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JABOPATOPISI IHHOTEK IHTEPHACBUOHAJIL \ LABORATOIRE INNOTECH INTERNATIONAL
BupoGuuru: \ Manufacturers:
Bupoduur, sionogidcrvnut 1 nakyeaius, koumpoan § sunyer cepii: | Manufacturer responsible for packing. control and baich
release:
THHOTEPA HTY3IVINNOTHERA CHOUZY
Pio Peue Hlaurepo, Hlysi-ciop-Cic, Bamoap-ciop-Cic, 41150, @paunig \ Rue Rene Chantereau, Chouzy-sur-Cisse. Valloire-sur-
Cisse. 41150, France
Bupobuur, sionosioaivunii sa supodnuymaen in bulk:\ Manufacturer responsible for in bulk:
IHHOTEPA IIV3IVINNOTHERA CHOUZY
Pio Pene Hlanrepo, Hlyzi-ciop-Cic, Basnoap-ciop-Cic. 41150, ®@panuis \ Rue Rene Chantereau, Chouzy-sur-Cisse, Valloire-sur-
Cisse, 41150, France

CEPTH®IKAT AKOCTI Xe \ QUALITY CERTIFICATE N° 040001298970

ITpoaykr: Honimunake, kancyau sarinaasui No 12 (6x2) y Gusicrepax \ Product: Polygynax, vaginal capsules Ne 12
(6%2) in blisters

Axrrsni peuvosui: 1 kancyaa sarivassia MICTHTL Heomiumuy cyaodary 35 600 MO, nogimikeuny B cyasdary
35000 MO, snicraruny 100 000 MO \ Active ingredients: | vaginal capsule contains neomycin sulfate 35 000 1U,

polvmymn B sulfate 35 000 1U, nystatin 100 000 YU Homep cepit |
Pecerpattiitne noesiauenns (PIT): Ne UA/10193/01/01 six 17.01.2020 Rbg,lsn ation certificate (RC): Ne UA/10193/01/01 Batch number:
dd. 17.01.2020 70102

Hlist P11 meoBmencena \ Validity of RC: unlimited
Jlinensis ga supoduuirso (Jurorepa [lysi): Ne M 20/172 sizx 12,10, 2020 \ Manufacturing license (Innothera Chouzy):
Ne M 20/172 dd. 12.10.2020

Jara rurororaenng \ Manufacturing date; 07/2024 Kisekicrs npoayxuii # cepil (ynakosox) \ Number of boxes per batch
Tepsin npuaarnuocti A Expiry date: 06/2026 (packs): 24192

Anaais sriguo suMor aiiowx MKS na npenapar Hoabxnnare, kancyau sarinaanni Ne 12 (6x2) y (mimepax \ Analysis according to the
current QCT (quality control techniques) requirements for the product Polygynax, vaginal capsules Ne 12 (6x2) in blisters

Haitmeuysamus Meroau kouTposo \ Bumorit MKH (eneundirkania) \ Pesyaprarn\
noKazHuKis \ Control methods QUT (specification) requirements Results
Characteristics
Oniic \ Description Biszyaapno \ Visually T'neuiki, oBaasHI KANCYNH Bi CBITSQ-XKOBTOIO JIO KOBTOIO Bixnosizae \
koanopy § Smooth, oval. pale yellow to yvellow coloured capsules Complics
Inenrndivaain \ Identification
Ilpy Briyeky: XpoMatorpama, ska OTpuMana juis
AOCHKY BAHOTO PO3UMHY, € CHTHUHOIO XpoMarorpasi. sxa
€.D. (2.2.279* \ Eur.Ph. OTPUMAHA Z1il5 CTAHAAPTHOTO PO3IHHY \ Bisosizac \
) (2227* A o Chromatogram obtained for the sample solution is Complies
Heomituny eyspdar identical to the chromatogram obtained for the standard sotution
Neomycin sulfate Ulporsron repminy npuaarnocti: - \ At shelftlife: NA
Upu sunveky: [puceyraicrs fowin 308,2 & 0,7 Jla 1a 615,3
€., (2.2.292.2.43)\ = 0.7 Jla \ At refease: preserzc;;!;t[')i?ns 3082 0.7 Daand 615.3 Biosiias
D, (222922480 [porsrom Tepminy upuaarioctis - V At shel-life: NA Complies
Ulpu srntycky: Xpomarorpama, sika oTpamMana s
. JOCHLTKYBAHOTO POZUALY. € JACHTUHMHOIO XPOMATOrpaMi, sika
G, (2.2.279%\ Eur Ph. OTPHMEHA U1 CTAHAAPTHOTO PO3MMITY \ Bimnorizac\
(2.2.27)* At release; Chromatogram obtained for the sample solution is Complies
HMoxivixenuy B ey ndar\ ) identical to the chromatogram obtained for the standard solution
Polymyxin B sulfate Iporsrom repainy npuaaruoctis - \ At shelf-life: N
Hpu sunyegy: NMpucyruicrs ionin 401,9 £ 0.7 Hd Ta Bianosinac\
€D, (222902243 \ | 602.4 £ 0.7 Jla\ Atrelease: Prosence of ions 401.9 £ 0.7 Da (,‘ompiics
Bur.Ph. (2.2.29/2.2.43)* and 602.4 4 0.7 Da
Llporsron tepminy upuaaruocti: -\ AL shelf-life: NA
€., (2.2.27)% \ Eur.Ph. Hpy punvery: Xpomarorpama, ska 0TpHMana s
(2.2.27)* AOCHTKY BAHOTO POZHUHY, € DICHTHUHOK XPOMATOIPaM. siKa
OFPUMALA UIH CTAIEPTHOTO PO3UHHY \ Biaosigae \
Atrelease: Chromatogram obtained for the sample solution is Complies
identical 1o the chromatogram obtained for the standard solution
Flicrariu \ Nystatin Hporsvom Tepminy npuaarnocti: -\ At shelf-life: NA
[lpu sunyexy: Hpueyruicts ionis 926,6 £ 0.7 Jla\
At release: Presence of ions 926.6+0.7 Da
b, (2.2.29/2.2.43)%\ Uporsroa repaiuy_npuaarnocri: - VAt shelf-dife: NA Bijnoninach
Bur.Ph. (2.2.29/2.2.43)* Complies
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poayxr: Hosbrusake, kancysum sarinaasmi Ne 12 (6x2) y 6uicrepax \ Product: Polygynax, vaginal capsules Ne 12
(6x2) in blisters

Axrvnii pevossur: 1 kancysa sariHaabEa MictHrh HeominuHy cyasgary 35000 MO, nonimikenuy B cyandary
35000 MO, wicratuny 100 000 MO \ Active ingredients: 1 vaginal capsule contains neomyein sulfate 35 000 1,

polymyxin B sulfate 35 000 1, nystatin 100 000 YU Homep cepii\
Peecrpauiitie nocsivenns (PIT): Ne UA/10193/01/01 sia £7.01.2020 \ Registration certificate (RC): Ne UA/10193/01/61 | Batch number:
dd. 17.01.2020 70102

Hist PIT: neobmeswena \ Validity of RC: unlimited
Jinensis na sapoGumurso (Tumovepa lysi): Ne M 20/172 six 12.10.2020 \ Manufacturing license (Innothera Chouzy);
Ne M 20/172 dd. 12.10.2020

Cepenust maca\ Average  [3naxynauus\ Weighing 2,375 - 2,625 1\ 2.375 - 2.625 g 2433
0858 2,375-2,62 375-2.625¢ 2,433
T N et o lpw sunyexy: ¥ sizoosiaiocr go €.\ Bixnosinae \
()fomp AMATE pach | G (2’9‘3 )_* \*hur.l’h Atrelease; According to Eur,.Ph. Complies
Uniformity of mass (2.9.5) Lporsrov tepminy apuaarnocri: -\ At shelf - life: NA
Posmamannst \ €D, (2.9.2)" Lur.Ph. . ‘ N Binnosizae \
Disintegration (2.9.2)* !h‘c.!m 30 XR. p(.)f.i.!l’d}‘li»)!;lllfl AOCHLACTLCS ]\) Complies
After 30 min, disintegration is achieved
Kinbricne BusHatenns \ Assay
Heomimny cyimdar €.0. (2.7.2%\ Eur.Ph. Bia 31,5 ~ 10 a0 38,5 x 10} MO/kancysa\ 334 %103
Neomycin sulfate (2.7.2)* From 31,5 x 10% 10 38.5 x 10° [U/capsule
Hoisixeuny B cyavdar\ | ¢ . (2.7.2)% \ Eur.Ph. B 31,5 x 10% 10 38.5 = 10° MO/kancysna\ 36.27 107
Polymyxin B sulfate (2.7.2) From 31.5 » 10% to 38.5 » 10% 1U/capsule
Hicrarnu \ Nystatin ) Bt 90 ~ 10 a0 110 x 10° MOAcancya \ 97= 104
€. 9. (2.7.2)*\ Eur.Ph. From 90 » 10% to 110 x 103 IU/capsule
(2.7.2)*

1Y sionosionocmi 90 €., 2.9.2. d) crOCTepiaaenines po3pUE HCeAannosoT OBOAONKY PEXMIEAHOT G0 GarinamHol RANCYAU, MO QO3EIIAE GUELBHUMNCS T
saicmy abo a) crocmepizacmucst nostie posuusenns s According to Ph. Eur. 2.9.2. d) rupture of the gelatin shell of vectal or vaginal capsules occurs allowing
release of the contents or a) dissolution is complete.

*ilirove end. €., \ EurPPh, current edition

- mecn we 1pogodnmpes A NA

st #t 3acsizeyio, o wase/csHa st indopmanis € A0CroBipHoIo Ta Tounoto. Lo cepito npoaykuii 610 siupotaeno (skavsaons NAKY BAHHN/MAPKYBAKHS ) TR
HPOBEACHO KOHIPOL T 1KOCTI Ha BHINC3A3HANCHIN Jiabhuui ¥ noBRil RIOBIAHOCTE 3 BuMOramy GMP, RCTAHOBACHIIA MICUCBAM PEIVIATOPHINM OPranoy, a
TAKOR BIANOBIHO 10 cueuupikaniin, mo MicTarses y pecerpauifnomy 40che (alo Toproill AitcHsii kpainu-supotunka aGo RPAiHM-IMIOPTEPA, AKIO HPOAYRLLO
imnoprosano, abo y aocke cuctupikaniil na rpenapar AN A0CH HKYBAHOFO Aikapehroro 3acofy). MpoToko:n BUPOTHHITEA, NAKYRaHUs Ta auatizis Oyao
TEPCHAHYTO T2 BCTAHORICHO BiiNoBinicts GMP. (GMP Ceprudirar Ne2021/HPF/FR/89 pin 07.06.2021). \ [ hereby certify that the above information is
authentic and accurate. This batch of product has been manufactured. including packaging/labelling and quality control at the above mentioned site in full
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 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/HPF/FR/089 dd. 07.06.2021).

Bucnonox \ Conclusion: Yuosnosaxena ocoba \ Qualified Person:
Hoswrusnuii BucHosox y sinnosianoeri xo MKA\ Jlara\ Date: 09/09/2024
Positive conclusion according to QCT requirements IMesaria \ Stamp
Hara sunyexy\ Date of release: 0570972024 THHOTEPA HIV3I INNOTHERA CHOUZY

Minnue\ Signature: P AJIC\ P ALET
Bacryrnmg Yiosnosaxenol ocofu \ Deputy Qualificd Person

Patrice ALET
Pharmacien Resoonsable Intérimaire
_ANNOTHERA' CHOUZY
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JEPKABHA CJIVIKBA 3 JTIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KHIBCHKIN OBJIACTI

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

BUCHOBOK
Npo AKICTH BBE3¢HOr0 B YKpaiHy JiKapchbKoro 3acody

15.01.2025 Ne 644/25/10

NOJIDKMHAKC

(HaliMeryBalHs TIKAPCHKOTO 308y 3riAHO 3 PeccTPaliiHNAM NOCBI A EHHIM)
KamncyJM BariHaJbHi; mo 6 kancyJ y 6Jicrepi, no 2 6Jictepu B KapTOHHIl KopoOui

(dopma BHITYCKY, J03yBAHHS, BUA MaKyBaHHS JlikapchKoro 3acoby)

Homep peecrpariiiroro noceiguenas UA/10193/01/01 crpox ii peccrpauiitnoro nocsigdenns 01.01.2099

Cepis nikapcskoro 3aco6y Ne 70830 KinbKicTs BBE3€HOTO JTiKapehkoro 3acoby 672
Bupo6uux Innotepa y3i, ®panuis
(naiiMenyBaHHs BUpOOHUKA JTIKapChbKOTo 3aco0y, KpaiHa MOXOMKEHH:)
Breseno B Ykpainy CrninbHe YKpaiHCHhKO-eCTOHCHLKE MiANMPUEMETBO Y ¢popMi ToOBapucTBa
3 o6MexkeHolo BixnosiganeHicTIo "OnriMma-®apm, JITHL", ineur. koa:
21642228

(HaliMeHyBaHHs Ta kox 3a €APTIOY wpuanuHoi ocoby abo npissuile, iM'a, o 6aTbKOBI (isHTHOT
ocoGu ~ minnpHeMus, 1l Micue NpoXHUBAHHS Ta peccTpaLiiftHiit HoMep 06J1iKOBOT KAPTKW NMAATHHKA
nojatkis abo cepis Ta HOMep racropra)

Hpotoxon Bizyansnoro xonrpomo six 14.01.2025 Ne 0030/4.

3a pesymbTaTaMu  J€pHKaBHOTO KOHTPONIO BCTAHOBNEHO, W0 Jiikapcbkuit 3aci6 BBeseno B Ykpainy 3
JOTPHMAHHSAM BrMOr 3aKOHOABCTBA 10O 3a6e3MIeUeHHS AKOCTI TiKapChK1X 3acobiB.

va\ﬂh Wh
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Onrra €EPBOMEHKO

(nianuc) {ininiamy Ta npissHILe)




JIABOPATOPISI IHHOTEK IHTEPHACBHOHAJIL \ LABORATOIRE INNOTECH INTERNATIONAL

BupoGia: Y Manufacturers:

Bupodnik, sionoaioaaviiit 34 RAYGANHS, KOIHPOAL | GUAYCK COPIL: Manufacturer responsible for packing, control and bateh

release:

IHHOTEPA HIY3I\VINNOTHERA CHOUZY
Pio Pene Wasrepo. IHysi-clop-Cie, Basoap-clop-Cic, 41130, ®panuis 3 Rue Rene Chantereau, Chouzy-sur-Cisse. Valloire-sur-

Cisse. 41150, France

Bupaduuk, sionosidaivuid sa gupodnuymeo i bulk:s Manufacturer respansible for in bulk:
THHOTEPA WIY31\VINNOTHERA CHOUZY

Pio Peue [arerepo. 1ysi-ciop-Cic. Bamoap-clop-Cic. 41150, dpanuis \ Rue Rene Chantercau, Chouzy-sur-Cisse, Valloire-sur-

Cisse. 41130, France

CEPTHW®IKAT SKOCTI ¥\ QUALITY CERTIFICATE N° 040001320986

Ipoayer: Tloaixnuare, waneys avinaasui N 12 (6X2) y daicrepax \ Product: Polygynax, vaginal capsules Ne 12

{6x2) in blisters

AKTHBHI pedosding | Kaleyaa BaridailbHa MicTHTh Heominuiy cyawdaty 35000 MO, nosimikcuuy B cynndary
35000 MO, nictatuny 100 000 MO \ Active ingredients: | vaginal capsule contains neomyein sulfate 35 000 U,

polymyxin B sulfate 35 000 U, nystatin 100 000 1U
Pecorpadiie nocsiavens (PHD: N UA/I0193/61/01 sia 17012020 Registration certificate (RC): Ne UA/T0193/01/01

dd. 17.61.2020

Jis PIE neobamenena \ Validity of RC: anlimited
Jlineris wa pupoGumiso (lnnorepa Hysi): Ne M 20/172 six 12.10.2020 \ Manufacturing license (Innothera Chouzy):

No M 207172 dd. 12,10.2020

Hoaep cepiis
Batch number:
70830

Jlrra surorosacnns \ Manufacturing date: 0972024
Tepmin npuaarnocri \ Expiry date: 0872026

(packs): 36876

Kisnkicrs npoayknii 8 cepit (yrakosox) \ Number of boxes per baich

AT 3o Basor ditoury MICS! a npenapar Hoaisnuaxe, kancyau sarinaasui Ne (2 (6X2) y daicrepax \ Analysis according to the
current QCT (quality control techniques) requivements for the product Polygynax, vaginal capsules Ne 12 (6%2) in blisters

Haiisenysanust
noxasuuKis\
Characteristics

Meronn RowTpoa \
Control methods

Bumory MK (cneandikauis) \
QCT (specification) requirements

Pesyavrari\
Resuits

Onne\ Description

Bisvassuo \ Visually

I sasiki. OBAABLIT KAUCY M BLA CBITAO-ROBIONO A0 KOBTOI0

Bianosizach

koabopy L Smooth, oval, pale vellow to yellow coloured capsules Complies
Tnesrugivanis \ Identification
Tipy suuveky: Xpomarorpama. sxa o'rpnma'lm AL
AOCABKY BAHOTO POMHIY. ¢ FICHTHHIIOND XPOMaTorpami. ska
Cap, (2.2.27)% 4 Bur.Ph. OTPMMAHA LIS CTAHAAPTHOTO POBUHIY \ Bianonizac
(2.2.27)% “hromatogram obtained for the sample solution is Complics

Heomimny cysishar
Neomycin sulfate

al 1o the chromatogram obtained lor the standard solution
[Iporaros TepMiny apiariocti: - Y AUshelf=lile: NA

Cap (222022400
Fur.bh. (2.2.29/2.2.4]

£ 0.7 Da

poraron Tepainy npparuocti: - 3 A shell=life: NA

Bianosijgac s
Complies

{Toaimicenny 13 cyandar
Polymyxin B sulfate

C.p. (2.2.27 VL. Ph,
(2.2.27)%

{DKYRATIONO POSUHIY. € LACHTHMHOK XPOMATOrPasi, s
OTpUMANA JUls CTAHARPTHONG POSIURY

Chromatogram obiained for the sample solution is

identical to the chromatogram obtained for the standard solution
[Tporsroy tepyiny npuarnocti: - 3 ALshell-fife: NA

Bianosiac b
Complies

C.b, (2.2.2972.2.43)%3
BurPh. (2.2.29/2.2.43)*

Tpreyrnicrs onis 4019 & 0.7 Jla ra
At release; Preseuce of fons 401.9 40,7 Da
and 602.4 :: 0.7 Da

[Iporaron TepMiny npraatuocri: - 3 Alshelf=life: NA

Bianosizach
Complics

Hicrarui v Nystatin

C.a®. (2.2.27)% % BurPh,

[Ipis prrryery: Xpoamarorpama, ska oTpuMalia Jus
AOCALKYBAROTO POBOIEY, € FICHTHMHOIO XPOMATOrpami. ska
QUPHMAHA S CTAApITHoro posdinty
At release: Chromatogram obtained for the sample solution is
identical to the chromatogram obtained for the standard solution
Lporarom tepMiny npiaarnocti: - 3 At shelf=life: NA

Bisnosiact
Complics

Ty sunveky; [pueyruicts fonis 926,6 £ 0.7 Jla®

Atrelease: Presence of ions 926.6:0.7 Da
Cah (2.2.20/2.2.43)43 {ipararos repainy, apwirarogri: - L ALshelflile: NA Riaroniac s
ForPh, (2.2.29/2.2.43)% Complies
2 o
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Iposykr: [ogiskunake, Kaneyan sarinansui Ne 12 (6%2) y Gaicrepax \ Product: Polygynax, vaginal capsules Ne 12
(6x2) in blisters

Axrasui pevomne 1 kaneyia sarinazsia Mictnrn Heomimny eyasdary 35 000 MO, noaimikcnuy B cyangary
35000 MO, wicratuny 100 000 MO\ Active ingredieats: 1 vaginal capsule contains neomycin sulfate 35 000 1U,

polymyxin B sulfate 35 000 IU, nystatin 100 000 1U Hosmep cepii'
Peecrpaniiine nocsizuenna (PI1):; Ne UA/IG193/01/0) sia 17.01.2020 \ Registration certificate (RC): Ne UA/10193/01/01 | Bateh number:
dd. 17.01.2020 70830

Jlis PUT: neodmenena ® Validity of RC: unlimited
Hinensis na supoGumrso (Inuorepa THysi): Ne M 20/172 sia 12.10.2020 % Manufacturing license (Innothera Chouzy):
No M 20/172 dd. 12.10.2020

Cepeanst maca \ Average  [3naxysanists Weighing 3 448
' e ‘ ........ ‘ TR
Qnuopinnicrs Mmacn \ €., (295 Ear.Ph. - According to Eur.Ph Complies
o TR 'n Q) &k s AR & LR
Uniformity of mass (2.9.5) Hporaroy tepyiny. mpuaarnoeri: - Y AUshel - Jifer NA
:’)Omaxmmm\ .. (2'9‘2)*\"Ji“r'l)h‘ TTicast 30 xi. postajanis joesracrses ' Biguesiau 3
isintegration (2.9.2y A 30 XB. POSOAUIHA JQCATALTRCA Somnlics
’ After 30 min. disintegration is achicved? Complis
Kiabkictue susnauenus \ Assay e i _
Heomitmuy cyandar .. (2.7.2)%\ Eur.Ph B33 - 107 0 38.5 - 107 MO/kaneyita 35.9 -
Neomyvein sulfate (2.7.2)% From 31,5 x 107 10 38.5 x 10% [UiZeapsule
| Tonivikeniy 13 cyzndar \ ¢, (2.7.2)%\ Bur.Ph. TTUBiA3LS 7 107 10 38.5 7 107 MO/kancyaa\ 36,7 - 10¢
Polymyxin 3 sulfate 2.7k From 31.5 < 104 10 38.5 < 10% [UZcapsule
R (2.7.2)
Hicrarun \ Nystatin , Bin 90 < 10° a0 110 » 10° MO/kancysa 104 1°
€. (2.7.2)%\ Eur.Ph, From 90 « 10 1o 110 = 10* [W/capsule
(2.7.2)*

UV gidnosionoemi oo €., 2.9. 2. d) cnocmepizacimoes POPUG HCIamnuosor 000201RN PLRMEILHOE G0 6Q2IHAABHOT RANCYU, 1 i It
aaticnty adio a) crocmepicacbes nosie pozaenia © According to Ph. L. 2.9.2. dj vupture of the gelatin shell of rectal or vagmal capsules ocenrs alloving
release of the contents or aj dissolution is complets.

*linowe sud. C. % Eur. Ph. current edition

et e HPOGUOUNIbest s Nod

1M # 3ACBLTMYIO. 110 HABCACH BUINE IDQOPMALGR ¢ A0CTOBIPHOIO T ToMI0K, 110 ¢epito npoaykuil 6y:10 BPOGACHO (BRIIOUMON NAKY BAHUA/MAPKYRANIS) 1
HPOBEACHD KOTPOL §f SKOCTT 18 RIIER3HAvCHifl i y o sLmorLuoct 3 suporasit GMP, BCTaHORACHIMI MICUCRIM PCEVASTOPIIN OPFANON, 2
TAROIK BEANORLATIO A0 CHEUAPIKANIHL WO MICTITHLES ¥ peceTpaiiiiiomy suene (abo roproii aiueirsii kpait-srpodinka alo kpaiti-IsIopIepa. HRIL BPOAYRILIO
PMBOPTORAHO, 00 ¥ A0CHC CNCUMPIRALIT 1 BPCTAPAT U1K JOCATDKYBAHOTO Aikapehkoro sacofiy). ITporokoa mupobuitirea, uakyrats 1 ananiiR Gy
REPErAAHY 10 T BCFHOBICHO Biaoslmicts GMP. (GMP Cepragivar Ne2021/HPE/FRA8? ix 07.06.2021).\ 1 herehy certify that the above information is
authentic and aceurate. This batch of product has been manufactured. including packaging/labetling and quality control at the above mentioned site in full
compliance with the GMP requirements of the locat Regulatory Authority and with the specifications that are in registration dossier {or with specitications in
the Marketing Authorisation of the manufacturers country or importing country if’ the product is imported. or product specification file for investigational
medicinal product). The hateh processing. packaging and analysis records were reviewed and found 1o be in compliance with GMP (GMP Ceriificate
021/HPEF/FR/089 dd. 07.06,2021).

Bucnonox \ Conclusion: Yiosuosamena ocoba \ Qualified person:
Iosurusumit Bucnosor y sianosiaocri go MK\ Hara Date: 1971172024 ’
Positive conclusion according to QCT requirements IMewarka\ Stamp
Jlara sunyery\ Date of release: 18/11/2024 IHHOTEPA Y3V INNOTHERA CHOUZY

TTiaime A Signature: AAPHOTY VA ARNAUTU
Menemiep Cueremu sadesncuenns skoeti mpoiykry § Product Quality
Assurance Manager
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INNOTHERA CHOUZY
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