JEPXKABHA CJOYXFBA 3 JIKAPCHKUX 3ACORBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM
Y JHIITPONETPOBCBHKIN OBJACTI

Juinpo, nn.CobopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kog €EJIPTIOY 37070665

BUCHOBOK
Npo AKICTL BBE€3EHOro B Y KpainHy JiikapchbKoro 3acoby
05.06.2024 . Ne 28401/24/0411
DJIEBOAIA 600

(uHaliMeHyRAHAS Nikapcexoro 2acofy 3riaHo 3 peecTpauifniM NOCBITYEHHIM)
Ta0JIeTKH, BKPHTI I1iBKOBOI0 00010HK 010, 110 600 Mr mo 15 Tabaerox y GuicTepi; mo 2
B O6nicTepu B KapTOHHII Kopobui
{(opma BuITyCKY, A03YBAHHA, B NAKYBAHHA TiKapCEKOTO 3ac0Gy)

Homep peectpauiiinoro nocsinuenns UA/8590/01/01 crpox it peectpauiitnoro nocsigzenns 01.01,2099

Cepis nikapcekoro 3acoby Ne 68130 KinekicTs BBe3eHOro Nikapeskoro 3acoby 1800
BupoGHuk Innotepa llysi, ®panuis
(naiiMcHyBanHs BHPOGHMKA NiKapchkoro 3acofy, xpalHa NOXOMKEHHR)
BeeseHo B Ykpaihy ToBapucTso 3 o0Mexeno10 Bianosigaasnicrio "Ba/IM", inenT. koa:
31816235

(HaiiMeHyBaHHA Ta ko 3a €JIPTIOY ropuanunct ocofiu abo npisesile, iM'a, o GaTekoBI
izrarol ocolM - mianpxemus, iT Micle NPOKUBAHHK TA peccTpallifiHMi HoMep 0B aikoBol
KapTKH MIaTHHKA NoAaTkiB aGo cepis Ta HOMep macmopTa)

IpoTokosn BisyanasHoro xourpomo sig 04.06.2024 N 07-01/1411/5.

3a pesympTaTaMH JEPKABHOrO KOHTPONIO BCTAHOBJIEHO, INO Jikapchkull 3aci6 Beeseno B VYkpainy 3
AOTPHMAHHAM BHUMOT 3aKOHOJABCTBA 100 3a0e3reueHHs AKOCTI TiKapchbkKX 3aco6iB.

B. 0. nayanpHuKa JlepxasHoi cinyx0u 3
TiKapchKHX 3ac00iB Ta KOHTPOIIIO 32
HapkoTHKaMHu y JIHiponerpoBebKii
obnacTi

Mapisa BPE3ILIbKA

(iHiuianu Ta npissauLe)

Hikiriuesa Oxcana +38(066)345-41-71



LABORATOIRE
IMNOTECH
_INTERNATIONAL
JIABOPATOPISI IHHOTEK IHTEPHACBHUOHAJH \ LABORATOIRE INNOTECH INTERNATIONAL
BupoGuuk: \ Manufacturer;
IHHOTEPA WIY3I\ INNOTHERA CHOUZY
Pio Penc Ulanrepo, Hlysi-ciop-Cic, Banioap-ciop-Cic, 41150, ®panis \ Rue Rene Chantereau, Chouzy-sur-Cisse, Valloire-sur-Cisse, 41150,
France
CEPTH®IKAT AKOCTI Ne \ QUALITY CERTIFICATE N° 040001245790

ITponyxr: ®@JEBOIIA 600, Tatacrkn, BRpuTi nulinkoroio oGonoukolo, no 600 mr, Ne 30 (15%2) y daicrepax \ Honep cepity
Product: PHLEBODIA 600, {ilm-coated tablets 600 mg Ne30 (15x%2) in blisters

Arxriong pevonnna: 1 Tafactka, BKpHTA fiskosoio oGosonkolo, MicTiTh aiocMin, 1o Bimopiadc  aiocminy]
Geanoanoro uncroro 600 mr\ Active ingredient: | film-coated tablet contains diosmin that corresponds to 600 mgl 68130

Batch number:

of pure anhydrous diosmin

Peccrpauitine  nocsinuenus (PIT): Ne UA/8390/01/01 pin 01.08.2018 \ Registration certificate (RC): Ne
UA/8590/01/01 dd. 01.08.2018

Jlis PIT; neofimencena \ Validity of RC: unlimited

Jliuensia na pupoOunnrseo: Ne M 20/172 nin 12.10.2020\ Manufacturing license: Ne M 20/172 dd. 12.10.2020

Hara surotonnenus \ Manufacturing date: 01/2024 Kinskiors nposyxuii B cepii (ynakorox)\ The number of
Tepuin npunarnocri\ Expiry date; 12/2028 products per batch {packs) : 26602

Ananis arinno susor aitoynx MKSI na upenapar ®JIEBOXIA 600, Tadnerku, srpuTi naiskosoio o6osionkoio, o 600 mr, Ne 30 (15%2) y
Gaicrepax \ Analysis according to the current QCT (quality control techniques) requirements for the product PHLEBODIA 600, film-coated
fablets 600 mg Ne30 (15%2) in blister

Haitsenysauns nornsuuxis \ Meroan konrpono N | Bumors MK (eneundiikanii) \ QCT Pesyawrati \ Results
Characteristics Control methods {specification) requirements
Onue \ Description Bisyanuio \ Visvally | Tadnerxs, BkpiTi nniskosoio 0GononKolo, Binnosizac \ Complics

pozenoro konsopy \ Pink, film-coated tablets

Inenrndikania \ Identification

Jioeaip A Diosmin C.D, (2.2.29y*% Tpu punyexy: Yac yrpusanns ra gopma niky #a Binnoainac \ Complies
Ph.Bur. (2.2.29)%% | xpomarorpami #0ciijpkyBaHOI0 POYUHY MAIOTH
pianosigati vacy yrpusanns-ta giopmi niky na
Xpomarorpami poawuiny nopisuanis \ Atrelcase:
"The retention time and peak shape in the
chromafogram of the test solution should
correspond to the retention time and peak shape of
the control solution

Nporarom Tepuiny npunarioceti: - \ At shelf— life:

NA
Butnpobyeauns \ Tests
Cepesuts Maca Tablierok \ C.b. (2.9.5)*1 9350 mMr£5%\935.0mg£5% 9322
Average mass of tablets Ph.Bur., (2.9.5)** (888.3 Mr—~981.8 Mr) \ (888.3 mg — 981.8 mp)
OntopinnicTs JoI0BANHR ‘ C.0, (2.940)4 Hpu sunycky: Binnoninae) Af release: Complies Bianosinae \ Complics
omunsun\ Uniformity of dosage Ph.Eur. (2.9.40)** IMpoTsrom Tepsminy npunariocri: - \ At shelf— life:
units NA
Poananamma \ Disintegration €D, (2.9.1)%%\ <20 xs\<20 min 4
Ph.Eur. (2,9.1)%¥
Poaunuenns \ Dissolution €., (2.9.3)%4 He srenu nisk 80% 3a 60 xsumin (3 Q =75%) \ Not 94
Ph.Bur, (2.9.3)%* less than 80 % afier 60 minutes (with Q = 75%)
Kinnkicne susuavenug \ Assay
Jhioeamin \ Diosmin C.®. (2.2.29)*%\ Bizn 570,0 no 630.0 mr\ From 5700 to 630.0 mg 599,6
Ph.Eur, (2.2.29)%*
Cynyai gomiwgku* \ Related C.O, (2.2.29%%\ aucroizosanizon < 1,0 %\ <0.1
substances * . Ph.Eur. {2.2.29)** acetoisovanillone £1.0 %
recnepimn < 5,0 %\ hesperidin S 5.0 % 09
isopoidionin <3,0 % \ isorhoifoline 3.0 % 2,1
ninapun £ 3,0 %\ linatin £3.0 % 1,7
niocsrernn < 3,0 % L diosmetin <3.0 % 0,7
inwa pevosuna < 1,0 %\ other impurity < 1.0 % <0,1
Cywma Beix pevosun < 10,0 %\ Total of all impurities 54
£10.0%

s
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LABORATOGIRE

INNOTECH

INTERNATIONAL

S
s

JABOPATOPISI IHHOTEK IHTEPHACHHMOHAJE \ LABORATOIRE INNOTECH INTERNATIONAL

Bupotuuxk: \ Manufacturer:
IHHOTEPA 1IY31\ INNOTHERA CHOUZY
Pro Penie Wainepo, Lilysi-ciop-Cie, Bamoap-ciop-Gie, 41150, ®pauuis \ Rue Rene Chantereau, Chouzy-sur-Cisse, Valloire-sur-Cisse, 41150,
France
CEPTHDIKAT SIKOCTI Ao\ QUALITY CERTIFICATE N° 040001245790

Tipoaykr: DJTEBOMIA 600, TaGaerky, sxpuri naisxosoio aGononxo, no 600 ar, Ne 30 (15%2) y Gnicrepax) Flomep cepii'\
Product: PHLEBODIA 600, film-coated tablets 600 mg Ne30 (15%2) in blisters Bitch R
ARTHBHA pesopnHa: | Tabnerka, BKpiTa nAiskosoio ofononkoo, MicTiTs Alocsmin, ulo signosisac iocminy :
Geasoguoro wireraro 600 s\ Active ingredient: 1 film-coated tablet contains diosmin that corresponds to 600 mg 68130
of pure anhydrous diosmin

Pecerpaniiine nocgimmenns (PI: Ne UA/8390/01/01 sin 01.08.2018 \ Registration certificate (RCY; Ne
UA/8590/01/01 dd. 01.08.2018"

His PIT: neoGimeskena \ Validity of RC: unlimited

Jlinensis na supoGusurno: Ne N 207172 nin 12.10.2020 \ Manufacturing license: Ne M 20/172 dd. 12.10.2020

MixrpoGionoriuna ynerora’) Cab, (2.6.12, 2.6,13, | Busonverscs ans koxnol 10-01 cepil npi nunvery ta
Microbiological purity* S LAY\ Ph.Eur | npordroM tepminy npiarnocri \ Performed for each
(2.6.12, 2.6.13, 10 batches at release and shelf life;

5.1.4y* Kinkicrs Gaxrepiit cknanac ne Ginsme 10° KYO/r\ <10
"The bacterial count doesnot exceed 103 CRU/g;
KInBKiCTs RPIRILKOBIX Ta TicHaBus rpndis cknanac <10
ne Sinswe 102 KYO/r\ the yeast and mould count does
not exceed 102 CFU/g;
Crewndpiuni mixpoopranizms: Escherichia coli: BinoyTiti/1r\ Absent/lg
sincyrnicts 8 1 r\ Specific microorganisms:
Escherichia coli should be absentin 1 g

* Hepioduunicmo meentic npedcmaenena oast xoxeuar 10-of eepit \ Periodicity of tests is performed for every 10th batch
**fitowe aud. C.P, ' Ph.Eur., current edition
- meem ne npoaodumbes A\ NA

Ups 8 3ncoingyio, wo nasencua miwe indopmania € 20cToBipHOIO T TouHOI0. Lo cepilo npoayKiti Gyno sHPOBACHO (RIAIOMMOYI IAKYBRHHA/MAPKYBRINA) Ta
NPABENCHO KOHTPONE TW avocti Ha hiesasuanenifi ginennui y nosuiit sianosianocti 3 suMorasn GMP, seTaHOBACHHNIN MICUCHIM PEFYSTOPHI OPIIHOM, 0
TaRGu Bi0BiAbo no encipupinauil, imo Mictresea y pectrpauitiosty noesc (460 roprosifl ninensii kpaiint-sipoGiiKa aG0 KpaTA-iMIOPTEP, AKINO NPOAYKLIKD
iMnoprosano, abo y aocke coenudikauill ua npenapar A ocnimKyBaROro nirapeskoro sacefy), Tporokoms pipoGititnn, nakysanis Ta 4uanisis Syno
neperanyTo T4 permorneno nianonixicrs GMP, (GMP Coprudihcar Ne2021/HPF/FR/A89 sin 07,06,2021). V1 hereby cerlify that the above information is
authentic and accurate. This batch of product has been manufuctured, including packaging/labelling and quality control at the nbove mentioned site in full
compliance with the GMP requirements of the Tocal Regulatory Authority and with the specifications that are {n registration dossier {or with specifications in the
Marketing Authorisation of the manufacturer‘s country or insporting country if the product is imponted, or product specification file for investigational medicinal
g;odlelct)é 'l'g;tbmch provessing, puckaging and analysis records were reviewed and found to be in compliance with GMP (GMP Certificate Ne2021/HPE/FRI089
. 07.06.2021).

\

Bucnosor\ Conclusion: Ynoniosasena ocobia \ Qualified Person:
Nozurnpnili sucnovor y sianosimiocti no MKSI \ Positive conclusion | Jara\ Date: 21702/2023
according to QCT requirements
INexarka \ Stamp
THHOTEPA HWI¥3I\ INNOTHERA CHOUZY

linmne \ Signature: T, COPHE \ T. SORNAIS

Jara snyecy\ Date of release: 20/02/2024

Mapmatesr Cueremu 2abeznevenns sxocti npopykry \ Product
Quality Assurance Pharmacist

INNOTHERA CHQUZY

2 1 FEV. 2024 | <

T. SORNAIS
Pharmacien AQP

- nad
AOKVMEHTIB
TOKY MEHT
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IEPKABHA CJIYKBA 3 JJIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH
Y JHINPOIIETPOBCEKIA OBJACTI

JHainpo, wi.Co6opua,4, k. 601-603, 49005, Tex. (066)3454171
E-mail: dls.dp@dls.gov.ua, Koa €IPTIOY 37070665

BUCHOBOK
npo AKiCTH BBe3eHOro B YKpaiHy JiKapcbKoro 3acoly
26.07.2024 Ne 37947/24/0411
GJIEBOJIA 600

(HatiMenyBaHus Tikapeskoro 3acoBy 3riaHo 3 peECTpawliiHiM TIOCBITYCHHAM)
Tab:1eTKH, BKPATI NIiBKOBO10 060.;10HK010, 110 600 Mr 1O 15 rabaerok y buicTepi; no 2
Gnicrepu B KaproHHii KopoOui
(hopMa BHIIYCKY, LO3YBARHS, BHI NBKYBAHHS JHKAPCHKOTO 3acoly)

Homep peectpauiiisoro nocsizuenns UA/8590/0 1/01 crpox gii peectpauiiinoro nocsizsenns 01.01.2099

Cepin nikapchKoro 3acoby Ne 68133 KinpKicTs BBE3€HOrO Jikapehkoro 3acoly 3720

BupoGHUK InnoTepa [lysi, Ppanuis
(HaliMenyBanHs BUPoGHHUKA JTikapcLKOro 3acoly, KpaiHa NOXOMKCHHA)

ToBapHCTBO 3 06MEXKEHOI0 BIlNOBIAAIBHICTIO "BaJAM", igenr. koa:
31816235

(nalimenysanns Ta koa 3a €JIPTIOY ropuamanoi ocobu abo npizeHiLe, iM'H, Mo BaTLKOB
thizuurol ocotu - mixnpuemu, if Micue NPOXHBAHHS T2 peccrpauiiiamit Homep obaikoBoi
KapTKH NaTHHKa noaTkis abo cepid Ta HoMep ACcropTa)

Bee3eno B YxpaiHy

TpoToxan BisyansHoro kontpomo in 25.07.2024 Ne 07-01/1886/4.

3a pesynbTaTaMH JIEPAKABHOLO KOHTPOJIO BCTAHOBICHO, IO mikapchkmit 3aci6 BBeseHo B YkpaiHy 3

OOTPHMAHHAM BAMOT 33KOHO/JABCTBA OO0 3afe3neuenna SKOCTI IiKapchKHX 3ac00iB.

HapKOTHKAMH Y JIninponeTpoBehKii
obnacti

B. 0. HayanpHKKa Jlep:KaBHOI CIyXKOH 3
JiKapceKKX 3aco0iB Ta KOHTPOMIO 33 k: %‘ %; Harans MAHJIPUKA

(initiany Ta npizeame}
WMEHOM

e e B/,
o ot

(nocanosa 0co03, 88

2)

st A\
JOKYME HITIB \\
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Hikitiuesa Oxcana +38(066)345-41-71



FLLABORATOIRE
S INTERNATIONAL

JIABOPATOPIS IHHOTEK IHTEPHACBHOHAD \ LABORATOIRE INNOTECH INTERNATIONAL
Brpoduux: \ Manufacturer:

THHOTEPA WIY31\ INNOTHERA CHOUZY
Pro Penie Himimepo. lysi-cwop-Cic, Bamoap-ciop-Cic, 41130, ©pamuix \ Rue Rene Chentercau. Chouzy-sur-Cisse, Valloire-sur-Cisse, 41150,
France
CEPTHOIKAT AKOCTI 8\ QUALITY CERTIFICATE N°® 040001245793

Npeayxr; ®AEBOAIA 600, raliaeris, sipur naisxopow oGoaensxsw, e 506 ur, M 3 (15x2) y Saicrepax Homep cepil \
Product: PHLEBODIA 600, fllm-coated tablets 600 mg Me30 (15x2) ln blisters Ratch number:
Awxvusun pevobina: | rafacrua, sxpura maiBxoBolo 0GomOHKDNO, MICTHTL moemils, wo xianosirze  aloewmin )
Seasoanore unerors 600 Mr\ Active ingredient: | film-coated tablct contains diosmin that corresponds (o 600 m £8133

of pure anhydrous diosmin

PercmnaniBue oocinwewws (P Ne LAMSSAMIOL win 01082018 \ Repisimiim certificate (RC)Y:
UABS90/01401 dd. 01.88.2018

Jin PTI; weobmexena \ Validity of RC: unlimited

Jlivcryin vs sipoGhnirea: Ne M 20/173 sia 12.10.2020 \ Manufecturing license: M M 204172 dd. 12,10,2020
Jlava suroroencine \ Manufaciuring date: 0172024 Kinskicte npoayxuil s cepii (ynaxosox) The number of
Tepwiin uphnaruocyi \ Expiry date: 122028 products per batch (packs) ; 26914 '

Awaniz arinso gamor Jilonx MK wa npenapar ®AESQ/LIA 600, Tabaeticu, sRpuTi NAIRKOBY0 o6onouKo0, Bo 600 mr, X 30 (15Q) y
Gxicrepax \ Analysis sccording to the current QCT (quality control techniques) requirements for the product PHLEBODIA 608, fiim-conted
tablets 600 mg N30 (152) in blister

HaBimenysanus neasnukie \ Metone xouvponio\ | Bumorw MKA [enensdbcanin \ QCT Pesymuravu\ Results
Characterlstics Contro] methods (specificntion) requirements
Omne\ Description Bisvanbao \ Visually | TeSmeno, sxpuri naissosoio oGononkoio, Bianosizac \ Complies
powesaro kamony \ Pink, film-coated tablers
Laenvidgicania \ Identificatien
HioceMin \ Diosmin €O, (2.2.29y% Llpt sunveky: Yoc yTpusatng o dopma niky wa Biznosizac \ Complies

Ph.Eur, (2.2.29)** XPOMATOrPaMi AOCHLAXYBAHOTO POITHHY MAIOTE
BianeskiaTd yacy yrpuManns ta opmi niky ue
XpoMaTarpadi poIuHy nopisianur \ Al release;
The retention time and peak shapcinthe
chromatogram of the test soiution ghould
sorvespoidd 1o the retention tlme and peak shape ol
the control solution

Bunpobynsunn \ Testy

Cepensn saca Talnerox \ €.0. (2.9.5% 9350 mr+5%\935.0 mg+ 5% 9134

Average mass of tablets FhEur. {2.0.51 (388.3 ur~ 981 8 ur) \(RBR.3 ma — 98 1.8 mz)

Oanapinsicts, Acsosanmx €0, {2940 Hpn swoyexy; Binnosinec) AL release: Complies Bianogisac Complies

oaumust Uniformity of dosage Ph.Zur. (2.9.40)* [IpoTaroM Topasiny NPRAATHOCTI; - \ At shelf — |ife:

utits NA

Posaannn \ Digintegravion C.Q. (2.9.1)%% <20 xs\< 20 min b
Ph.Eur. (2.9.1)%*

Posamscrnn | Dissolution €. (2.93p% He smensn st 80% 32 60 xauaus (2 Q = 75%3\ Not 97
Ph.Eur. (2.9.3)** fess than 80 % after 60 minutes (with Q = 75%)

| Kimexicne smmavenan | Assay

Jioemin \ Diosmin €., {2.2.29y%%, Bia $70,0 20 630,0 ur\ From $70.0 10 630.0 mg 5636
Ph.Eur. (2.2.29)*

Cyutytni nomitukn® \ Related C.o.(2.2.797% auctobsoaninow < 1,0 %\ _

substances * Ph.tur. {2.2.29)%* acctoisovanilione <AT % vy oy

NPOBIIHTLER AR 0T
it \ Not performed for
this batch

. s
LRI
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LaBORATOIRE

INNOTECH

IKTERNATIODHAL
JABOPATOPISA IHHOTEK IHTEPHACBAOHAJIL \ LABORATOIRE INNOTECH INTERNATIONAL
Bupobnng: \ Manufacturer:
THHOTEPA HIY3 \ INNOTHERA CHOULZY
P Peiie Llarrrepo, Iysi-aop-Cic, Bamoap-ciop-Cic, 41150, @pmsis \ Rue Rene Chantereau, Chouzy-sur-Cisse. Valleire-sur-Cisse, 41150,
Franee
CEPTH®IRAT AKOCTI Y\ QUALITY CERTIFICATE N° (40011 245793

Fipoayxr; HEBOATA 680, vabaern, sxputi nainxesew abosomemio, no 600 Mr, M 30 (15x]) y SaicTepas b Homep cepii
Product: PHLEBODIA 600, film-coated tablets 600 mp NedD (1572} in blisters

. R , Barch namber:
ArTinit pesoauua; | rafuetia, BrpnTa nalukosoio ofoIome. MICTHIS Alocmin, o Blanowizac iocminy
Geanoauare sucroro 600 mr \ Active Ingredieat: 1 fiim-coated tablet contnins diesmin that comespands tn 600 mg 62133
of pure anhydrous diosnsin

Peccrpanifine nocniaerms (PTTE M UA/BSS0/01/01 »in 01.08.2018 1\ Regisration cenificate (ROCY: Ne
UAMBSY9/Q1/M dd, 01,08.2018

Ain PTL: neobmentens \ Validity of RC: nnlimited

Hiuenvis na enpetiongran: N M 20/172 sia 12.10.2020 1 Manufacluring license: X M 204172 dd. 12.10.2020

MixpoSiosorivue uwcroTa’ ) C@.{2,6.§2, 2.6.13. | Buxosycrsen jprn wospoi 10-07 cepii v apvexy 18
Microbiotogical purity* 51495 PhEur | nporrom repmigiv.apsiatiocs \ Performed for each
(2.6.12,2.6.33, | 10 baiches ot release and shelf life:
514y Kingicrs Gaxrepih cxnanoc qe Sianme 100 KVO/F A <H
The bacterial coant does not exceed 100 CFLig:
KiABXICTD JIplawoRsx Ta noicHABNX rpMbiK Cxnname <10

neSinne |02 KYO/r 1 the yeast and mould count does
not exeeed 18° CFU/
Cuemndivn sixpoopraniaum: Escherichia coli; Biscyraid/1ry Absent/ g
BiacyrHicTh & { r\ Specific microorganisms:
Eseherichiu eoli should be absent in 1 g
* Hepivowuicims mecntie npedemaarena o sodcnol 10-0 cepit | Perviodicity of tests is performed for cvery 10th batch
* ¢ Rivrie sud. ., L Pl Ewr., currem edition

= mecm ue npoeoduateen | NA
L 3 2achiivy i, mo naseieita buine indopuaiin ¢ SOSTOBIPHOK) 13 10MEGE. [0 CORit IOAYSIET G¥A0 BNPOBICHD (BICIMMBOYH TAKYFAHHUMADEYBHINE] 10
MPOBEIEHG WOHTPONS T SKOCTH 48 KHICIISHINCRIR Aiasuzid ¥ nomnift BAROBLIINCT 3 mmoraum GMP, BErAHOSACHHMI MICHSRHM PEFYINTGMINN TPIaN0M, £
TAKOOK BLAORIDING 20 cictuediKauif, 20 MICTITAGA ¥ PeCCIpalilinosy Bocke (50 Toprosif viuessT Kkpatnr-anpofiusa s KPRTAN-IMROBTCRA. FRUK HPOLYRILK
inoprosan, ¥B0 ¥ J0CLC tRcticatidl WA NCNIPRT Ais DOCHDKYRNICNO NIKEMEXOFG 35500v]. 11poroxoan pIgsftiuiting, imcyranmg 1a skt Sy
HEPENIRNYTC T4 KCTRBORIRHD SOt GMP. (GMP Ceprudiant M20IUHPF/FRARY 2in 07.06.2623). 1 1 hereby certify that the shoxe information is
wuthentic and scvrrste. This bakch of prodect hus been manufuctured, including packagingTabeiling ad guality control m the xhove mentioned site i fll
compliance with te GMP requirements of the local Regulatery Authotity end with the specifications thes are in registration dossier tor with specifications in the
Masketing Authorisation of the manufucturer's comiry v inporting couniry if e product is fmponsd, or prsd specification file for investigational medicina
ml;ﬂn)s;ggm processing, packaging and snalysds records were reviewed tnd found to be in compliance with GMP ¢GMP Certilicate M2021AIPF/FRONY

Bucuonax \ Conclusion: ¥nosnonewens scobe \ Quslified Person:

Tosurunuuit sacHonox y sianasismocti a0 MKA \ Positive conclusion | Jlata \ Date; 210272024

according to QCT reguirements
Neverxs | Sanp

Arra pinyekyt Date of release; 20/02/2024
THHOTEPA HIV3L L INNOTHERA CHOUZY
fliznmwe \ Signstore: T. COPHE \ T. SORNAIS

Papsatiest CreteMi 10e3ncueHns sxocTi npoaykty  Product
Quality Assurance Pharmaciy

. L O
NOKYMEHTIB ,\\\

INNOTHERA CHOUZY|
21 FEV. mzﬂ =

T. SORNAIS
Pharmacisn AGP
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AEPKABHA CJIYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCHKIN OBJIACTI

npos. Ceitangnoi Hauii, 3, M. Kuis, 02099, Ten/tdaxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kon €JPTIOY 37078774

BIICHOBOK
ApO SIKICTH BBE3eHOT0 B YKpaiHy JiKapchbKOro 3acody

20.12,2024 Ne 66477/24/10

DJEBOJIIA 600

(HaitMeHYBAHHA HKAPCHKOr0 3a¢08Y 3riaHO 3 peccTpaniiiiiM IOCBi TIeHESM)
Ta6JeTKiH, BKPHTI IAiBK0OBOI0 000/10HK010, 110 600 Mr; o 15 Taierok y Gaicrepi; no 2
GaicTepn y KAPTOHHINH Kopobui

(¢hopmMa BHAYCKY, NO3YBAHHA, BHA NAKYBAHHA TIiKapCsKOTO 3acoby)

Homep pecctpanitinoro nocsinuenns UA/8590/01/01 crpox aii peecrpauiiinoro nocsiguenns 01.01.2099

Cepis mixapcokoro 3acofy Ne 68470 Kinsxicts Bresenoro aikaperkoro 3acoby 120
Bupouux Iunorepa Iyzi, Opannis
(HaiiMenyBasuy BHpoDHIKA NiKapebKoro 3acolby, KpaiHa HOXORKCHHA)
Baesero B Ypainy ChianHe yKpAiHCLKO0-eCTOHCHLKE HiINPHEMCTBO ¥ (opMi TOBAPHCTBA
3 oOmesxenow Bignopigansnicrio "OnTtima-®apm, JITA", inenr. xon:
21642228

(mafimMenyBanua Ta Koy 3a €APIIOY 1opuanuHol ocoby abo npisenue, iM'a, no GaTeKoBi dismyHo]
0co6H - mignpuemug, ii MicLe P OKHBAHHEA Ta peccTpaitifinuit nomep ofinikonol kapTkH HTaTHIKS
nogarkis abo cepid Ta HOMep MacopTa)

Iporoxoa eisyamsmere xourpomo six 12.12.2024 Ne 3986/2.

3a peaynnTATAMHE ASDPAKABHOIO KOHTPOTI® BCTAHOBAEHO, IO JHKapebkmil 3acib  BBeseno B Yxpaimy 3

JOTPHUMAaHHSIM BHMOr 3aKOHOAARCTRA WOAC 3a6e3TeueH s AKOCT] NKAPCBKHX 3acobin.

Onera EPLOMEHKDO

Lo konipomo) (nigomc) {initiamt Ta npianume)
Eaff




Bupobunk: \ Manufacturer:

LABORATOIRE

| INNOTECH

2 INTERNATIONAL
JABOPATOPISI IHHOTEK IHTEPHACHHOHAJb \ LABORATOIRE INNOTECH INTERNATIONAL

THHOTEPA [IUY3I\ INNOTHERA CHOUZY
Pio Pene Llantepo, ILlysi-ciop-Cic, Bamoap-ciop-Cic, 41150, ®pauis \ Rue Rene Chantereau, Chouzy-sur-Cisse, Valloire-sur-Cisse, 41150,

France

CEPTHQIKAT AKOCTI Mo\ QUALITY CERTIFICATE N° 040001254469

[poayxr: ®JIEBCIIA 600, Tabaetsy, BRpuTI nAiRKOR0I0 oGonouror, no 600 wmr, Ne 30 (15%2) y 6nicrepax |
Product; PHLEBODIA 600, film-coated tablets 600 mg Ne30 (15%2) in blisters

AxTHBHZ pevoRMHA: | TaGneTka, BKPHTA MAIBKOBOW GONOHKOIO, MiCTHTL Aiocmin, mo simosiiac Ripcminy
Beasognora ancroro 600 mr i Active ingredient: | film-coated fablct contains diosmin that corresponds to 600 mg

of pure anhydrous diosmin

Peccrpauiiiic nocoimuenna (PM1): Ne UA/8500/01/01 sin 01.08.2018 \ Repistration certificate (RC)Y: N

UA/8590/01/01 dd. 01.08.2018

Ais PII: neoBsencena \ Validity of RC: unlimited
Jliuen3in na expoGiinureo: No M 20/172 sia 12.10.2020 \ Manufacturinp license: Ne M 20/172 dd, 12.10.2020

Honep cepii\
Batch number:
68470

[Hara surotonacina \ Manufacturing date: 02/2024
TepuMin npuparnocii \ Expiry date: 01/2029

Kinexiers npoaykuii 8 cepif (ynaxosox) The number of
products per batch {packs) : 27074

Ananis 3riano suor irowx MKS na npenapar JIEBOJIIA 600, raéaeTicn, BKpuTi nnisKoBolo 06ononkoro, no 600 rar, Ne 30 (15%2) y
aicrepax \ Analysis according to the current QCT {quality control techniques) requirements for the product PHLEBODIA 600, film-coated
tablefs 600 mg Ne30 (15%2) in blister

Haiivenypanng nokasnyis \
Characteristies

Meronn kourposo \
Control methods

Bumorn MXSI (cneundiranii) \ QCT
{specificaiion) reguirements

PeaynsraTi \ Results

Onue\ Descriplion

Bisyansito \ Visually

TabneTx, Brpiri nniskosoro oGoOROHKOW,
poskerora koabopy \ Pink. film-coated tablets

Binnopixac \ Complies

InenTndixania \ Identification

Jliocnmin \ Diosmin

€.0. (222919
Ph.Eur. (2.2.30)++*

Tpy ernyeky: Yac yTpuManua T4 Gopma niky na
XpoMaTorpami A0CHIAKYBAUOTO POIUKHY MAIOTH
Bignosigarty yacy yTpumanna ta fopmi niky ua
Kposmarorpami posumiy nopisHsauug \ At release:
The retention time and peak shepe in the
chromatogram of the test solution should
correspond to the retention tinie and peak shape of
the control solution

Tlporaronm Tepsiny npusarnocti: - \ At shelf — fife:
NA

Binnosinac \ Complies

Bunpofyeanun \ Tests

Cepeans maca Tabnerok \
Averape mass of tablets

€D, (2.9.5)%,
Ph.Eur. (2.9.5)**

93530MrE£5%\9350mgx:5%
(888.3 mr—981.8 mr)\ (888.3 mg - 981.8 mp)

933.7

Onuopianicts aolosanux
onnuins) Uniformity of dosape
units

€.P. (2.9.40)*"
Ph.Eur. (2.9.40)**

Mpy eunvery: Bianopinaek At release: Complies

[poraronm Tepatiny npypaTaocTi: - \ At shelf - life:
NA

Binnorinae \ Complies

Posmananusa \ Disintegration C.b. (2.9.1)¥%\ <20 x8V <20 min 5
Ph.Eur. (2.9.1)**
Poaunnchrn \ Dissolution C.D. (2.9.3)+ He mesnu nix 80% 32 60 xemnmn (3 Q = 75%) \ Not 105
: Ph.Eur. (2.9.3)%* less than 80 % after 60 minutes (with () = 75%)
Kiaskicue siiHaueHus | Assay
Hioesmin \ Diosmin .0, (2.2.29F%\ Bia 570,0 1o 630,0 mr\ From 570.0 to 630.0 mg 591.4

Ph.Eur. (2.2.29)**

Cynythi gomiiuku* \ Related
substances *

€.D. (2.2.20)+%,
Phi.Eur. (2.2.29)**

aueroizopauinon < 1,0 %6\
acelojsovanillone < 1.0 %

recnepuin < 5,0 %\ hesperidin < 5.0 %
izopoiosin < 3,0 % \ isorhoifoline £ 3.0 %
ninaprn < 3,0 %\ linarin 3.0 %
niocserrn < 3,0 %\ diosmetin <3.0 %
imua peronuna € 1,0 % \ other impurity < 1.0 %
Cyma seix peqorun < 10,0 %\ Total of all impuritics
£10.0%

He nposoawrsea gna ganof
cepii \ Not performed for
this batch
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LABORATOIRE
5 upt
4 IMNOTECH
[NTERNATIONAL
JABQPATOPLI IHHOTEK IHTEPHACBHOHAJD \ LABORATOIRE INNOTECH INTERNATIONAL
BupoGrag: \ Manufacturer:
THHOTEPA IY3I\INNOTHERA CHOUZY
Pio Penic [LlanTepo, [lEysi-ciop-Cic, Bamoap-ciop-Cic, 41150, ®panuis \ Rue Rene Chantereau, Chouzy-sur-Cisse, Valloire-sur-Cisse, 41150,
France
CEPTH@IKAT AKOCTI Ne | QUALITY CERTIFICATE N° 040001254469

Tpoayrt: JIEROAIA 600, TabaeTkn, BpuTi nAisKosolo sfosonko1n, no 600 mr, Ne 30 (15%2) y Gnicrepax Homep cepii \
Product: PHLEBODIA 600, film-coated tablets 600 mg Ne30 (15%2) in blisters

Axrisra pevosnia: | taGnerka, siputa niiBkoBoio oG0RoHKEN, MiCTHTL mfucmin, wo biauosinac  miocnsiny
Gessomroro wueroro 600 mr\ Active ingredient: 1 film-coated tablet contains diosmin that corresponds to 600 mg 63470
of pure anhydrous diosmin

Peccrpattifine nocsinuemna (PTI): No UA/B590/01/01 oin 01.08.201§ \ Registration cerlificate (RC): Ne
UA/8590/01/01 dd. 01.08.2018

Jin PIT: neofistesxena \ Validity of RC: unlimited

Jliutenzia va supobenuTeo: Ne M 20/172 sin 12.10.2020 \ Manufacturing license: Ne M 207172 dd. 12.10,2020

Batch number:

MixpoGiosoriuna usicTora’ \ €., (2.6.12,2.,6.13, | Buxouyerses juiz xoxceof 10-07 cepii npu suitycky Ta
Microbiological purity* 3.1.4)*\Ph.Eur. | mporsrom Tepminy npuaerhocti \ Performed for each
(2.6.12, 2.6,13, 10 batches at release and shelf life:
3.1.4)% Kim:kiers Gaxrepitt cknagac e Ginsle 10 KVO/r\ <10
The bacterial count does not exceed 10° CFU/g;
KinkkicTs JIpissxonux T4 nnicHasux rpuBis exnagac <10

11e Ginvie 102 KYO/r\ the veast and mould count does
not exceed 102 CFU/g;

Crenudivni Mikpoopraniasu: Escherichia coli: BiaeyTHiit/Ir\ Absent/lg
siacyTnicrs o | r\ Specific microorganisms:
Eseherichia coli should be absentin 1 g

* Mepiodiunicmy macmia npedcmaenena onn xoxenol 10-of cepit | Periodicity of tests is performed for every 10th batch
**lliove oud. €D\ Ph.Eur.. current edition
- mecnl ve npoaodumecs | NA

Lisse = saceinnyio, mio Hapencta BN iHhOpMALIA € ZOCTOBIPHDIO T2 TOMHOID, Heo cepito npopykuii Gyno BHoGACIO (BKIKOMBIONSL NAKYBaHNA/MAPKY BALIAY Ta
NPOBENENO KOMTPOAL IT AKOCTI HA BHLACIN3HATEHIT AiNbimLi y NoBHill ninnosintocTi 3 ssoramn GMP, BCTAHOBNCIEHMY MICUEDIM PErYISTORINM OPraHoM, 2 TAKOX
Bianosie no cnewdicauil, iwo MicTATscs ¥ peccrpauitinonmy focst (a6o TOprosift niueisii kpafun-snpoGunka a60 KpATH-IMIIOPTEP, AKIMG NIPOLYKIIO
imnoprosano, aBo y aocee cneundikaifi pa npenapat ang Roc]ifkysanoro nikapeskoro 3acofy). IpoTokont enpobirsa, nakysaiug 1a awunisip Gyto
NEPEriAyTO Ta BETAIOBACHO Biznosiaicts GMP. (GMP Ceprupixat Ne2021/1IPF/FR/089 sin 07.06,2021), \ | hereby certify that the above information is
autheatic and accurate. This batch of product has been manufaclured, including packaging/labelling and quality control at the above mentioned site in full compliance
with the GMP requirements of the local Regulatory Autharity and with the specifications that are in repistration dossier {or with specifications in the Marketing
Autherisation of the manufacturce's country or importing country if the product is imported, or product specification file for investigational medicinal product). The
batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP (GMP Certificate Ne2021/1IPF/FR/089 dd. 07.06.2021).

Bucnosox \ Conclusion: ¥nosxoeaxena ocofa \ Qualified Person:

TloauTHRHAI BHCHOBOK ¥ BignosinnocTi Ao MKS \ Positive conclusion Jara\ Date; 21/0372024

according to QCT requirements
IMeyarxa\ Stamp

Hara sunyciyt Date of release: 19/03/2024
IHHOTEPA LLIV3I\ INNOTHERA CHOUZY

Mianuc \ Signature: T. COPHE\ T. SORNAIS

®apmauest CHereMH 3aGeanesennn akoeri npoaykty \ Produet
Quality Assurance Pharmacist

INNOTHERA CHOUZY S

T. SORNAIS
Pharmaclt_an AQP

21 WARS 2024 T ,>3‘—"‘“‘*

2/2




AEPACABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMN ¥ KHIBCBHKIH ORJIACTI

npos, Ceitmasol Haail, 3, m.Knig, 02099, ten/¢axc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €OPIIOY 37078774

BHCHOBOK
Npo SAIKICTH BBE3EHOr0 B YKpainy JikapchKore 3acody

27.02.2025 Ne 7820/25/10

GOJIEBOIIA 600

{nafiMecuyBanid 1ikapchbkoro 3aco0y 3rinHe 3 peecTpatgHiHNM NOCRITIeHHM)
TaGJeTKn, BKPUTI NAiBKOROK 66001K00, M0 600 Mr; mo 15 Tabuerok y Gaicrepi; mo 2
DiicTepH Y KapTonkiii kopoGui

{hopMa prmyCeKy, MO3YROHHA, BHX [AKYBAMHA JKapCeKoro zacoby)

Homep peectpauiiieoro nocigdenns UA/8590/01/01 crpox uif peccipaniiinoro nocsiguernn 01.01.2099

Cepin nikapeskoro sacoby Na 70591 Kinsxiers BBeseHoro nikapeskoro 3acofy 120
Bupobum Innotepa llyzi, ®pauuig
' ' (naimeHynarms BiHpoGHIKa nikapchkoro 3acofy, KpaiHd MOXOMKEHHY)
Brescro B Yipainy Cninbne ykpainchKo-ecTOHChKE RIANPHEMCTRO Y dhopni roBapncTBa
3 obmerencio signosinaasmictio "Onriva-Gapm, JITH", ieur. xoa:
21642228

(Haiimeryrarng Ta kog 32 €/IPTIOY ropumntnoi ocolu abo npissinue, in's, no Gatekopi diznumnoi
acof - nixnpsemus, i Micne npoxiBalEA Ta peecTpamiiinmit HoMep o6Nix0BOT KAPTKH IIATEIKA
nogatkis a0 cepid T@ HoMep IacnopTa)

Oporokon sisyansuore kourpomo eiz 25.02.2025 N 0527/4.

3a pelymETATEMH OEPIXABHOD KOHTPOMWO BCTAMOBAEHO, IHO Jikapcekeil 2aci6. emeseno = VYxpaiay 3

JOTPHMAHHAM BiMOr 33KOHOJARCTEA MIONO 3a0E3NEUEHIR ZKOCT HiKapehKiX 3ac00iB.




5\ LABORATOIRE INNOTECH INTERNATIONAL
Bupoduk:  Manufacturer:THHOTEPA HIV3TA INNOTHERA CHOUZY
Pio Pene Hlatrepo. Hysi-ciop-Cie. Baaoap-ciop-Cie, 41150, @panitis \ Rue Rene Chantercau. Chouzy-sur-Cisse. Vatloire-sur-Cisse.
1150, France

CEPTHDIEAT SKOCTI Xo\ QUALITY CERTIFICATE N (H0001313123

Hpoaver: ®JIEBOTA 600, radaeTin, BRPUTT NAIBROBOKW 060J10HK0I0, 110 600 mr, Ne 30 (15%2) y faicvepaxt Howmep cepii
Product: PHLEBODIA 600. film-coated tablets 600 mg Ne30 (15x2) in blisters

ARTHET PMORIIE T Tad ek, BRPUTA IATBROBOIO 000 J0HKOWO. MICFHTh gioesmin, o sizoosiaac giocminy
He3BoANore aueroro 600 mrt Active ingredient: U liimecoated tahlet contains diosmin thal corresponds to 606 mg

Batch number:
70591

of pure anhydrous diosmin
Pecerpaniiiiie nocnivieis (PH): No CASSSSHO 10T 5 01.08.20181 Registration certificate (RCY:
No UA/SSOO1/0T dd. 01.08.2018

Flig PIE neoBaenvesta b Vadidity o RO unlimited

120/172 5ix 12.10.2020 % Manufacturing Jicense:
lanutacturing date: (192024

VENpiry date: 0872029

e M 20/172 dd. 12.10.2020
Kiabkicrs npoay kil 8 copli (ynakonoit The
number of products per batch {packs) : 20504

PR BHIOTOBICHI |
Fepsie npraarnoct

Artatis aruoio musor aiourx MKSL i npenapar @JIEBOIA 600, rabaerss, srpuri MAIBROBON0 0600100, 110 600 MT,
(15x2) y Baicrepax ' Analysis according to the eurrent QUT (quality control techniques) requirements {or the product PHLEBODIA
600, film-coated tablets 600 mg Ne30 (15x2) in blister

HaitmenyBanns NoKaIHUKIB \
Characteristics

Merou kosrpomo\
Control methods

Bunmorn MKSE (cneaudivauii) \ QCT
{specification) requirements

Pesyabraru\
Results

“Ommie s Deseription

Bizvaasio d Visually

Tadaeriu, prputi 1AIBKOROIO 0HOAOHKOIO.
ed tablets

Bianonijgae s
Complics

Identification

BEPX. Cap.d.
(2,220 TIPLC

[ mogvery: Hac yrpusanis ta gopyi

NIRY HA XPOMATOrPaMi A0CALUKYBAHOUO

Bianorizac
Complics

Cepets Maca Tadieror Y Average
mass o tablets

Crp. 0. (2.9.5
(29507

(888.3 mr—981.8 M)\ (8883 my-- 981.8
mg)

L Ph. (2.2.29) &% POIULY MO TH BLANTOBLAQTH Yacy
vipsstanis ra opsi iKY Ha XpoMaTorpasi
retention time and peak shape in the
chromatogram of the test solution should
correspond to the refention time and peak
Aioearin : Diosmin shape of the control solution
CIpoTaros, Tepa iy upraatiosti - 5 ALshell
BEPX-YO gioane- iy CRY] Bhaosinae
MATPUUBHE ACTEKTOP. Crerrp LAeHTHaHnil CliekTpy Complies
Cup.d. (2.2.29)%% poraduanug pehepenrTioro pozuniy Y AL
HPLC/DAD. Fur.Ph. Speetrum identical w the reference
(2.2.29) ** ahsorption spectrum
Hlporaros Tepsiny upsaariocri; - 3 At shell
Binpodysanus \ Tests T
935.0 M1 8%\ 9350 mg & 5% 938.2

Uniformity of dosage units

OANOPIAHIC I HOZOBAMHN DM

Cupab, (2.9.4004%
Lur.Ph. (2940

Bianoniaac AL

Complies
Tlporsros tepyiny Upuaatnoctis - 3 ALshelf
- fife: NA

Upy sy

Bianosiacy
Complies

Jlioeatin s Diosmin

Crpad, (2.2.29)%%
Bur Pl (2.2,29)%%

Posnananins + Disintegration Cap.th, (2.9 D)%% Fur.Ph, <C20 Y 200 min 4
Posaunering b Dissolution Cop.. (2.9.)%8 EurPhe | He venng v 80% 3 45 xsuamn (3 Q= 75%) 100
(2.9.3)%# L Not less than 80 %a after 45 minotes (with Q
73%)
Kiapricie pusnauenns \ Assay
Bia 370.0 a0 630.0 Mr\ From 570.0 10 630.0 mg 599.6

Hpoaygin posiay® s Degradation

products®

Jomira A (aneroizonanision)

Impurity A (acetoisovanillone)

Hovimka I {ioesermin &

Impurity I (diosmetin)

T AOMIIKS (L UHAY b

Other impurities (individualy

Cyann seiy gomingor S ol all
| dmpuritics |

Cap.h, (2.2.29)78
P Ph. (2.2.29y%*

S5 YN g
S0 % 2.0 %

S04 %N 00 0%

He nporo;ureses

AU AQHOT Cepii b

Not performed for
this batch
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A THRNATLDNA

JABOPATOPIS IHHOTEK IHTEPHACBHOHAJB \ LABORATOIRE INNOTECH INTERNATIONAL
Bupotunk: b Manulacturer: IHHOTEPA WY 3IVINNOTHERA CHOUZY
Pro Pene Larrepo. Hyai-crop-Cie, Bamoap-cop-Cie., 41150, Gpaungis & Rue Rene Chantercau, Chouzy-sur-Clisse. Valloire-cur-Clisse.
41150, France

» CEPTHDIKAT AKQCTI No\ QUALITY CERTIFICATIEEN® 040001313123
Hpoyir: @HEBOEA 600, TadaeTu, BRPUT NIiBKOBO10 060101K010, 110 600 prry Nt 30 (15x2) y Saicrepax
Product: PHLEBODIA 660, film-coated tablets 600 mg Ne30 (13%2) in blisters
ARTHRI POTOBIIGE | TadaCTRa, BRPUTE IHBROBOIO 050A0HKOI0, MICTHTL AHoeMin. e sinosiac aioemiuy
fespoanoro sueroro 600 st Active ingredient: 1 film-coated tablet containg diosmin that corresponds to 606 mg 70591
of pure anhydrous diesmin
Pecerpaniiiie nocsizueis (PI1): Ne UA/SS90/01/01 Bix 01.08.20 18 \ Registration certificate (RC):
Ne UA/8590/01/01 d. 01.08.2018
His PHE neofamesena b Validity of RC: unlimited
Jlinensis ya wupoGinai vo: Ne M 20/172 pia 12.10.2020 % Manufacturing ticen

Homep cepii s

Batch number:

Ne M 20/172 dd. 12.10.2020

Mikpobioaoriapa ynerora’ \ Cap.. (2.6.12.2.6.13. | Busonyerees, s gomuor 10-01_cepil npi
Microbiological purity® S LAV ErPh, (2,612 1 BUnveKY. T IDOTATOM, TSRMINY. I artocrt &

1 release and

2.6.13. 5. 1.4y%* d for cach 10 bate

bKICTH Bakrepiil citaac e Sianme 107 <10
KYO/r 3 The bacterial count does not exceed
104 CFUYg.
KEABKICTH APTAAKOBHN T micssuy vpubin < 10
craatac ue Simue 107 KYO/r the yeast and
mould count does not exeeed H? Cl
Crierpsdiaui stikpooprasisang: Lscherichia By it s
coliz siacyrnicts B 13 Specific Absent/fg
microorganisms: scherichia coli should be
epiodiaicnii moemis npedentasiend i koxcnol 10-of cepii - Periodicity of tests is performed for every [ Oeh bateh
** fioue aud, O e Phcorrent edition
- mec 1e npogodinsest - N o o
Ll s 3aesivio, O nareIeta BHne ndopsis ¢ ,fmc‘mﬁipm)u.» T2 TOMHEIO. L0 CePHO POV KU HV 20 RUPOGACHO (BRAKOUDOW HAKYRUTHA/ MAPRY RAHIH)
Vi (IPORCCHA KOHIPOK iT 4ROCTI Hal BrImesasaneniit siapnuid ¥ nonwii pinoniaoet 3 ssorasin GMP, BCTanoRACHIMIT MICHEBHN PEUVBITOPIIM
OPFANON, & TAKEK BEATORAUO A0 CHEMBIKIIL WO MICTIRes ¥ pecetpatifinony A0ehe (ado toprosiit aineisii kpanii-nupodhika ado kpaims-ivmoprepa.
KO NPOAYKUIIO IAOPIOBAHO, 460 ¥ A0CKC chcursikattiil 118 ApeHapar Um I0CLTEYBAHOR Aikapeskera 3acofy). HpoToko:us BUpoSHIErRa. nxy s
Ta AUAizin G0 HEPCTAHYTO T BETANORCHO Biosiaticts GMP, (GMP Ceprudivar Ne202/AIPF/FRAOKY riz 07.06.2021). \ 1 herehy certifv that the
above information is authentic and accurate. This batch of product has been manufactured. including packaging/abetling and quality control at the above
mentioned site in full compliance with the GMP requirements of the local Regulatory Authority and with the specilications that are in registration
dossier (or with specifications in the Marketing Authorisation of the manufacturer's country or importing. country if the product is imported. or product
specitication file for investigational medicinal product). The batch processing. packaging and analysis records were reviewed and found 10 be in compliance
with GMP (GMP Certifieate Ne202 H/HPE/FR/O89 dd. 07.66.2021).

Bucesnonoxk \ Conclusion: )/n0nn()l.x:lmél‘lziuur‘;.ctoGA \ Qualified Person:
Tlosurusunit BUCBOBOK v sinnosimocri go MK\ Positive conclusion Jlara s Date: 1941172024
according {o QCT requirements Flewarka b Stamp
. . . PRIy THHOTEPA HIV3IVINNOTHERA CHOUZY
Jlana suivexy’ Date of release: 24/10/2024 Thizane \ Signature: PAJIC Y PALET

Jacrving ¥iosnosakenol acodu t Deputy Qualitied

Person
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NEPACABHA CJIYVKBA 3 IKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHM ¥V KUTBCHKIA OBJIACTI

npos. Ceitnnanoi Hanit, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHUCHOBOK
Npo SKICTH BBe3eHOT0 B YKPaiuy JiKapchKoro 3acody

21.03.2025 Ne 12830/25/10

®JIEBOOIA 600
{HaiiMeHyBaHHA Mikapeskoro 3acofy 3riHro 3 peccTpatiiiHuM NOCBIATEHAAM)
TafaeTKH, BKPHTI IAIBKOBOIO 660J0HK0I0, 10 600 Mr; o 15 Tabaerok y duicrepi; no 2
GaicTepH y KapTOHHIN xopobui
{thopMa BIITYCKY, A03YBAHHH, BHA NAKYBaHEA JIKAPCEKOTO 3ac00y)

Homep peectpauiiinoro nocsizuenna UA/8590/01/01 erpox nii peectpauifinoro nocsigxennn 01.01.2099

Cepix nikapesroro sacoby Ne 70643 Kinbxicts Bee3eHOro Mikapcskoro zacoby 480

BHpoGHHE Innotepa Hlysi, @panuis

(uaitMenyRanHa BupoGHHKA HEAPCLKOrD 3aco0y, KpaiHa NOXOAMCHHA)

Baeseno B Yxpainy Criabue ykpaiHCbK0-eCTOHCHKE MIANPHEMCTBO ¥ (OPMI TOBAPHCTRA

3 ofMmexerolo Bianosigansuictio "Ourima-Dapm, JITA", inexr. xon:
21642228
(HaitmenyBanua Ta kof 33 CAPTIOY wpnmunoi ocolu abo npissume, in's, no Garskosi pizimuol

0co0H - miampaesmid, i MicLe NPOKHBAHKA Ta peecTpauiiiiiii Homep 001iK0EOT KAPTRH NIATHHEA
negarkie afo cepis Ta HOMEp NacropTa)

IpoTokoa Bisyansioro xourpoaio sin 18.03.2025 N 0811/4.

3 pesyNBTATAMU [EPXKABHOIO KOMTPONIO BCTAHOBIEHO, INO Jikapcekuil 3aci6 BBeseHo B VEpaiHy 3
JOTPHMAHHAM BiMOr 3aK0HOAABCTEA OO 3a0e3neueH A AKOCTI JiKapcbKuX 3acobis.

Onera EPBOMEHKO

{miamic) {iginiamy Ta npizemue)




JIABOPATOPISI IHHOTEK IHTEPHACBHOHAJ \ LABORATOIRE INNOTECH INTERNATIONAL
BupoBuui: \ Manufacturer; IHHOTEPA HIY3I\ INNOTHERA CHOUZY

Pio Pene [lairrepo, Ilysi-crop-Cic, Bamioap-ciop-Cic, 41150, ®pauuis \ Rue Rene Chantereau, Chouzy-sur-Cisse, Valloire-sur-Cisse,

41150, France
CEPTHDIKAT AKOCTI Ao | QUALITY CERTIFICATE N¢ 040001314598

ITpoaykt: GJIEGOAIA 600, Tabaerkn, BRPUTI NisKoBOID 0boatonk00, o 600 mr, Ne 30 ( 15x2) y 6nicrepax \ Howmep cepiiy

Preduct: PRLEBODIA 600, film-coated tablets 600 mg Ne30 (15%2) in blisters

AKTHBHE peyoBuna; | rabreria, BKpIiTa NNIBKOBOIO 050NOHKOIO, MiCTHTE hiocmin, mo signosigac Aiocminy

Bessoneoro wicToro 600 mr\ Active ingredient: 1 film-coated tablet contains diosmin that corresponds to 600 mg 70643

of pure anhydrous diosmin

Peectpautiitie nocsinuens {PI1): Ne UA/8590/01/01 pin 01.08.2018 \ Registration certificate (RC):

Ne UA/8590/01/01 dd. 01.08.2018

Aig PT1: neoGmemena \ Validity of RC: unlimited

Jiveinis na nupoGimreo: Ne M 207172 Bia 12.10.2020\ Manufacturing license: Ne M 20/172 dd. 12.10.2020

Hara surorosnenus \ Manufacturing date: 09/2024 Kinukicrs nponyxaif cepif (ynaxosox)\ The

Tepumin npunarioeri \ Expiry date; 08/2029 number of products per batch (packs) : 27225

AHania 3rinno puMor Airoumy MK ta npenapar ®JEBOIIA 600, TabaeriH, BRpuTi niriskoBoio obostonxor, no 600 mrF, Ne 30

(15x2) y GaieTepax \ Analysis according to the current QCT (quality control techniques) requirements for the product PRLEBODIA

600, film-coated tablets 00 mg Xo30 (15%2) in blister

Batch nurmber:

Haitmenysanns noxasnmcis \ Meromr konrposo \ Bumorn MKST {cneusdiranin) \ QCT PesyastaTu
Characteristics Control methods (specification) requirements Results
Ounc \ Description Bisyanrio \ Visually Tabneriu, skpuTi nizkoROIO ofostonkoro, Binnosinae \
POXEBOro koLopy \ Pink, film-coated tablets Compliss
Inenrudiania \ Identification
BEPX. Cep.d, Mpu sunycky: Yac yrpumanns ta (opma Binnosinac
(2.2.29)*¥\ HPLC, niky Ba xpoMarorpami ROcnikyBanoro Compiies
Eur.Ph, (2.2,29) ** PO34HHY MAIOTL BiAnoinaTH yacy

YTPHMaHHS T2 dopmi mixy va Xposarorpami
po3uuny nopisusnng \ At relepse: The
retention time and peak shape in the
chromatogram of the test solution should
correspond to the retention time and peak

Hioeatiin \ Diosmin shape of the control solution
[Iporaross TEPMiyyY npuaatHocT: « \ At sheif
—life: NA
BEPX-Y® nionno- [py eunycrky: Bianosinae \
MaTpUUHKH AeTeKTOp. CnexTp inenruuanmi cnexTpy Complies
€p.D. (2.2.29)% MOTAHHAKHA peiepeHTHOrO posuyny \ At
HPLC/DAD, Eur.Ph, release: Spectrum identical to the reference
(2.2,29) *+ absorption spectrum
MpoTsron Tepminy npuaaTioer: - \ At shelf
—life: NA
Bunpoefysanunn \ Tests
Cepeatin Maca TaGneTox \ Average | €sp.®. (2.9.5)*" Eur.ph. 935,0Mr£5%\935.0mg £5% 9349
mwass of tablets (2.9.5)x* (888.3 mr-981,8 Mr} ' (888.3 mg ~981.8
mg)
OQuuopianicts gosonanux OAHHHUL) €np.D. (2.9.40)*%, Hou sunvexy: Binnonizael At release: Bianosiaac\
Uniformity of dosage units Eur.Ph. (2.9.40)+* Complies Complics
Tpoyarom Tepmily NPMAATHGCTE: - \ At ghelf
=lifc: NA
Poznananna \ Disintegration Cep.®. (2.9.1)*A Eur.Ph. =20 xB\ <20 min 4
{2.9.1)%*
Pozumnenns \ Dissolution €8p.®. (2.9.3)*\Eur.Ph. | e MEHW 1w 80% 3a 45 xBunuy (3Q="75%) 102
: (2.9.3)%* \ Not less than 80 % after 45 minutes (with Q
= 75%)
Kinskicne sranavenns \ Assay
Hiocain \ Diosmin €op.d. (2.2.20)% %, Bin 570,0 o 630,0 mr\ From 570.0 to 630.0 mg 588.2
Eur.Ph. (2.2.29)**
ponykr posnauy* \ Degradation Crp.®, (2.2.29)¢%\
products* Eur.Ph, (2.2.20)*+
Homimika A (auetoizosaninou) \ S05%\<0.5%
Impurity A {acetoisovanillone)
Howimka F {mioemermin \ =20%\22.0% He nporoantoes
Impurity F {(diosmetin) Ans aakof cepii\
Intni poMiruxs ( THAHBHAYANEHA) | 204 %\<0.4 9% Not performed for
Other impuritics (individual) this bateh
Cyma seix tomimor \ Sum ofall
impurities <£3%\v23%
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JABOPATOPIA IHHOTEK IHTEPHACBHOHAJb \ LABORATOIRE INNOTECH INTERNATIONAL
Bupo6rink: \ Manufacturer: IHHOTEPA IIY3I\INNOTHERA CHOUZY
Pio Pene LWanrepo, Uysi-ciop-Cie, Bamoap-ciop-Cic, 41150, Dpanuisz \ Rue Rene Chantercau, Chouzy-sur-Cisse, Valloire-sur-
Cisse, 41150, Franee
CEPTHDIKAT AKOCTY Ao | QUALITY CERTIFICATE N© 040001314598

TTponyxr: ®JIEBOLKIA 600, TAGYETKH, BRPUTI NaiBKRoBOID cdononxoro, mo 600 mr, Ne 30 (15%2) y 6nicrepax \ Homep cepif \
Product: PHLEBODIA 600, film-coated tablets 600 mg Ne30 (15%2) in biisters

AKTHBHA peyoBHya; | TabneTka, BKPUTA NAIBKOBOID oGouonxoto, MicTuTe Aiocmin, wo sinnosinae nioeminy
Gessoanoro wmetero 600 ar\ Active ingredient: 1 film-coated tablet contains diosmin that corresponds to 600 mg 70643
of pure anhydrous diosmin

Peectpauiiiue nocsiguenns {PI1): Ne UA/8590/01/01 nip 01.08.2018 \ Registration certificate (RC):

Ne UA/8590/01/01 dd. 01.08.2018

Jiig PIT: weoBmencena \ Validity of RC: unlimited

Jlivensia ua supoGunuTeo: Ne M 2071 72 Big 12.10,2020 \ Manufacturing license: Ne M 20/172 dd. 12.10,2020

Batch number:

Mikpobioaoriung unerora”\ €8p.0. ( 2.6.12, 2.6.13,] Buxouyerses s koxciiof 10-01_cepii npu sunvcxy Ta

Microbiological purity* 5.1.4Y%*\ Eur.Ph. npoTaroy TepMiny apuliathocti \ Performed for each 10

{2.6.12, 2.6.13, 5.1.4)**| baiches at release and shelf life:
Kinkiers Gaxrepifi cknagae ue 6inbie 10° KYO/r \ The

bacierial count does not exceed 102 CFU/g, <10
Kinbxiers ApbrIGKOBHX Ta niicHaByx rpubin cknanae e
Binbue 10° KYO/r \ the yeast and mould count does not
exceed 102 CFU/g, <10
Cricundizmi mikpooprauizmu: Escherichia coli:
sincythicts B 1 r\ Specific microorganisms: Escherichia
coli should be absent in 1 g. Bincyruif/Ir\
Absent/1g

* lepioduunicme mecmia npedemasnena dnn koxcioi 10-o7 cepit \ Periodicity of tests is performed for every 10th bateh
**flnone oug. €., \ Eur. Ph. eurrent edition
= meem ne nposodumuca \ NA

Tipotoxony supoGmmtroa, narkysauka Ta aHanizia Gyno nepernaiyTo Ta BeTaHoBCHO Bignesianicrs GMP, (GMP Ceprutdpirenr No202 /HPF/FR/89 5ip
07.06.2021), \ I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/Tabelling and quality contro! at the al i i

with the specifications that are in registration dossier (or with specifications in the Marketing Authorisation of the manufacturer's country or importing

Bucuosox \ Conclusion: ¥noBuoeazena ocofa \ Qualified Person:

MoznTsBieii BHCHOBOK Yy BignoeiauocTi go MK \ Positive conclusion Hara\ Date: 15/11/2024

aceording to QCT requirements
HNewarka \ Stamp
Dara sunycey\ Date of release: 25/10/2024
IHHOTEPA LUVY3I\INNOTHERA CHOQUZY

Flinnue\ Signature: E.SPETOH\E, BRETON

INNOTHERA CHOUZY
15 MOV, 2024 [
/ s

\\\_}

BRETO

E.
Pharmacien Responsable

erimairg
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