product PHLEBODIA 600 mg, film-coated
A

tablets 600 mg Ne30 (15X2) in blisters

|

M ilcpoﬁionorri-ma qucroTa \

Microbiological purity* 5.1.4)¥* \ Eur.Ph,

€.P. (2.6.12, 2.6.13,

(2.6.12,2.6.13, 5.1.4) ¥4

Buxonyerses ans xoxuoi 10-7 cepii _npu punveky i
npotaroM TepMitry npuaarnocri\ Performed for cach 10
batches at release and shelf life: {
Kinexicrs Gaktepiit ckranac ne 6inbme 103 KYO/r\The
bacterial count does not exceed 103 CFU/g; {
KINIBKICTL APIIIUKOBHX Ta TINICHABHX rPHBIR CKAAAAC HE
Giapwe 102 KYO/T \ the yeast and mould count docs not
exceed 10 CFU/g; .
Creyudiivni  mikpoopranismu:  Escherichia colj:
BifcyTuicrs B 1 r\ Specific microorganisms: Escherichia
coli should be absentin 1 g L

<10

<10

Bincyruii/ 111\
Absent/1g

* ﬂepioéwmith mecmig npedcmasnena as kool 10-of cepii \ Periodicily of tesis is performed for every 10th batch

¥liove 6ud, €., \Eur.Ph. current edition
- meent ve npagodumecs \ WA

T 5 sacgiauyio. wo napesena suue inopmania ¢ pocronipiolo Ta Towioio, Lo cepito npogyxnii Gysno Hupobneno (BRuoualoUy
TKYBAIHS/MADKYRAHA) 'TA TIPOBCAENO KOHTPOME 1T SKOCT Ha BHILE3A3HAMEIiT Hinvuuui y nopnif Bianosianocri 3 pmorasin GMP, neranosneriMi

MiCLIERUM Pej'yNIITOPHUM OPratoM, 2 TAKOsK sianosigne xo creuudixaniii,
BrpobHIKa abo kpaiki-iMnoprepa, AKwWO npoAyxuito iMiopTosato,
TTpoToxomt spoGHILTEa, NakysanAs Ta ananizin Bynio nepernsmy
Bin 26.11.208), \ I hereby certify that the above information is authentic and accurate,
packaging/labelling and quality control at the above mentioned site in full compliance with
with the speclfications that are in registration dossier (or with specifications in the Market:
product js imported, or product specification file for investig
records were reviewed and found to be in compliance with GMP

country if th

o MieTATLCH Y pecetpaviiinomy socke (abo Toprosiit dineusii kpainu-
460 y pocke crieupdixanii na npenapar a 0CHi KyBabro niKapebkoro 3acoly).
TO TA BCTAHOBNEHO Bianosiamicts GMP. (GMP Ceprndirdat Ne 2018/HPF/FR/256
» This batch of praduct has beenjmanufactured, including
the GMP requirements of the local Regulatory Authority and
ing Authorisation of the manufacturer‘s country or importing
ational medicinal product). The batch processing, packaging and analysis
(GMYP Certificate No 2018/1LPF/FR/256 dd.26.11.2018).  §

Bucrosok \ Conclusion;

MosnTysHuit sBucHoBok y sianosinnocri a0 MICSI \ Positive conclusion

according to QCT requirements
Hara nunycxy\ Date of release: 05/07/2021

Hara\ Date: 06/07/2021 i,
Meqarka

[HHOTEPRA 111¥31

Nignne C. PIMAPO\ S.RICHA

Yrosuopaena oco6a \ Qualified person:

Menexep Cueremu 3abesneuenns skocti npoaykry \
Product Quality Assurance Manager

06 JUIL. 2021

S. RICHARD
Responsable; AQP

i

|
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JAEPXIIIKCIIY)XXBA
JXEPXKABHA CJNYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJ10 3A
HAPKOTHKAMHA
V JHIITPOIIETPOBCHKIN OBJIACTI

Huinpo, nn.Cobopha,4, k. 601-605, 49003, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Koa €JIPTIOY 37070665

BHCHOBOK
IIPO AKICTH BBE3E€HOr0 B YKpaiHy JikapcbKoro 3acody
06.12.2021 Ne 72792/21/0411
DJIEBOIIA 600 MT”

(nabimenyBanus ikapeskoro 3aco0y 3rizHo 3 peecTpalifiHuM NocBiAveHHAM)
TabMeTKH, BKPHTI INTiBKOBOI0 000.10HK010, 10 600 Mr no 15 TabaeTok y 6icTepi; no 2
OaicTepH B KapToHHil kKopobui

{thopma BHITyCKy, A03YBAITHA, BHJl NaKYRAHHA IKAPCHKOre 3acoby)

Howmep peectpauiitioro nocsimtenus UA/8590/01/01 crpok aif pecctpauiiinoro nocsinuenns 01.01.2099

Cepin nikapcekoro 3acoby Ne 57404 KinkxicTs BBe3eHOTO Nikapcebkoro 3acoby 1700
BupoGHuK Innotepa 11ly3i, panuis
(HaliMeryBanHs BHPOGHHKA HiKapehkoro 3acoly, KpaiHa NOXOIMKEHHS)
BaeseHo B YKpaiHy ToBapucTBo 3 00MexeHOK BianoeizaasHicTio "ba/IM", inenr. kon:
31816235

{naimenysanna Ta kon 3a CJIPTICY jopuandHol ocobu abo npiseuuie, iM'a, 10 6aTLKOB]
iznuHol 0codK - nianpreML, iT MicLe npoKHBAHNS Ta peecTpallifinuil nosep ofaikorol
KapPTKH NIaTHHKA NOJATKIB 260 cepis Ta HOMEp nacnopra)

Hporokon Bisyansnoro konrposio sig 03.12.2021 Nz 03-01/4154/9.

3a pesynbTATRMHM [€pKaBHOTO KOHTPOMIO BCTRHOBIIEHO, WO NiKAapCHKHH 3aci6 BReseHo B Ykpainy 3
JOTPHMAHHAM BMMOr 3aK0HOMABCTBA W00 3abe3neuerin AKoCT] nikapebkuX 3acofis,

Hauanenuk Jepixasol cinyxGu 3
JMKapChKHX 3acO0IB Ta KOHTPOJIIO 34 .

P . TpoJnio 34 10nis OBUAPEHKO
HAPKOTHKaMH y JIHINpONmeTpoBChKiH

obnacTi e A7
e % VAL,

\

0 KOHTPOJIO) (niamic) / (iniuiann Ta pizsHnIC)

(mocanona

®
\3‘50 By
vféﬁ/';’

T |

"EAs o

S

2
%,
N2

Cuitnana bouapHikosa +38(066)345-41-71



NEPKABHA CJIYXKBA 3 JIKAPCbKHUX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHKAMH
Y JHINPONETPOBCHKIN OBJACTI

Juinpo, mn.CoGopHa,4, k. 601-605, 49003, Ten. {066)3454171
E-mail: dls.dp@dls.gov.ua, Kog €JIPTIOY 37070665

BUCHOBOK
11po AKICTb BBe3eHOr0 B YKpaily JIikapcLKoro 3aco0y
14.07.2023 Ne 35655/23/0411
®JIEBO/IA 600

(HaliMeHyBaHHs NikapchkoTo 3acoby 3rifHo 3 peectpauiiHuM NoCBiAYEHHAM)
Tab/1eTKN, BKPHTi IUIIBKOBOIO 060./10HK010, 110 600 Mr Mo 15 Tabaerok y Gaicrepi; mo 2
GuricTepH B KAPTOHHIH KopoOui

(¢opma BUNYCKY, O3YBAHHM, BHA NaKyBaHHIL Aixapcekoro 3acoby)

Homep pecctpauiiinoro moceipuents UA/8590/01/01 crpox aif peecTpaniiHoro nocsindeHHs 01.01.2099

Cepis nikapceroro 3acoby Ne 65239 KinbkicTs BBE3€HOIO Jikapeskoro 3acofy 2160
BupoGHAK Innotepa Ilysi, Opannis
(naliMeHyBaHHs BupoGHHKa TiKapcekora 3acoly, kpaiHa TIOXOPKEHHA)
BaeaeHo B Yipainy ToBapHCTBO 3 00MeKeHOI0 BilOBiNaaLHICTIO "BaJIM", inent. koa:
31816235

(HafiveryBaHHA T2 koa 32 €JIPTIOY topuanynoi ocotu aGo npi3BHILE, iM's, No 6aTbKoB] GizHUHOT
0cobH - mianpuemis, Tl MicLie [IPOKHBAHHA Ta peectpauiiinuit Homep 06nikoBOT KaPTKH NaTHHKA
nogaTkis abo cepis Ta HOMEp MacnopTa)

TpoTokon Bisyankroro koutpomo sia 13.07.2023 Ne 07-01/1999/8.

3a pesyiabTaTaMd JIEPAKABHONO KOHTPOMO BCTAHOBIEHO, IO nikapchkuit 3acié BBeseHo B Ykpainy 3

AOTPHMAHHSAM BUMOT 3aKOHOIABCTBA 1IO/0 3abe3neueHHa AKOCTi JIKapChKHEX 3aco0iB.

Hauanenux JlepxaBHol cayx0u 3

JMIKAPCHLKUX 3aco01B Ta KOHTPOIIIO 34 .
p . poJlro 53 10sis OBYAPEHKO
HapKOTHKaMH y JIHIIpOmETPOBCHKIH
obmacTi
(nocanopa ocola opraHy AEpKaBHOTO KOHTPOJK) (nii?lyof (ininiany Ta opizsuuIe)

an A
\2%,
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LABORATOIRE

INNOTECH

INTERNATIONAL
JABOPATOPIA IHHOTER IHTEPHACHHOHANL \ LABORATOIRE INNOTECH INTERNATIONAL
Bupotmix: \ Manufaciurer:
{HHOTEPA LIY31\ INNOTHERA CHOUZY
Fio Pene anrepo, Wysi-ciop-Cic, Bamoap-ciop-Cic, 41150, ®pamis \ Rue Rene Chantereau, Chouzy-sur-Cisse, Valloire-sur-Cisse, 41150,

France
CEPTHBIRAT AROCTI Xo\ QUALITY CERTIFICATE N° 040001162053

fiponyrr: ®IAEBOMNIA 600, TafaeTen, Bxpcri oniexoeoro ofonoukoio, no 600 v, X 30 (15x2) y fnirrensx Hoaep sepit'\
Product: PHLEBODIA 600, fiim-coated tablets 600 mg Ne30 (1522) in blisters P .
AKXTHRHA peqopnnal | Tafnerka, BrpiTa fniskazeo ofonomgoto, MieTnTs afocstisl, Mo dimmosinae  Atocating ™ .
Gesnoaiore wieToro 08 mr \ Active ingredient: 1 Rin-coaled 1ablet containg digsendn that sorvesponds 1o 600 m 65234,

of pure anhydrous dlosmin

itie mocalmvemia (PTI: M UA/BS0G/01/0T nin 01082018 % Registation cenifiente (RC):
UA/3590/01/01 dd. 81.08.2018
Hia PIT; neofmexeda \ Validity of RC; anlimtted

Jligensia na nipoGireo; Ne M 20/172 nin 12.102020 \ Manufacturing license: Ne M 20/172 dd. 12.10.2020 _
Jara nuroronmeina \ Manulacturing dates 0372023 ' KinsxicTs npanystif n ceplt {ynaxosak) The aumber of
Tepwmin pprasioet \ Expiry date: 0272028 products per batch (packs) : 27120

Asriniz 1m0 susor ahosex MIGT ua npenapar GIEBOLIA 600, Tabneriar, Brpieri painkoBoio obotorkew, no 600 mr, Ne 30 (15x2) y

Gnicrepax \ Analysis according to the current QCT (quality control techniques) requirements for the product PHLEBODIA 600, flm-couted
tablets 600 mp N30 (15%2) in blister

HialiMeuypaHig noka e \ Merom kontpogio\ | Bumorse MKA {cnemudixanii) A QCT PesymeraTir\ Results
Chavraeterisiics Control methods {sperification) regnirements
Ot \ Description, Bizysoeng v Vismally | Tofinerar, swpnri nxiskossio oGononroro, Bignoslasc\ Complica
pomceore xonkopy \ Bink, film-coated tablets
» s Jnewrndpigauis \ Idenfiffcation
Minewsin '\ Diosmin L0, (2229 Hpu mmyeky; Yec yToaMesya T HopMa nixy Ha Binnosirac\ Complies
Ph.Eur, {2.2.29)** | xpoMaTorpami Aocn 101y POSHSIHY MAIOTh
L piANOBIRATH Nacy YrpUMMMA Ta Gopsi oiky 1un
xpomarorpami pozunuy nopisnenng \ Al release:
G W 4 The. retention time and pesk shapo in the
v citomatograth of the test splution should
10 the retention time &nd peak shape of
the control solution
n M i A —1i
NA
Bunpafiyears \ Tests
Cepeans maca rabaeror\ €4b. (2.9.5)*% 935,0Mr£59%\ 9350 mp = 5% o34.0
|_Average mass of tablets PhEur. (2.9.5)%* | (88,3 ur-981.8 36r) ) (888.3 mg -~ 981.8 ma)_ —
Oaroplalers acz0Banin .40, (2.9.40)", iy sunvery; Bianosinach At release; Complles Bizaoringe\ Complics
omithus, Uniformity of dosage Ph.Eur. (2.940)% v teTHReTi: = \ At shelf = |ife:
unils . NA
Poannanms | Disintegration Cch, (20.1)%4 220 xn\ <20 min 5
u PluBur. (2.9.1)% .
Pozsuaenne | Digsolution €.y, (203)8%, Har seurtir niae 80% a 60 xernsen (3 Q = 75%) | Not 100
| Ph,Eur, (2,9.3)% less than 80 % after 60 minnbes Gvith O = 75%)
Kiansicne nusnavenns | Assay _
Jiocumin \ Dinzmin €., (3.2,29y6% Biz 570,0 no 630,0 mr \ From 570.0 10 630.0 mg 5929
Bh.Eur, {2.2,20y%*
Cynyril ioMilski® \ Related Gy, 2.220)7%, ancrolbopaiinon -3 1,0 %4
substances * Ph.Eur. (2.2.20)%+ acetoisovanilions < 1.0 %
recrepanyn < 5.0 26\ hesperidin £ 5.0 %
' Bopoidonin = 3,09\ isorholfbline < 3.0 %
A e ninapyR £ 3,0 %\ linartn < 3.0 % He nponoirtaea i ankol
aioemerair < 3,0 % \ dipsmetin £3.0% cepii \ Not performed for
jiimm pesosna < 1O % \other impumiity < 1.0 % this bawch
Cyma ncix pevosint < 10,0 %\ Total of all impurities
. £100%




LABORATOIRE

INNOTECH

INTERNATIONAL
JABOPATOPIY IRHOTEXK IHTEPHACHAOHAND \ LABORATOIRE INNOTECH INTERNATIONAL
BupoGank: \ Mmufactures:
IRHOTEPA HIY3I\INNOTHERA CHOUZY
Pro Penies Ilmarvepos, Ekysi-ciop-Cle, Banionp-cop-Cic, 41150, dpaynin \ Rue Rene Chmtensau, Chouzy-sur-Cisse, Vallolre-sur-Cisse. 41150,
France

CEPTHOIKAT AKGCTIN: \ QUALITY CERTIFICATE N° 040001162053

Tiponyes: PAEBONIA 600, TabReTkn, BRPUTI DAIRKOS010 050AGILHOM, 10 GOD ME, N= 30 (15%2) ¥ Gnicrepixt Iowep copit\
Product: FHLEBODIA 600, Silm-coated tablets 600 mg 230 (15x2) In blisters Buich number:
Axrisia pesontma: [ TaGneTsa, sRpiTa priskosom offonoxko, Mierirs aloesiy, wo niznosinse alocartuy )
Geapogmore yreTore 600 wr\ Active ingredient: 1 film-coated tablet coatains diosmin that corregponds to 600 mg 65239

of pure anhydrons diosmin

Peecrpauiiive nocsigscrmn (PIT)y: Ma UA/B530/01/01 pin 01082018 \ Registration centificats (RC): Xe
UA/BS90/01L/0F dd. 01.08.2018
Jia PIT: neoGmemena \ Validity of RC: unlimited

Jlivensix ex pupoGuaurso: Nt M 207172 olx 12.1020203 Manuﬁlcmring lluensc: ¥, MZOH'IZ dd 12.10.2020

Mixpaticnoriqaua smerdra”) €D, (2.6.12, 2613,
Microblotogieal purity® 5.1.4)%% \ Ph.Eur.
(2.6.12,2.6.13, 3
5.1 dywx K!mim- &mpﬂ! CKIARAC He ﬁim.me H0* KYO/S <lp
The bocterial count doss not execed 10° CFU/g;
simsKkicTs aplxmsorsy Ta nnfcuasix, rputin cknanne <10
neGinme 102 KO/ the veast and mould coont docs
not exceed 10* CFU/g;
Creunpiaui Mikpooprasiau: Escherichla coll: Bizeyrwii/1ry Abseal/lg
elxcyTHicTs B 1 T\ Specific microorganisms:
Escherichin ¢oli should boabsentin 1 g

1T fTeplotniitticrn mecmia npedemarens daa wovcsot 100t nepfz \ Periodicily of tesiz Is perfornied for every Hith batch
o fhoye oud. €.P. \ Ph.Eur,. current edlﬂm;

- mgem ue nposodumecy Y NA )
LUt g 3acaipuyio, wo naseneiza e Drdiopacaiy cmcmnipumm-mmmn o ceplio nposyiayt G410 skpotitaiio (Mmioumot naxyesinafNapKyRaR) T
npan&ad warepons I frocrl na wmsxnaedin dimabhd ¥ noanii almosianoctt 3 siprmgi GME, nxmmemmn wickenm perymnpm:'s’: apraidsn 4
‘raxoo pimnobinno a0 Enewdbixauil, o wicrrees ymmnnwmm& ‘roprosiftainginit mnm-nmmm kA AG0 RpBUM-INBapTCRE, AR Hpouysio
iunayronano, oo ¥ tocke crennddicuiiil 28 MPCHUIT IR RoCAILEYRRIOM AIKARCLKOTD A N anpoBiNNCTBg, naxyRakns Ta fuwtsie Gy
TEPEITRITS TR SETAHOMRIR pintorimiers GMP, (GMP Ceprnddicar M2N2LAIPF/FRASY n{u D‘M 1), \ [ hereby ceriify that the nhove information is
autheritic and poctimic, This batel of praduct has heen manulacivred, including packaginpAzhelling and quality control at the nbove mentioned site in full
nompllange"wlﬂl the Mﬂm&wmm&fm Yo, ,Regu%ry Authorily and ;nlnj'lh i spee;ﬁnimm that are in registration dossier {;,rr with specifications in the
M@Mﬂs uthpeisation N coumbry or kmporting oountry i e product jx imposted, or product specification file for investigntions! medicinal
o nms.z]:l;{tmh processing. packeping and ana!yssmds were Teviewed and found to be in complisnee with GMI (GMP Certilicate Ni2021/1IPFIFRA0S9

f N}

L1t

Bucnosor \ Conclusion: ¥nopuneamieun ocola \ Qualified Person:
Honrruenntt secnosor y sipnosinuecri so MK \ Positive conclusion | Jlaza \ Date:
aceording to QCT requivements
Tleuamna Stamp
Jara sunyexy\ Date of refease: 23/05/2023

THHOTEPA 1HY3I\ INNOTHERA CHOUZY
[liznue \ Signature: A APHOTY \ ALARNAUTY
drapsavcar Creresit sabesneuenisn sxocti npoaykry \ Produet

Quality Assurance Pharmacisy
[+ 'al”lu 1 b PR T I'-‘u b L [ * ] +
I o B R ol ol " ;NNOTHERA CHOUZY
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JEPKABHA CJIVIKBA 3 IIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHIIPONIETPOBCHKII OBJIACTI

Iuinpo, mw.CoGopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dis.gov.ua, Kog €IPTIOY 37070665

BHUCHOBOK
Npo AKICTb BBe3eHOro B YKpaiHy JikapchKoro 3acoby
06.09.2023 Ne 44886/23/0411
OJEBOAIA 600

(natiMeHyBaHHA likapchkoro 3acoly 3rilHo 3 peecTpaUifHHUM MOCBiNYEeHHAM)
TalJeTKH, BKPHTi IIiBKoBOI0 060,10HK01I0, M0 600 Mr mo 15 Tadnerox y Gaicrepi; no 2
Oaicrepn B KapTOHHII KopoOui

(dbopma BuIyCKy, XO3yBaHHA, BHJ NaKyBaHHA JIikapchKoro 3aco0y)

Howmep peectpauitinoro noceiguenns UA/8590/01/01 ctpox aii peecrpauiitnoro nocsimuenns 01.01.2099

Cepis nikapcbkoro 3acoby Ne 65289 KinbkicTs BBe3eHOTO Jikapcbkoro 3acoby 1560
Bupo6uuk InnoTtepa llly3i, @pannis
(HalimMeHyBaHHA BHpOGHHKA JTikapchKoro 3acoly, KpaiHa IIOXOKEeHHS )
BseseHo B Ykpainy Tosapucrso 3 o6MexeHoI0 BinmoBiganbHicTio "BallM", inent. koa:
31816235

(naiiMenyBaHHs Ta kox 3a €JIPTIOY topuanunol ocoGu abo npissuiue, iM'a, no 6arsxoBi dizHyHOT
0coOH - niAnpHeMd, il Miclie NpoXcuBaHHs Ta peecTpauiituuii HoMep o6nixoBol KapTKH NNATHAKA
noaatkis a6o cepis Ta HOMEP [IACIIOPTA)

Iporokou Bisyaabuoro kourpomo sig 05.09.2023 N 07-01/2536/7.

3a pesynbTaTaMM JepKaBHOTO KOHTPOJIO BCTAHOBJIEHO, IUC Jiikapcekuii 3aci6 BBeseHo B YKpaiHy 3
AOTPHMAHHHAM BHMOT 3aKOHOIABCTBA LWIONO 3a0€3NeUCHHA AKOCTI JIiKapChKUX 3ac00iB.

B.o. HayanbHuKa JlepkaBHoi Ciryx0H 3
JMiKapceKHUX 3ac06iB Ta KOHTPOIIO 3a
P . TPOHO 32 Mﬁﬂ% Harams MAHJIPUKA
HApKOTHKaMH y JJHinponerpoBchKiii

o0OmacTi

(nocanoBa ocoba opraHy Aep:KaBHOro KOHTPOIO) (nmiznuc) (inimiamu Ta npissuLe)




CEPTH®IKAT AKOCTI &\ QUALITY CERTIFICATE N° 040001162705

E

LABORATOERE

- INNOTECH

T INTERNATIONAL
JAEOPATOPISI IHHOTEK IHTEPHACBHOHAJIb \ LABORATOIRE INNOTECH INTERNATIONAL
BupoGuuk: \ Manufacturer:
IHHOTEPA HIY3I\ INNOTHERA CHOUZY
Pro Pene Ianrepo. Wlysi-ciop-Cic. Baswap-ciop-Cic, 41150, ®panutis \ Rue Rene Chantercau, Chouzy-sur-Cisse, Valloire-sur-Cisse, 41150,

France

Tpoayxr: ®AEBOIIA 600, TabaeTkn, BKPHTI NAiBKOBOIO 06010KK010, no 600 mMr, Nt 30 (15%2) y BaicTepax Homep cepii
Product: PHLEBODIA 600, film-coated tablets 600 mg Ne30 (15x2) in blisters Batch number:
Axriana pevonuia; | rabierka, sKpuTa (iBKOBOIO 060A0HKOI0, MICTHTH AlocMin, mwo Bianosizac  AiocMiny :
Gezsoamoero suctore 600 mi\ Active ingredient: | film-coated tablet contains diesmin that corresponds (o 600 65259

of pure anhydrous diesmin

Peccrpanifive  nocsianenns (PT1): N UA/8590/01/01 sin 01.08.2018 \ Registration centificate (RC):

UA/8590/01/01 dd. 01.08.2018

Jlist PI1: neoBmewena \ Validity of RC: unlimited
Jlinensis Ha wrpoBunurso: No M 20/172 six 12.10.2020 \ Manufacturing license: Ne M 20/172 dd. 12.10.2020

N

Jiara suroromaenns \ Manufacluring date: 0372023
Tepumii sipuaarnocti \ Expiry date: 0272028

KiankicTs npojykuii 8 cepii (ynakosox)\ The number of
products per batch (packs) : 27120

Anais 3rino sumor Joaux MESE na upenapar @AEBOMIA 600, vabaerkn, Brputi naiskosow obosouxoso, no 600 mr, Ne 30 (15x2) y
Gaicrepax \ Analysis according to the current QUT (quality control techniques) requirements for the product PHLEBODIA 600, film-coated
tablets 600 mg Ne30 (15x2) in blister

HaiimeHyBaHnR noxkannkis \
Characteristics

Mcroan xonurpomo\
Control methods

Bumoris MKA (cneuudixauil) \ QCT
(specification) requirements

Pesyarrari\ Resuits

Ounne \ Description

Bizyansso \ Visually

TalacTku, BkPHTI IIHBKOBOIO 00CIOHKOI,
poxesoro kosnsopy | Pink, film-coated tablets

Bianosiac \ Complies

Inenrudikanis \ Identification

Jiocmin A Diosmin

€., (2.2.29)*%
Ph.Eur. (2.2.29)%*

Lipn Bunycky: Yac yrpumanus Ta dopma itiky Ha
XPOMATOTPaMi JOCHARYBIHONO POIUHITY MAOTH
BLATIOBIAATH Hacy yTpuMmanns Ta Gopmi niky Ha
XpoMaTorpami po3vniy nopisusins \ At release:
The retention time and peak shape in the
chromatogram of the test solution should
correspond to the retention time and peak shape of
the control solution

{Iporarom Tepminy npuiarHocti: - \ At shelf ~ life:
NA

Bianosiaae \ Complies

BunpoGysasns \ Testy

Cepeans Maca rabacrok \
Average mass of tablets

C..{29.5%
Ph.Eur. (2.9.5)%*

935.0mrx 5%\935.0mg + 5%
(888.3 mr— 981.8 mr)\ (888.3 mg — 981.8 mp)

9374

QAROPIAHICTH AOSOHAHMX
oanuuis\ Uniformity of dosage

C.®. (2.9.40'%
Ph.Eur. (2.9.40)**

Llpn sunyeky: Bianosizack At release: Complies
ITporsrom Tepminy npwaarnocti: » \ At shelf — life:

Bianosiaac i Complies

units NA

Posnazains \ Disintegration C.O.29.1)% <20 x8\ €20 min 4
Ph.Eur. (2.9.1)**

Posumstennn \ Dissolution C.D. (293)*% He menm ni 80% 3a 60 xsuaun (3 Q = 75%)\ Not 101
Ph.Eur. (2.9.3)** less than 80 % after 60 minutes (with Q = 75%)

Kinbkicse susnaveuns \ Assay

Jlioemin A Diosmin C.h. (2.2.29)*% Bin 570.0 210 630.0 Mo\ From 570.0 to 630.0 mg 5908.5

Ph.Eur. (2.2.29)**

Cynyrii aominku* \ Related
substances *

C.0.(2.2.29)*"
Ph.Eur. (2.2.29)**

aueroisosaninon < 1,0 %\
acetoisovanillone £ 1.0 %

rectiepuiny < 5.0 %\ hesperidin < 5.0 %
i3opoidonin < 3.0 %\ isorhoifoline £ 3.0 %
nigapuy < 3.0 %\ linarin < 3.0%
aioemerun < 3.0 % \ diosmetin < 3.0 %
inwma pevosuna < 1.0 % \ other impurity < 1.0 %

Cyma ncix petosun < 10,0 %\ Total of all impuritics

<10.0%

He nposoanrscs s aasol
cepii \ Not performed for
this batch
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LABORATOIRE

INNOTECH

" INTERNATIONAL
JABOPATOPISl IHHOTEK IHTEPHACBHOHAJIb \ LABORATOIRE INNOTECH INTERNATIONAL
Bupobuuk: | Manufacturer:
IHHOTEPA I1Y31\ INNOTHERA CHOUZY
Pio Pese Hlarsrepo. Hysi-ctop-Cic. Basnoap-crop-Cic, 41150, ®parnis \ Rue Rene Chantercau, Chouzy-sur-Cisse, Valloire-sur-Cisse, 41150,
France

CEPTH®IKAT AKOCTI Ne \ QUALITY CERTIFICATE N° 040001162705

Tipesyxr: ®JIEBOLIA 600, Tabaerkn, BRpHTi isk08010 060,10HK010, N0 600 mr, Ne 30 (15x2) y GaicTepax’ Howep cepii
Product: PHLEBODIA 600, film-coated tablets 600 mg Ne30 (15x2) in blisters

. ; . . . Batch number:
AXTHBHS pevoBmHa: | TabucTka. BKPUTS I11iBKOBOKY 000 IOHKOID, MICTHTH Alocmin, w0 sioBLIac giocminy

Ge3monnore umcTore 600 mr\ Active ingredient: 1 film-coated tablet contains diesmin that corresponds to 600 mg 65259
of pure anhydrous diosmin
Peecrpanitine niocsizuenns (PIT): Ne UA/8590/01/61 i 01.08.20181 Registration certificate (RC): Ne
UA/8590/01/01 dd. 01.08.2018
Jlis PTT: weoSmexena \ Validity of RC: unlimited
Jlineusin wa supoSumirso: Ne M 20/172 bin 12.10.2020 * Manufacturing license: Ne M 20/172 dd. 12.10.2020
MixpoGionoriuua uncrora’\ €., (2.6.12,2.6.13, | BUKouverbes L1 koxnol 0T cepil Py BHONVEKY TR
Microbiological purity* 5.1.4)**\ Ph.Eur. HPOTAIOM TCPMINY IPUIATHOCTE | Performed for cach

(2.6.12.2.6.13. 10 batches at relegse and shell life:

5,14y Kiaukicrs Gaxrepifl ckaanae ue Biawwe 10° KYO/m <10

The bacterial count does not exceed 107 CFU/g:

KiSILKICTH JIPIROKOBHY Ta (LHCHABMX rpubis ckanaac <10
e Giawne 102 KYO/r\ the yeast and mould count does
not exceed 107 CFU/g:

Crieundpiuni mixpoopranissin Escherichia coli:
sizcyrHiers 8 1 0\ Specific microorganisms:
Escherichia coli should be absent in | ¢

* llepiodusnicmy mecmis npedcmagiena 08 Koxcnoi 10-of cepil « Periodicity of tests is performed for every 10th batch

**liove gud. C.P.\ Ph Eur.. current edition

- mecm ne nposodumbcs . NA

1AM % 8CBEAIYI0, IO HABCACHE BHIK: IMQOPMAELLR ¢ JOCTORPHOK T2 TouHow. Lo cepivd npoy Kitif 6v230 BHPODACHO (BRIOMINONY 1KY BAHHR/MAPKY RANKA) T2
NPOREAEHO KOMEPOL T AKOCTT HA BHLICIAIHAHCHIN ALBHMIL Y BORNIA BLNoBiHocT 3 suMoravs GMP, BCTANOBACHIMIL MICHCBIM PCIYIRTOPHIM OPrakoM, a
TAKDHK BLANOBIANO 10 CHCURGIKAUIN, IO MICTATLCA ¥ PeeCTPaifinoMy A0Che (260 TOProsii inenzii kpaiti-sHpoGiiic wbo KPaTHI-IMIOPTEpa, RKULO NPOTYKIIO
iMEOpTOBaNO, 260 y J0Cke CHCIMGINAILR HA HPCNAPAT AIR JOCTLDKYBANONG MiKapehroro 3000v). TIpoToKeH BPOGHHUTEL RaxyBaRHA T3 ananizis Gyao
HEPCLASHYTO T2 RCTAHORACHO Bianoiaticth GMP. (GMP Ceprudinar N2021/HPF/FRA8Y sin 07.06.2021). \ | hereby certify that the above information is
authentic and accurate. This batch of product has been manufsctured, including packaging/labelling and quality control at the above mentioned site in tull
compliance with the GMP requirements of the local Regulatory Authority and with the specifications that are in registration dossicr (or with specifications in the
Marketing Authorisation of the manufacturer's country of importing country if the product is imparnted, or product specification file for investigational medicinal
gzx:n;cto)‘;:;:):mh processing. packaging and analysis records were reviewed and faund 1o be in compliance with GMP (GMP Certificate MI02UHPE/FRARY

Riacythill/1r\ Absent/1g

Bucnonox \ Conclusion: Ynosnosanena ocols \ Qualified Person:

Hosurnsnuit suc y Bi innocTi no MK \ Positive conclusion | Ilara) Date:

according to QCT requirements

Ieuarka\ Stamp
Nara sunyckys Date of release: 23/05/2023

THHOTEPA HIY31V INNOTHERA CHOUZY
i\ Signature: AAPHOTY L AARNAUTU

Gapyaucst Creremy sabesneuein akocti npoaykry \ Product
Qualily Assurance Pharmacist

INNOTHERA CHOUZY

-7 25 MAI 2023
< ){ A. ARNAUTU
(AP Responsable AQP
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