HAEPKABHA CJIYXBA 3 JIKAPCBKHX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI

npog. Hanii Ceitnuysof, 3, 02099, Ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Koa €JIPTIOY 37079055

BHCHOBOK
npo SIKiCTH BBE3eHOro B YKkpainy JiikapcbKoro 3acofy
19.09.2023 Ne 47885/23/26
BITIEHEM

(HaliMeHyBaHHA NikapcbKoro 3acoby 3rilHO 3 peecTpaUIfHHM NOCBIAYEHHAM)
NOpoOmOK ANsA po3uuHy aAas indysiit mo 500 mr/500 mr y ¢paraxonax no 10 ¢paaxonis B
KapToHHiH KopoObui
(bopma BUMyCKy, 103YBaHHA, BUA NAKyBaHHA NiKAPCHKOTo 3acoby)

Homep peectpauiitnoro nocsinuenns UA/18809/01/01 crpox aii peectpauifivoro nocsinyenns 28.06.2026

Cepis nikapcukoro 3acoby Ne 0001 E2 KinukicTs BBeseHoro nikapcskoro 3acoby 1001
BupoGHuk ALIC IOBDAP C.ILA., Itanis
(nakiMeHyBaHHA BHpoOHHKa Nikapchkoro 3acoby, kpaiHa noxokennn)
BseseHo B Y kpainy ToBapucTBO 3 00Mexenoio BignosinaasuicTio "BYCT ®APMA",
inenT. won: 44107410

(HaAMenyBaHHA Ta koa 3a €APTTOY opuanunoi ocobu abo npissuue, iM's, 11o 6aTbkobi
¢iznunoi 0cobH - nianpremus, iT MicLe NPOXHBAHHSA Ta peecTpauifinuit HoMep obnikosol
KapTKH NJaTHHKa noaarkis abo cepia Ta HOMep nacrnopTa)

MpoTokon sisyansHoro xontposmo sin 19.09.2023 Ne 2829/1.

3a pesyasTaTaMH JEPXKABHOrO KOHTPOJIO BCTAHOBJIGHO, LIO JlikapchbkHii 3aci6 BeeseHo B Vkpainy 3
JAOTPHMAHHSAM BHUMOr 3aKOHOJABCTBA 11010 3abe3neyeHHs AKOCTI Nlika

Muxkona XOJIOAEHKO

(nimmr:') (iniuianu Ta npissMie)




W ACS DOBTFAR S.p.a.

CepTH(ikaT BHIMYCKY cepii roTOBOro MPpoaYKTY
1. Haiimenypanns npoaykty: BIIIEHEM, nopomok ajs po3unHy Ad ingysiii, 500 mr/ 500 mr y ¢uiaxoni
2. Kpaina-imnoprtep: YKpaina
3. Homep peecTpaniiiiHoro mocBiTueHHs Jikapcbkoro 3acody: UA/18809/01/01

4. Koanentpanisa: Imenenemy mororiapary S30 mr, mio Bizmosigae S00mr Imenenemy
Harpir nuiaacratary S30 mr, mio Bignosigae S00mr Innacratary

5. JlikapchKka (popMa: cTepaJIbHHH HOPONIOK

6. Po3mipn ynakoBKH (BMicT KOHTeliHepa) Ta THHI (HAOPHKJIAA, (JIAKOHH, IIIIKH, 0dicrepn): 10 ¢paakoniB y
KAPTOHHIi Kopoomi

7. Homep cepii API: F3000513 0030E2 (ACS) 990068 0027E2 (API SUPPLIER)
8. Kog rorosoro mpoaykry kommasii AIIC JTodogap /momep cepii: F1001623 / 0001E2

9. lata npHAroTYBAHHA/BATOTOBJIeHHS: 05/2022

10. Tepmin npagaTHocTi: 05/2025

11. KinbKkicTh BENYIIeHAX ouHANG: 20180 ¢uaakonis / 2018 ynakoBok

12. KinbKicTh BigBaHTA:KeHHX oqHHHAND: 20160 Ppaakonis / 2016 ymaxkoBok

13. Ha3Ba Ta ajgpeca MicIi BHTOTOBJIeHHS, IAKYBAHHS, KOHTPOJIK SIKOCTi TA BHIIYCKY NAPTil rOTOBOr0 NPOAYKTY:
ATIC JOBDAP C.n.A. HYKJIEOQ IHIYCTPIAJIE C ATTO (JIOK. C. HIKOJIO’A TOPATHO), 64100-TEPAMO (TE) — ITAJIIA

14. Homep ninensii Ha BHpodHUNTBO/ CepTH(iraT Binnosinnocti GMP: IT/53/H/2019
15. Pe3yabTaTH aHATI3Y:
JIuB. momaHI cepT(ikaT aHaIi3y, Buganmi 18 :koBTHE 2022 p.
Bci pe3ynsTaT BilMOBiIaoTh crerdikaii
16. KomeHTAapi / 3ayBa:KeHHS :
V mporeci BUTOTOBJICHHS, ITAKyBaHHA Ta BIIIPOOYBaHHS Ii€l mapTii BISBICHO:
X KOJHIX BIIXILIEHb, AKi MOXKYTD BIIHHYTH Ha BUITYCK IPOIYKTY
O BiIXIUICHHS, AKi MOXXYTh BIUINHYTH Ha BHITYCK IIPOAYKTY (JIUB. J0JATOK)

O JOJaTKOBA BilIIOBiTHA iH(OpPMAIIiS MO0 SKOCTI MapTil J0Ja€ThCS

17. 3asBa npo cepTHdikanir:

Il 3acBiguyro, IO HaBeJeHA BIINE iH(opMaIlid € ayTeHTHYHOIO Ta J0CTOBipHO. LI mapTis mpoaykiii 6yiIa BUTOTOBIIEHA
(BKITIOYArOYN IMAaKyBaHHA Ta 3OiIICHEHHI KOHTPOJI SKOCTI Ha BIHINE3TaJaHOMY MicIi (MicIax)) BigmoBigHo mo Bumor GMP
MICIIEBOT'O PETYIATOPHOTO OPraHy Ta CIICII(iKaIliil, 3a3HaueHIX v PeecTpaIliilHoMy IIOCBiT9eHHI JIiKapchKoro 3aco0y KpaiHiI-
iMmoptepa. Bylo mepeBipeHO Ta BCTAHOBICHO, IO JOKYMEHTH 3 0OpoOKIl, IakyBaHHA Ta aHANI3y IApTil BiamoBimarTh

suMoraM GMP; :xoqHHX BiTXH/IeHb He 3a(iKkcoBaHO (INB. KOMeHTAPi / 3ayBake HHS BHIIE).
18. ligmuc kBagiikoBanoroe (axiBus, SIKHH Ja€ MPpaBo HA BHIYCK MAPTii roToBOro NPoAyKTY, Ta AaTa MiAMHACAHHS:

Migmnac/

JoxTop Imanus Hepowi,
YIOBHOBA:KeHA 0C00a

24 :xoBTHA 2022 p.



L JACS DOBTAR Spa,

Sede Legale

Viale Addelia, 4/12 - 20067 Triblano (M) - ITALY
Sade Amministrativa

Viala Colleani, 25 - Palazzo Pegaszo Ingrasso 3

20864 Agree Briianza (ME) - ITALY

www.acsdoblarit - amministrazione@pec scsdobfarit
Tel 02 90653.1 — Fax 02 9064566 - Codice SDI. X46AXNR
ACS Dobfar Sp.A, (formerly Facta Farmacautici SpA)

Manufactured in: ACS Dobfar S.P.A - Mucleo Industrale S, Atto S. Nicold a Tordino (TE)

CEPTH®PIKAT AHAJIZY
IIpoaykr JaTa BHpoOHHUIITRA
BITTEHEM mopomiok 500Mr/500 Mr 05/2022
Kona Cepis Ne Bara HeTTO TepMiH IpHIaTHOCTL
F1001623 0001E2 NR 20180,0000 05/2025
Penaktrisg Ne 1 KinekicTs maKyBaHb Amnami3z Ne 3riHO 3 VKpaTHCEKIIMI
N.A. N.A. crerudikai aMu

30BHINMAI{T BITIAT

CkygHMII G1akoH 3 TOPOIIKOM KOJBOPY Bif 6ioro 10 Maibke 6imoro abo cBiTIO (61i10) JKOBTOTO

Tectn PesyasTati Cremuidikarii OJIIHIII BIIMi PFOBAHHSA
IneHTngikamia:
- BEPX/HPLC Io3uTHBHHIT Io3uTHBHMIT /
- Vo/uUvV Io3uTHBHHIT Io3uTHBHMIT /
30BHIIHII BUTTILT Bigmnosigae Biamosigae /
BiTHOBIESHIIT PO3IIH;
- [ToBHOTa PO3WITHEHHS 1 IIPO30PICTh PO3UHHY Bigmosigae Bigmogigae /
- BHIHMi 9acTOYKH Bigmosigae Bigmosigae /
Komip po3dnHy X7 <=Y6 /
Yac BIIHOBICHHA 80 <=90 CEeKyHIH
pH 72 BT 6.5 00 8,5 omHmi pH
BTpaTi IIpH BUCYIIYBaHHL 0,8 <=24 %
KimekicHe pi3HaueHHA (BEPX)
- IMimeHem 97.4 95,0-105,0 % BT 1a0. KUTbK. IMim.
- Immacratina 101,1 95,0-105,0 % Bijg mab. KiIBK. Immact.
JloMitmKm
CrrenndikoBaHi ineHTH(IKOBaHI JOMIIIKH:
- TiemaMmimH (Thienamycin) (ImimeHeM, 0,25 <=10,60 % ImimeHeMa
Jowmimkn A, EBporneiicbka @apMaKoIes)
- Cynbetokcin (Sulfoxide) A+B (IlinacTariH, 0,05 <=0,40 % ITimacTaTHHa HATPIIO
Jowmimkn A, €EBporneiicbka @apMaKoIes)
- Homimxka RRT 1,6 0,02 <=0,15 % IMmimeHeMa
- MoMimka 5 N.D. <=0,40 % ITimacTaTHHa HATPIIO
- MoMimka 8 0,03 <=0,15 % ITimacTaTHHa HATPIIO
CrrendikoBaHi HeileHTH()IKOBaHI JOMIIIIKIL;
- MoMimka 3 <0,0054 <=0,10 % ITimacTaTHHa HATPIIO
OxpeMa HecIieI(iKoBaHa JOMIIIIKa 0,06 <=0,10 % ITimacTaTHHa HATPIIO
3arajbpHa KiUIbKICTh JOMIIIOK 0,7 <=25 %
3BaKeH| YaCTHHKI:
- YaCTHHKH >= 10 MiKpoH 93 <=6000 YacTHHOK/(1akoH
- YaCTHHKH >= 235 MiKpoH 7 <=600 YacTHHOK/(1akoH
ITeuartka:
Hoxrop ITnuamus Hepowi,
YIIOBHOBakKeHa ocoda
24 xoBTHA 2022 p.
ITs nixapceka pedoBIHA OyIa BIIpodieHa BiIIoOBiNHO 1o BiMor GMP Crop. 1/2

TIprmviTEr:

Penaxitis Ne 1.0 Bix 30 cepmaa 2021 p.

TepMiH OpIIATHOCTI BLIPaXOBYETECA BT 1aTI
BIIPOOHIIITEA CTePIUILHOI CYMINI, a He Bil HaTi
3aIIOBHEHH: (hIaKOHIB.

JlaTa BINIYCKY:
18 xoBTHA 2022 p.

Tlizipo31in KOHTPOMO SKOCTI

/mipmme/
Ixyiia Bapordeni




ACS DOBTAR S.p.a.

Sede Legale

Viale Addetta, 4/12 - 20067 Tribiano (MI) - ITALY

Sade Amministrativa

Viala Colleani, 25 - Palazzo Pegaszo Ingrasso 3

20864 Agraie Brianza (ME) - ITALY

www.acsdoblar.it - amministrazione{@pec scsdobfar it

Tel 02 90653.1 — Fax 02 9064566 - Codice SDI. X46AXNR

ACS5Dobtar Sp.a, (formerly Facta Farmaceutici SpA)  Manufactured in: ACS Doblfar S.P.A - Mucleo Industrale S, Atto S. Nicold a Tordino (TE)

CEPTH®PIKAT AHAJI3ZY
IIpoaykr JaTa BHpOOHHUIITBA
BITTEHEM mopomiok 500Mr/500 Mr 05/2022
Kona Cepis Ne Bara HeTTO TepMiH IpHIaTHOCTL
F1001623 0001E2 NR 20180,0000 05/2025
Penaktrisg Ne 1 KinpkicTh aKkyBaHb Awnamis Ne 3rijgHO 3 VKpaiHCHKIIMI
N.A. N.A. crieru ikaniaMn

30BHINMAI{T BITIAT

CkigHMII (G1akoH 3 TOPOIKOM KOJBOPY Bif Oioro 1o mMaibke 6ioro abo cBiT/IO-KOBTOTO (011 10-KOBTOT0)

BIPOOHIIITEA CTePHILHOL CYMINI, a He Bil JaTi
3aIIOBHEeHH: ()IaKOHIB.

Tectu PesymsTaTnl Crermudikarii OJLIHIII BIIMi pFOBAHHA
OIHOPITHICTE T030BaHIX OIHHIIE Bigmosigae Biamosigae /
ITimicHICTE KOHTEITHE pY/KPIIIKI Biamnosigae Bigmogigae /
ITakyBaHHA | MapKyBaHHA Bigmosigae Bigmosigae /
BaktepiamsHi eHgoTokcnHn (JIAJI-Tect) <0,17 <=0,17 OIHHHIB
€HIOTOKCIHY/MT
CTepIIbHICTE Bigmosigae Biamosigae /
IleuaTxka:
Hoxtop ITnxima HepoHi,
YIIOBHOBakKeHa ocoba
24 xoBTHA 2022 p.
11 mikapchKa pedoBHHA OyiIa BipoOieHa BimoBiaHo g0 Bimor GMP Crop. 2/2
TIprmviTEr: Jata BIITyCKY: T1inpo3 i1 KOHTPOMO AKOCTI
Penaxttisg Ne 1.0 Bix 30 cepmaa 2021 p. /i e/
TepMiH IPHIATHOCTI BiIPaXOBYETLCS Bill 1aTi 18 xoBTHA 2022 p. Ixynia BapoHdeni
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MS DOBFAR

Certificate of Final Batch Release

1.Name of product: VIPENEM,powder for solution for infusion,500mg/500mg in vial
2. Importing Country: Ukraine
3. Marketing Authorization Number; UA/18809/01/01

4, Strength/Potency:Imipenem monohydrate 530mg equivalent to 500mg
Imipenem and Cilastatin sodium 530mg equivalent to 500 mg Cilastatin

5. Dosage form(pharmaceutical form):sterile powder

6. Package size (contents of container)and type(e.g.vials,bottles,blisters):10 vials in carton box
7. API batch number: F3000513 0030E2(ACS ) 990068 0027E2(API SUPPLIER)

8.ACS Dobfar Finished product code batch number F1001623 0001E2

9. Date of fabrication/manufacture:05/2022

10.Expiry date:05/2025

11.Quantity released:20180 vials/ 2018 packs

12.Quantity shipped:20160 vials/ 2016 packs

13. Name and address of fabricator(s)/manufacture(s)-manufacturing site(s),

ACS DOBFAR S.p.A NUCLEO INDUSTRIALE S.ATTO (LOC.S.NICOLO’ A TORDINO)-
64100-TERAMO (TE)-ITALY

14. Number of Manufacturing Licence/ Certificate of GMP Compliance:IT53/H/2019

15. Results of analysis
See the attached certificate of analysis released on: October 18,2022

16. Comments/remarks: During the course of manufacturing, packaging and testing of this batch there were:

i no deviations that may influence the release of the product
o deviations which may influence the release of the product (see attachment)
o additional relevant information regarding quality of batch is attached

17. Certification statement:

1 hereby certify that the above information is authentic and accurate. This batch of product has been
fabricated/manufactured, including packaging and quality control at the abovementioned site(s) in full compliance with
the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of
the importing country. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, without any deviation (see Comments/remarks above).

18.Signature of person authorizing the batch release and date of signature:

k\¢ 3 \NL&Q

Dott.ssa (‘m?m Neroni
QUALIFIED PERSON

26 0TT 202



&%‘
ACS DOBFAR
Sede Legale

Viale Addetta, 4/12 - 20067 Tribiano (MI) - ITALY

Sede Amministrativa:

Viale Collecni, 25 - Palazzo Pegaso Ingresso 3

20864 Agrate Erianza (MB) — ITALY

www.acsdobfar. it - amministrazione@pec. acsdobfar it

Tel. 02 90693 1 - Fax 02 9064566 - Codice SDI: X46AXNR

ACS Dobfar Sp.A. {formerly Facta Farmaceutici SpA) Manufactured in: ACS Dobfar S.P.A.- Nucleo Industriale §. Atto S. Nicold a Tordino (TE)

-~

CERTIFICATE OF ANALYSIS

Product Date of manufacture

VIPENEM powder 500mg/500mg 05/2022

Coda Balch N Cuantity Expiration date

__F1001623 0001 E2 ~ NR20180,0000 05/2_9?_5_ J

M. of packagas Analysis record N According to
| REVISION Nr. if N.A. N.A, Ukrainian specification )
rA arance R
[-?IT&SS VIAL CONTAINING WHITE TO ALMOST WHITE OR LIGHT (PALE) YELLOW POWDER
Tests Resulls Specifications Unit, LL'_T:

Identification:

- HPLC POSITIVE POSITIVE /

- U POSITIVE POSITIVE /

Appearance COMPLIES COMPLIES /

Constituted solution:

- Completeness and Clarity of Sol. COMPLIES COMPLIES /

- Particulate Matter COMPLIES COMPLIES /i

Colour of Solution Y7 <=Y6 /

Reconstitution time 80 <=90 Seconds

pH 7.2 6.5 T0 8.5 pH Units

Loss on drying 0.8 <=2.4 %

Assay (HPLC)

- Imipenem 97.4 95.0 TO 105.0 % of lab, amount of Imip.

- Cilastatin 101.1 95.0 TO 105.0 % of lab.amount of Cilas,

Related Substances

Specified Identified Impurities:

-Thienamycin (Imipenem Imp.A 0.25 <=0.60 % as Imipenem

Eur. Ph.)

- Sulfoxide A+B (Cilastatin 0.05 <=0.40 % as Cilastatin Sodium

Imp.A Eur. Ph.)

- Impurity RRT 1.6 0.02 <=0.,15 % as Imipenem

- Impurity 5 N.D, <=0,40 % as Cilastatin Sodium

- Impurity 8 0.03 <=0.15 % as Cilastatin Sodium

Specified Unidentified Impurities:

- Impurity 3 < (00,0054 <=0.,10 % as Cilastatin Sodium

Single Unspecified Impurity 0.06 <=0,10 % os Cilastatin Sodium

Total Impurities 0.7 <=2.5 )

Particulate Matters:

- particles >= 10 micron 93 <=6000 Particles/vial

- particles >= 25 micron 7 <600 Particles/vial

QUA MFIED PERSON
2.4 07T 2022

\ J
r?r‘is balch has been manufactured, packed and tested under current cGMP conditions PAGE 1 / 2 h
Notes Approval date Quality Contro| = \

REV. 1,0 DATED 30TH AUGUST 2021 f’\@ Oie WL

THE EXP.DATE IS CALCULATED FROM THE PROD,DATE OF UCTUBER 18 2022 )( Giul rOﬂChé 1i

STERILE BLENDING,NOT FROM THE FILLING VIALS DATE
\ y.
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ACS DOBFAR

Sede Legale:

Viale Addetta, 4/12 - 20067 Tribianc (MI) - ITALY
Sede Amministrativa:

Viale Colleoni. 25 — Palazzo Pegaso Ingresso 3
20864 Agrate Brianza (MB) - ITALY

www. acsdobfar.it - amministrazione@pec acsdoblar it
Tel 02 90693 1 - Fax 02 9064566 - Codice 5D X46AXNR

7

ACS Dobfar Sp.A. {formerly Facta Farmaceutici SpA)  Manufactured in. ACS Dobfar S.P.A - Nucleo Indusiriale S. Atto S. Nicold a Tordino (TE)

CERTIFICATE OF ANALYSIS

Product Date of manufactura
VIPENEM powder 500mg/500mg 05/2022
Code Batch M. Quantity Expiration date
F1001623 0001 E2 NR  20180,0000 05/2025
N. of packages Analysis record N, According lo
| REVISION Nr. 1 N.A. N.A, Ukrainian specification
( Appearance
GT;&SS VIAL CONTAINING WHITE TO ALMOST WHITE OR LIGHT (PALE) YELLOW POWDER
Tests Results Specifications Units lé“:?
Uniform. of Dosage Units EP _2.9.140 COMPLIES _ COMPLIES /
Container/Closure Integrity COMPLIES COMPLIES /
Packaging and Labelling COMPLIES COMPLIES /
Bacterial Endotoxins (LAL test) < 0.17 <=(0.17 EU/mg
Sterility COMPLIES COMPLIES /
Doit.ska Cirjzia Neroni
QUALIFIEI) PERSON
246 07T 202
r'ﬂ'sis batch has been manufaciured, packed and tested under cuirent cGMP conditions PﬁGE 2 / 2 i
Notes Approval date Quality Controf
REY. 1.0 DATED 30TH AUGUST 2021 9 QL \'—Q/\
11, EAE DT LS CRLIMONE RN THE, D0 DATE OCTOBER 18 2022 Giulie’Baronchelli
STERILE BLENDING,NOT FROM THE FILLING VIALS DATE
,




JAEPKABHA CJIYXBA 3 JIIKAPCbKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMHX y m. KUEBI

npoe. Haaii Ceitanunoi, 3, 02099, tea. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €IPTIOY 37079055

BUCHOBOK
Npo AIKICTL BBE3€HOro B YKpainy sikapcbKoro 3acofy

17.05.2024 Ne 25745/24/26

BOHABJIACT

(HaliMeny BaHHA JliKapCLKOro 3acoby 3riaHo 3 peccTpauitHuy NOCBIAYCHHAM)
KOHUEHTPAT A8 po3unny aad indysiii, 1 mr/ma;s no 6 ma y gaaxoni; no 1 ¢paakony B
KAapTOHHIH navui

(thopma Bunycky, 203yBAHHA, BHI NaKyBaHHs Aikapcukoro sacaby)
Homep peectpauiiinoro nocsizuenna UA/19287/01/01 crpox aii pecetpauifinoro nocsiavenns 27.03.2027
Cepis nikapcekoro 3acody Ne 0400972 KinbkicTs BBE3eHOro Nikapebkoro 3acofy 1982

BiipoGHik OAPMATEH CA, I'peuis

(HalimenyBanus BupoBHMKa nikapcekoro 3acoby. kpaiua noxoawenns)

Beezeno n Ykpaity Tosapucrso 3 odmexkenoio Bianosiaaabuictio "bYCT ®APMA",
inent. kon: 44107410

(naiimenysanns Ta koa 3a €APTIOY opuanunoi ocolun adu pissiule, iM's, 1o GareKoBl
(pismunol ocobu - nianpueMus, ii MicUe NPOKHBAHHA Ta peecTpauifn1i Homep oGnikosoi
KapTkH naaTHHKa noaatkie aGo cepia Ta HoMep nacnopra)

Mpovokon sisyansuoro kourponio sia 17.05.2024 Ne 1690/2.

3a pesy/ibTaTaMH AEPAKABHOO KOHTPOIO BCTAHOBACHO. WO Jikapcuiuii  3aci0  sseieno s Y Kpainy
JAOTPHMAHHSIM B1NOr JIKOHOJNABCTBA 111010 3abe3neueHHn AKOCTI Nikapchyxux 3acobie.

/-"

0mo) (nianue) (i a npissinne)

Mukosia XOJIOJIEHKO

L]




4 Pharmathen

Innovation inspired by life

Code: COAQMO01IBA6MLIV_MISTRAL_UA

Version: 001

Date: 27/04/2022

CEPTU®IKAT AHANI3Y

BOHAB/IACT, KOHUEeHTpaT Ana posunHy ana iHdysii, Imr/mn, no 6mn y ¢pnakoni, Nel

Jata eupo6HuyTea: 09-01-2024

BupobHuua cepia: 0306717
Cepia A®I: 1142081
BupobHuk: ®apmarteH C.A.
3siT npo BigxuneHHa: ¥ HI

MNMEPEBIPKA

Onuc

Bisya/ibHMiA KOHTPONb
(sudumi yacmku)

CepepHin 06’em Ha amnyny abo
¢pnakoH Ta Bapiauia o6’emy

pH

BigHoCHa ryctuHa

OCcMONANbHICTL

lgeHTHdiKauia

KinbKicHuid Bmict

CynyTHi gomiwKkn

OpgHopigHIicTb J030BaHUX
o4uHUUb (Bapiayia macw)

CTepunbHIcTb

bakTepianbHi eHAOTOKCHH

MexaHiuyHi BK/IloYeHHA
(Hesudumi yacmeu)

MNosiTpo/BoAOHENPOHUKHICTD

YnaKoeka

BignosiganbHuin 3a KOHTpPO/b
AKOCTI

TepmiH npugaTtHocri: 12-2028
Poamip cepii: 3000 ¢pnakoHie
MocrauanbHuk ADI:

MakyBaHHA: PapmateH C.A.

Cepin: 0400972

NONPAPMA

O TAK (3eim npo eidxuneHHs dodaemeocs)

TEXHIYHI XAPAKTEPUCTUKH

Mpo3opa cknaHa amnyna abo Npo3opuin CKAAHUIA GNAKOH
MicTUTb 6e36apBHMIA NPO30PUI PO3YUMH, NPaKTH4HO Be3 3anaxy,
BiIbHWIA Big YacTOK.

Bes cTopoHHix YacToK

O6'em po34MHY B amnyni/GnaKoHi:
I6aHapoHaT 6 Mr/6 ma: 6,0-6,3 mn

pH: 3,5-4,5
1,000-1,010 r/mn

290 mOcmonb/Kr + 5%
275,5 - 304,5 mOcmonb/Kr

BEPX
Bi4NOBiAae NO3UTUBHIN iaeHTUdIKaLII.

1) Yac yTprmaHHA niky iBaHApPOHaTy B pO34MHaX 3pa3sKis no
BiAHOLIEHHIO 0 PO34MHY NOPIBHAHHA CTaHOBWUTL RT=1,0+0,1 xB.
Yo
2) Y®-cnekTp 3paska signosigae YP-cnekTpy ctaHaapty (YO)

95,0-105,0%
Bif, 3aABNeHOi KinbKocTi ibaHapoHaTy RSD < 2,0%

IBA-5: He Binbwe 0,15%
Byab-sika Hesigoma gomiwka: He Binbwe 0,20%
Cyma gomiwokK: He 6inbe 0,5%

AV: He Binbwe 15

CTepunbHWA
10 MO/mn

TECT 1B
He Binblwe 6000 Ha ¢nakoH > 10 MKm
He Binbwe 600 Ha PNAKOH > 25 MKM

FepMeTUHHUIA NicnA 3aHypeHHA B 1% po34YnH MeTUIEHOBOrO
cuHboro Ha 30 cekyHa npwu 160 mm pT.CT.

KapToHHa KopobKa MiCTUTb BiANOBIAHY KiIbKICTb NPO30pUX
CKIAHMX amny abo cKAAHUX GNAKOHIB 3 IHCTPYKLIE Ta
MapKyBaHHAM cepii T2 TEpMiHY NPUAATHOCTI.

Hikoc Kopganic
CneuianicT 3 NakyBanbHUX MaTepianis / ynoBHOBaMeHa ocoba

dapmateH C.A.
/Niénuc/ 01/03/2024

*HMB (BDL) - Hmxue mexi BuaeneHHs (Below Detection Limit)

Pharmathen S A

Headquarters 44 Kifissias Avenue. 151 25 Marousi, Athens Greece. T +30 210 6604 300. f +30 210 6666 749

Manufacturing site-Registered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 2106

PE3Y/IbTATHU

Bignoeigae

Bignosigae

6,1 mn
3,8
1,008 r/mn

296 mOcmonb/Kr

1. No3nTUBHMIA
2. Mo3UTHUBHMIA

102,1%

RSD: 1,5%
IBA-5: HMB*
Byab-aKa HeBigoma
Aomiwka: 0,05%
3aranom: 0,1%

0,1

CTepuibHUA

< 1,25 MO/mn

10 mem: 40
25 MEm @ 1

FrepmeTnyHo

Bignoeigae

[ata Bunycky:
01-03-2024

604 300, f+30 210 6604 583
Prepared by Eva Malkridaki
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Code: COoAQMO01IBA6MLIV_MISTRAL_UA

Version: 001
Date: 25/05/2021

CEPTU®IKAT BIANOBIAHOCTI
roToBOro NPOAYKTY

HA3BA NMPOAYKLY:

JIKAPCbKA ®OPMA:
PO3MIP | TUN YNAKOBKM:
KINbKICTb:
KPATHA-IMMOPT:
NPOAYKT MA Ne:

HOMEP CEPIi BULK:
®IHATbHWIA HOMEP CEPII:
OATA BUTOTOB/IEHHA:

BMPOBHWYA AINbHUUA T1a ii agpeca:

No GMP-ceptudikar / No MIA:

ATIbHULUA BIANOBIOANDBHA 3A AHANIZ

Taii agpeca:
GMP-cepTtudikat No / MIA No:

BMPOBHUK, BIANOBIOA/BHWN 3A

MNAKYBAHHA Ta ioro agpeca:
GMP-ceptudikat No / MIA No:

BMPOBHUK, BIANOBIOA/BHUN 3A

BUMNYCK CEPII 1a iioro agpeca:
GMP-ceptudikat No / MIA No:
HOMEP CEPII API:

BUPOBHWK A®I Ta itoro agpeca:

PE3YJIbTAT AHANI3Y:
KOMEHTAPI / 3AYBAMEHHA:
BIOXWNEHHA:

BEOHABJIACT, KOHLeHTpaT gna posunHy ana iHdysii, Imr/mn,
no 6mn y ¢pnakoni, Nel

KOHUEHTpaT ANnA po3uuHy ansa iHby3in Cwna gji : iBaHgpoHosa kucnota / 1mr/mn
YMAK x 1 ®/IAKOH

1982 ®NAK

YKPATHA

UA/19287/01/01

0306717

0400972

09-01-2024 TEPMIH NPHUAOATHOCTI : 12-2028

OAPMATEH CA, [lepeeHakioH 6, ManniHi ATTMka, 15351, Mpeuin

141425/ 21-12-2021 / 0000006501/22/1
GAPMATEH CA, [lepeeHakioH 6, ManniHi ATTMka, 15351, Mpeuin
141425/ 21.12.2021 / 0000006501 /22/1
OAPMATEH CA, [lepeeHakioH 6, ManniHi ATTMka, 15351, Mpeuin
141425/21-12-2021 / 0000006501 /22/1
OAPMATEH CA, [lepeeHakioH 6, ManniHi ATTMKa, 15351, Mpeuin

141425/21-12-2021 / 0000006501/22/1

1142081 / NONIbGAPMA

®apmauesTHuYHUIA 3aBoa MNONBPAPMA C.A., Byn. MenbnnuHbeka 19, 83-200,
Craporapg 'aaHbcku, Monbwa

CepTudikaTt aHanisy roToBoi NpoayKuii 40AaETbCA.

-N/A-

OTAK & Hi

KiNnbKiCTb JOKYMEHTIB, O A0A3KTLCA:

LMm A niaTsepayto, Wo 3a3HayveHa iHbopMaLjA € 4OCTOBIPHOK Ta TOYHOIO.

3anucK cepiitHoi 06pobKK, YNaKoBKKM Ta aHaniay 6ynu nepernAHyTi Ta BU3HaHI BignoBiagHMMKM A0 Bumor HanemHoi BUpobHMYoi MpakTuKK

(GMP).

LA cepia npoaykTy, BKAOYakouM AP, 6yna BUroTOBNEHA, BKIOYAOYM YMAKOBKY Ta KOHTPO/b AKOCTI Ha BMLLIE3a3HAYEHUX [iNAHKAX, Y NOBHIM
BignoeigHocTi Ao Bumor GMP Ta BUmor micuesux PerynatopHux OpraHis, a Takox cneuundikauii, BKazaHux y PeecTpaujiiHomy MNoceigyeHHi,

HaZaHWM B KpaiHi-imnopTepi.

Im'a
YnosHoBareHa ocoba:

Hikoc Koppganic

Cneujanicr 3 naKkysanbHUX maTepianis /

Nignuc
YnosHoBaMeHoi ocobu:

Aata sunycky: 01-03-2024

Pharmathen S A

YnosHoBaxeHa Ocoba
/Miénuc/ 01/03/2024

Headquarters 44 Kifissias Avenue. 151 25 Marousi, Athens Greece. T +30 210 6604 300. f+30 210 6666 749

Manufacturing site-Registered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 2106

604 300, f+30 210 6604 583
Prepared by Eva Makridaki



Code: CoAQMOO01IBA6MLIV_MISTRAL_UA
Version: 001
Date: 27/04/2022

4 Pharmathen

Innovation inspired by life

CERTIFICATE OF ANALYSIS

Bonablast, concentrate for Solution for Infusion, 1mg/ml, 6ml in vial, Nel

Pack Lot : 0400972

Man. Date : 09-01-2024

Man. Lot : 0306717

Active Ingredient Lot: 1142081
Man Site: Pharmathen S.A

Expiry Date : 12-2028

Batch Size : 3.000 vials

~ Active Ingredient Su[_lpli'er: POLPHARMA
Pkg Site: Pharmathen S.A

Deviation Report: M NO O YES (the deviation report is attached)
CONTROLS SPECIFICATIONS RESULTS
Transparent glass ampoule or transparent glass vial contains colorless
Spperene clear, solution, practically odorless, free of particles Conforms
Optical Control e : g
(visible particies) Without foreign bodies Conforms
Average volume per v " g
. olume of solution per ampoule/vial:
ampoule or v.lal.and volume Ihandronate 6mg/6m:6.0-6.3ml 6.1ml
variation
pH pH: 3.5-4.5 3.8
Specific Gravity 1.000-1.010g/ml 1.008g/ml
: 290 mOsmol/Kg + 5%
Osmolality 275.5 - 304.5 mOsmol/Kg 296mOsmol/Kg
HPLC
Conforms to Positive Identification.
Identification 1)The retention time of Ibandronate peak in the samples solutions in 1. Positive
relation to the Reference Solution is RT=1.0=0.1 min 2. Positive
uv
2) UV spectrum of sample corresponds to UV spectrum of standard (UV)
- 95.0-105.0% 102.1%
1y of the stated amount of Ibandronate RSD<2.0% RSD:1.5%
IBA-S ;IM}_O 15% B L
=2 NI S o s e =
Wbt Pationtss Any Individual Unknown: NMT 0.20% Ay Individual Unicnowen:
determination Total: NMT 0.5% 0.05%
' ' Total:0.1%
Uniformity of dosage units AR N
(mass variation) AV:NMT 15 0l
Sterility Test Sterile Sterile
Endotoxin Test 10 EU/ml <1.25 EU/ml
TEST 1.B ;
Particulate Contamination NMT 6000>10pm per container 1205]-1“1-?
NMT 600>25 pum per container s
Alrfwater tightness Tight after immersion in 1% T;Bhylcnc blue solution for 30seconds at Tight
mmHg
Cardhoard box contains an appropriate number of transparent glass
Packaging ampoules or glass vials with an instruction leaflet and labelled with Lot, Conforms
Exp.
Responsible for Release Date :
Quality Control 01-03-2024

Ni 3 \03 (02
Qual’f'fykcz ; Ko MJ 3 q

0l Mapa.
PHARM THEr\f g"zerfop

Pharmathen S.A.

Headquarters: 44 Kifissias Avenue, 151 25 Marousi, Athens Greece, t +30 210 6604 300, f +30 210 6666 749
Manufacturing site-Registered seat: 6 Dervenakion str., 153 51 Pallini, Athens Greece, t +30 210 6604 300, f
+30 210 6604 583

www.pharmathen.com
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Code: CoCQMOO1TMISTRAL_UA
Version: 001
Date: 25/05/2021

CERTIFICATE OF CONFORMANCE
FOR FINISHED PRODUCT

|'N AME OF PRODUCT:
DOSAGE FORM:

PACK SIZE AND TYPE:
QUANTITY:
IMPORTING COUNTRY:
PRODUCT MA No:
BATCH NUMBER BULK:
BATCH NUMBER FIN:
MANUFACTURE DATE:

MANUFACTURING SITE name &
address
GMP-certificate No/ MIA No:

ANALYSIS SITE name & address
GMP-certificate No/ MIA No:
PACKAGING SITE name & address
GMP-certificate No/ MIA No:

RELEASE SITE name & address
GMP-certificate No / MIA No:
BATCH NUMBER OF API:

APl MANUFACTURER

NAME AND ADDRESS:

RESULT OF ANALYSIS:

COMMENTS/REMARKS:
DEVIATIONS:

Bonablast, concentrate for Solution for Infusion, l_mé/;ﬁ_l, 6ml in vial, Nel

Concentrate for Solution for STRENGTH:

Infusion

BTXI1VIAL

1.982 VIALS

UKRAINE

UA/19287/01/01

0306717

0400972

09-01-2024 EXPIRY DATE: 12-2028
PHARMATHEN S.A. 6, Dervenakion str. 15351 Pallini ATTIKI, GREECE

141425/ 21-12-2021 / 0000006501/22/1

PHARMATHEN S.A. 6, Dervenakion str. 15351 Pallini ATTIKI, GREECE
141425/ 21-12-2021 / 0000006501/22/1

PHARMATHEN S.A. 6, Dervenakion str. 15351 Pallini ATTIKI, GREECE
141425/ 21-12-2021 7/ 0000006501/22/1

PHARMATHEN S.A. 6, Dervenakion str. 15351 Pallini ATTIKI. GREECE
141425/ 21-12-2021 / 0000006501/22/1

1142081/ POLPHARMA

Zaklady Farmaceutyczne Polpharma S.A ul. Pelplinska 19,

83-200 Starogard Gdanski, Poland

Certificate of analysis of finished product attached.

-N/A-
Q YES

Attached number of documents:

M NO

I hereby certify that the above information is authentic and accurate.
The batch processing, packaging and analysis records were reviewed and found to be in compliance

with GMP.

This batch of product, including API, has been manufactured, including packaging and quality control at
the above mentioned sites in full compliance with the GMP requirements and the local Regulatory
Authority and with the specifications of the Marketing Authorization and is released.

Name of
Qualified Person:

Signature of
Qualified Person:

Niko

Vikog

Q“*"’;fy con,,;fw dajg
/ 'HARfL!,quEI\f"Saﬂer/Qp
y )ag TN

=X [~ o103 I

—

Date of Release:01-03-2024

Pharmathen S A.

Headguarters: 44 Kifissias Avenue, 151 25 Marousi, Athens Greece, t +30 210 6604 300, f +30 210 6666 748
Manufacturing site-Regisiered seat: 6 Dervenakion str., 153 51 Pallini, Athens Greece, t +30 210 6604 300, f

+30 210 6604 583
www.pharmathen.com

Prepared by Eva Makridaki

Ibandronic acid / 1mg/ml




JIEPJKABHA CJIVKBA 3 JIIKAPCbKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHEBI

npos. Hanii Ceitiimunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Kon €/IPTIOY 37079055

BUCHOBOK

Npo SIKICTh BBE3€HOro B YKpainy JiKapcbKoro 3acody

20.08.2024 Ne 42376/24/26

BOHABJIACT

(HaliMenyBanHs nikapcsKoro 3aco0y 3riHO 3 peecTpauiiHuM NOCBIAYEHHSM)
KOHIEHTPAT /st po3uuny ais indysiit 1 mr/mun mo 6 ma y gaakoni; no 1 gpurakony B
KAPTOHHIH navni

((popma BumycKy, 103yBaHHS, BU/ NaKyBaHHA Jiikapchkoro 3acofy)

Homep peecrpauiiinoro nocsiguenns UA/19287/01/01 crpox nii peecrpauiiinoro nocsimuenns 27.03.2027

Cepis nikapcbkoro 3acoby Ne 0403562 Kinbkicts BBeseHoro sikapebkoro sacoby 1000
BupoGHuk OAPMATEH CA, I'peris it
(HaliMeHyBanHa BUpOOHUKA NiKapCEKOTo 3acoby, KpalHa 110X /DKeHHs )
Beeserno B Vikpainy TOBAPUCTBO 3 OBMEKEHOIO BIIITOBIIAJIBHICTIO
"BYCT ®APMA", inenr. xon: 44107410
(naiiMenysanns ta koi 3a €JIPIIOY wopumunol ocobu abo npizsuue, im's, no Garskosi Qiziunof

0co0H - nianpuemis, il Miclie NPOKUBAHHA Ta peecTpauiiinuii Homep 061iKOBOT KapTKM NIATHUKA
nozarkis abo cepis Ta HOMEp nacnopra)

Mporokoa Bisyaasnoro kontpomo sia 16.08.2024 Ne 2775/4.

3a pesyiabTataM Or0 KOHTPOJIIO BCTAHOBIIEHO, IO JIiKapCchbKWii 3aci® BBeseHo B Ykpainy 3

JOTpUMa ¥ aymplx aBcTBa IO/I0 3abe3neueHHs AKOCTi Jikapekkux 3acobis.

Muxkona XOJIOJIEHKO

(nianwuc) (iniuiany Ta npiseyiie)




4 Pharmathen

Innovation inspired by life

Code: COAQMO01IBA6MLIV_MISTRAL_UA

Version: 001

Date: 27/04/2022

CEPTU®IKAT AHANI3Y

BOHAB/IACT, KOHUEeHTpaT Ana posunHy ana iHdysii, Imr/mn, no 6mn y ¢pnakoni, Nel

Jata eupobHuuyTea: 18-04-2024

BupobHuua cepia: 0402146
Cepia A®I: 1142081
BupobHuk: ®apmarteH C.A.
3siT npo BigxuneHHa: ¥ HI

MNMEPEBIPKA

Onuc

Bisya/ibHMiA KOHTPONb
(sudumi yacmku)

CepepHin 06’em Ha amnyny abo
¢pnakoH Ta Bapiauisa o6’emy

pH

BigHoCHa ryctuHa

OCcMONANbHICTL

lgeHTHdiKauia

KinbKicHuia Bmict

CynyTHi gomiwKkn

OpgHopigHIicTb J030BaHUX
o4uHUUb (Bapiayia macw)

CTepunbHIcTb

bakTepianbHi eHAOTOKCHH

MexaHiuyHi BK/IloYeHHA
(Hesudumi yacmeu)

MNosiTpo/BoAOHENPOHUKHICTD

YnaKoeka

BignosiganbHuin 3a KOHTpPO/b
AKOCTI

Tepmin npugaTtHocri: 03-2029
Poamip cepii: 3000 ¢pnakoHie
MocrauanbHuk ADI:

MakyBaHHA: PapmateH C.A.

Cepin: 0403562

NONPAPMA

O TAK (3eim npo eidxuneHHs dodaemeocs)

TEXHIYHI XAPAKTEPUCTUKH

Mpo3opa cknaHa amnyna abo Npo3opuin CKAAHUIA GNAKOH
MicTUTb 6e36apBHMIA NPO30PUI PO3YUMH, NPaKTH4HO Be3 3anaxy,
BiIbHWIA Big YacTOK.

Bes cTopoHHix YacToK

O6'em po34MHY B amnyni/GnaKoHi:
I6aHapoHaT 6 Mr/6 ma: 6,0-6,3 mn

pH: 3,5-4,5
1,000-1,010 r/mn

290 mOcmonb/Kr + 5%
275,5 - 304,5 mOcmonb/Kr

BEPX
Bi4NOBiAae NO3UTUBHIN iaeHTUdIKaLII.

1) Yac yTprmaHHA niky iBaHApPOHaTy B pO34MHaX 3pa3sKis no
BiAHOLIEHHIO 0 PO34MHY NOPIBHAHHA CTaHOBWUTL RT=1,0+0,1 xB.
Yo
2) Y®-cnekTp 3paska signosigae YP-cnekTpy ctaHaapty (YO)

95,0-105,0%
Bif, 3aABNeHOi KinbKocTi ibaHapoHaTy RSD < 2,0%

IBA-5: He Binbwe 0,15%
Byab-sika Hesigoma gomiwka: He Binbwe 0,20%
Cyma gomiwokK: He 6inbe 0,5%

AV: He Binbwe 15

CTepunbHWA
10 MO/mn

TECT 1B
He Binblwe 6000 Ha ¢nakoH > 10 MKm
He Binbwe 600 Ha PNAKOH > 25 MKM

FepMeTUHHUIA NicnA 3aHypeHHA B 1% po34YnH MeTUIEHOBOrO
cuHboro Ha 30 cekyHa npwu 160 mm pT.CT.

KapToHHa KopobKa MiCTUTb BiANOBIAHY KiIbKICTb NPO30pUX
CKIAHMX amnyn abo cKAAHUX GNAKOHIB 3 IHCTPYKLIE Ta
MapKyBaHHAM cepii T2 TEpMiHY NPUAATHOCTI.

Hikoc Koppganic
CneuianicT 3 nakyBa/ibHUX MaTepianis / ynoBHoBaxeHa ocoba

®dapmareH C.A.
/Nidnuc/ 16/07/2024

*HMB (BDL) - Hmxue mexi BuaeneHHs (Below Detection Limit)

Pharmathen S A

Headquarters 44 Kifissias Avenue. 151 25 Marousi, Athens Greece. T +30 210 6604 300. f +30 210 6666 749

Manufacturing site-Registered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 2106

PE3Y/IbTATHU

Bignoeigae

Bignosigae

6,1 mn

3,6
1,007 r/mn

290 mOcmonb/Kr

1. No3nTUBHMIA
2. Mo3UTHUBHMIA

101,5%
RSD: 0,1%
IBA-5: HMB*
Byab-Aka Hesigoma

AoMmilika: HMB*
3aranom: HMB*

1,4

CTepuibHUA

< 1,25 MO/mn

10 mem: 71
25 MKm : 2

FrepmeTnyHo

Bignoeigae

[ata Bunycky:
16-07-2024

604 300, f+30 210 6604 583
Prepared by Eva Malkridaki



4 Pharmathen

Innovation inspired by life

Code: COoAQMO01IBA6MLIV_MISTRAL_UA

Version: 001
Date: 25/05/2021

CEPTU®IKAT BIANOBIAHOCTI
roToBOro NPOAYKTY

HA3BA NMPOAYKLY:

JIKAPCbKA ®OPMA:
PO3MIP | TUN YNAKOBKM:
KINbKICTb:
KPATHA-IMMOPT:
NPOAYKT MA Ne:

HOMEP CEPIi BULK:
®IHATbHWIA HOMEP CEPII:
OATA BUTOTOB/IEHHA:

BMPOBHWYA AINbHUUA T1a ii agpeca:

No GMP-ceptudikar / No MIA:

ATIbHULUA BIANOBIOANDBHA 3A AHANIZ

Taii agpeca:
GMP-cepTtudikat No / MIA No:

BMPOBHUK, BIANOBIOA/BHWN 3A

MNAKYBAHHA Ta ioro agpeca:
GMP-ceptudikat No / MIA No:

BMPOBHUK, BIANOBIOA/BHUN 3A

BUMNYCK CEPII 1a iioro agpeca:
GMP-ceptudikat No / MIA No:
HOMEP CEPII API:

BUPOBHWK A®I Ta itoro agpeca:

PE3YJIbTAT AHANI3Y:
KOMEHTAPI / 3AYBAMEHHA:
BIOXWNEHHA:

BEOHABJIACT, KOHLeHTpaT gna posunHy ana iHdysii, Imr/mn,
no 6mn y ¢pnakoni, Nel

KOHUEHTpaT ANnA po3uuHy ansa iHby3in Cwna gji : iBaHgpoHosa kucnota / 1mr/mn
YMAK x 1 ®/IAKOH

1052 ®NAK

YKPATHA

UA/19287/01/01

0402146

0403562

18-04-2024 TEPMIH NPHUAOATHOCTI : 03-2029

OAPMATEH CA, [lepeeHakioH 6, ManniHi ATTMka, 15351, Mpeuin

141425/ 21-12-2021 / 0000006501/22/1
GAPMATEH CA, [lepeeHakioH 6, ManniHi ATTMka, 15351, Mpeuin
141425/ 21.12.2021 / 0000006501 /22/1
OAPMATEH CA, [lepeeHakioH 6, ManniHi ATTMka, 15351, Mpeuin
141425/21-12-2021 / 0000006501 /22/1
OAPMATEH CA, [lepeeHakioH 6, ManniHi ATTMKa, 15351, Mpeuin

141425/21-12-2021 / 0000006501/22/1

1142081 / NONIbGAPMA

®apmaueBTHYHUIA 3aBoa MONIBPAPMA C.A., Byn. MenbnavHbeKa 19, 83-200,
Craporapg 'aaHbcku, MNMonbwa

CepTudikaTt aHanisy roToBoi NpoayKuii 40AaETbCA.

-N/A-

OTAK & Hi

KiNnbKiCTb JOKYMEHTIB, O A0A3KTLCA:

LUum A niaTeepaxyto, Wo 3a3HayeHa iHbopmalja € 4OCTOBIPHOIO Ta TOYHOHO.

3anucK cepiitHoi 06pobKK, YyNakoBKKM Ta aHaniay 6ynu nepernAHyTi Ta BU3HaHI BiANOBiAHMMMK A0 BMMOT HanemHoi BUpobHMYoi MNpakTuKK

(GMP).

LA cepia npoaykTy, BKAoYakouM AP, 6yna BUroTOBNEHA, BKKOYAOYM YNAKOBKY Ta KOHTPO/b AKOCTI Ha BULLIE3a3HAYEHUX [iNIAHKAX, Y NOBHIK
BignoeigHocTi Ao Bumor GMP Ta BuUmor micuesux PerynaTopHux OpraHie, a Takox cneuudikaui, BKazaHux y PeecTpaujiiiHomy MNoceigyeHHi,

HaZaHWM B KpaiHi-imnopTepi.

Im'a
YnosHoBareHa ocoba:

Hikoc Koppganic

Cneujanicr 3 naKkysanbHUX maTepianis /

Nignuc
YnosHoBaMeHoi ocobu:

Hata sunycky: 16-07-2024

Pharmathen S A

YnosHoBaxeHa Ocoba
/Nidnuc/ 16/07/2024

Headquarters 44 Kifissias Avenue. 151 25 Marousi, Athens Greece. T +30 210 6604 300. f+30 210 6666 749

Manufacturing site-Registered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 2106

604 300, f+30 210 6604 583
Prepared by Eva Makridaki



’ Pharmathe n Sggr;:o HEGSOO{MOOHBA&MLN_M!STRAL_UA

e ; : Date: 27/04/2022
Innovation inspired by life

CERTIFICATE OF ANALYSIS

Bonablast, concentrate for Solution for Infusion, 1mg/ml, 6ml in vial, Nel

Man. Date : 18-04-2024 Expiry Date : 03-2029 Pack Lot : 0403562

Man. Lot : 0402146 Batch Size : 3.000 vials

Active Ingredient Lot: 1142081 Active Ingredient Supplier: POLPHARMA

Man Site: Pharmathen S.A Pkg Site: Pharmathen S.A

Deviation Report: M NO L YES (the deviation report is attached)
CONTROLS SPECIFICATIONS RESULTS

Transparent glass ampoule or transparent glass vial contains colorless

Appistanss clear, solution, practically odorless, free of particles Conforms
Optical Control s : i
(visible particles) Without foreign bodies Conforms
AFNESTN Y“’ume po Volume of solution per ampoule/vial:
ampoule or vial and volume Hoardronste Gig/6m}:6.0:63m] 6.1ml
variation i
pH pH: 3.5-4.5 3.6

Specific Gravity 1.000-1.010g/ml 1.007g/ml

e 290 mOsmol/Kg + 5%

Osmolality 275.5 - 304.5 mOsmol/Kg 290mOsmol/Kg
HPLC
Conforms to Positive ldentification.
Identification 1)The retention time of [bandronate peak in the samples solutions in 1. Positive
relation to the Reference Solution is RT=1.04£0.1 min 2. Positive
uv
2) UV spectrum of sample corresponds to UV spectrum of standard (UV)
i 95.0-105.0% 101.5%
"y of the stated amount of [bandronate RSD<2.0% RSD:0.1%
[BA-5: BDL

IBA-5: NMT 0.15%

Relatad Subetances Any Individual Unknown: NMT 0.20%

Any Individual Unknown:

determination Total: NMT 0.5% BDL
' ' Total: BDL
Uniformity ofc!os_sge units AV: NMT 15 14
(mass variation)
Sterility Test Sterile Sterile
Endotoxin Test 10 EU/ml <1.25 EU/ml
. T ]HT s 10um:71
Particulate Contamination NMT 6000>10um per container 25 m:2
NMT 600>25 um per container gtk
g 3 T'ight after immersion in 1% methylene blue solution for 30seconds at g
Air/water tightness lé()rpmHg Tight
Cardboard box contains an appropriate number of transparent glass
Packaging ampoules or glass vials with an instruction leaflet and labelled with Lot, Conforms
Exp.
Responsible for Qe Ny Release Date :
Quality Control Y Cont®S k. 4 161 cH 221 16-07-2024
1ol o rd = =
A Nar Senjoy  Mis
a’ﬁe an,
N8, 99,
R (#)
Pharmathen S.A.

Headquarters: 44 Kifissias Avenue, 151 25 Marousi, Athens Greece, t +30 210 6604 300, f+30 210 6666 749
Manufacturing site-Registered seat: 6 Dervenakion str., 153 51 Pallini, Athens Greece, t +30 210 6604 300, f
+30 210 6604 583

www.pharmathen.com

Prepared by Fva Makridak:
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|" NAME OF PRODUCT:
DOSAGE FORM:

\ PACK SIZE AND TYPE:
QUANTITY:
IMPORTING COUNTRY:
PRODUCT MA No:
BATCH NUMBER BULK:
| BATCH NUMBER FIN:
| MANUFACTURE DATE:
| MANUFACTURING SITE name &
‘ address
GMP-certificate No / MIA No:

‘ ANALYSIS SITE name & address
l GMP-certificate No/ MIA No:

PACKAGING SITE name & address
i GMP-certificate No/ MIA No:

| RELEASE SITE name & address

l GMP-certificate No / MIA No:
BATCH NUMBER OF API:

l APl MANUFACTURER
NAME AND ADDRESS:

RESULT OF ANALYSIS:

‘ COMMENTS/REMARKS:
‘ DEVIATIONS:

.

Date: 25/05/2021

CERTIFICATE OF CONFORMANCE
FOR FINISHED PRODUCT

Bonablast, concentrate for Solution for lnfusi(in._l_mgfﬁ, 6ml in_\;ial_,—.N'gl—_
Concentrate for Solution for STRENGTH: Ibandronic acid / Img/ml

Infusion

BTXI1VIAL

1.052 VIALS

UKRAINE

UA/19287/01/01

0402146

0403562

18-04-2024 EXPIRY DATE: 03-2029
PHARMATHEN S.A. 6, Dervenakion str. 15351 Pallini ATTIKI, GREECE

141425/ 21-12-2021 / 0000006501/22/1

PHARMATHEN S.A. 6, Dervenakion str. 15351 Pallini ATTIKI, GREECE
141425/ 21-12-2021 / 0000006501/22/1

PHARMATHEN S.A. 6, Dervenakion str. 15351 Pallini ATTIKI, GREECE
141425/ 21-12-2021 / 0000006501/22/1

PHARMATHEN S.A. 6, Dervenakion str. 15351 Pallini ATTIKI, GREECE
141425/ 21-12-2021 / 0000006501/22/1

1142081/ POLPHARMA

Zaklady Farmaceutyczne Polpharma S.A ul. Pelplinska 19,

83-200 Starogard Gdanski, Poland

Certificate of analysis of finished product attached.

-N/A-
O YES ¥ NO

Attached number of documents:

" | hereby certify that the above information is authentic and accurate.
The batch processing, packaging and analysis records were reviewed and found to be in compliance

with GMP.

This batch of product, including API, has been manufactured, including packaging and quality control at
the above mentioned sites in full compliance with the GMP requirements and the local Regulatory
Authority and with the specifications of the Marketing Authorization and is released.

Name of
Qualified Person:

Signature of
Qualified Person:

Q"é‘)}}j, 61\4(,'4.08

Op, fr

—{ 1§ loFI>TUy e Qfeaag%
7

Date of Release:16-07-2024

Pharmathen S.A.

Headquarters: 44 Kifissias Avenue, 151 25 Marousi, Athens Greece, t +30 210 6604 300, f +30 210 6666 749
Manufacturing site-Registered seat: 6 Dervenakion str., 153 51 Pallini, Athens Greece, t +30 210 8604 300, f

+30 210 6604 583
www.pharmathen.com

Prepared by Eva Makridak:
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HAEPKABHA CJIYXKBA 3 JIIKAPCBKUX 3ACOFBIB

TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI
npos. Hanii Ceitnnunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Kon €IPTIOY 37079055

BUCHOBOK
Npo SIKICTH BBE3eHOro B YKpaiHy JIiKapcbKoro 3acody

28.10.2024 Ne 56264/24/26

BOHABJIACT

(nafiMeHyBaHHA Jikapckkoro 3acoBy 3rinHo 3 peecTpauifiHuM NOCBIA4EHHAM)
KOHUEHTPAT JJIsl PO34HHY JUIst iHdy3iii, 1 mr/ma; no 6 ma y ¢paakoni; no 1 ¢puiakony B
KAPTOHHIIT mayi

((popma BunycKy, n03yBaHHs, BHI NaKyBaHHS JiKapCbKoro 3acoby)
Homep peectpauiiinoro nocsixuenns UA/19287/01/01 crpoxk nii peectpauifinoro nocsinuenns 27.03.2027

Cepis nikapcskoro 3acoby Ne 0403671 Kinekicts BBE3€HOrO Nikapcbkoro 3aco6y 1000

Bupobuuk DOAPMATEH CA, I'peuist

(HaliMeHy BaHHs BUpOOHHKA Nikapcbkoro 3acofy, KpaiHa MOXOMIKEHHs )

Baesero B Vkpainy TOBAPHUCTBO 3 OBMEKEHOIO BIAITOBIZAJIBHICTIO
"BYCT ®APMA", inent. xoa: 44107410

(HafimenyBaHHs Ta kof 3a €IPTIOY 1opuanyuHoi ocobu aGo npiseuiue, im's, no 6aTbkosi (izuuHoi
ocobu - mignpHeMus, ii Miclie MPOXHBAHHA Ta peecTpauiiHuii HoMep 06NiKOBOT KApTKH MUIATHHKA
noaartkis abo cepis Ta HoMep nacnopra)

IpoToko Bisyanwnoro kontpomo ein 28.10.2024 Ne 3694/3.

3a pesynpTaTamd [EpXKAaBHOMO KOHTPOJIO BCTAHOBJIEHO, W0 Ji bkuif 3aci® BBeseHo B VYkpaiHy 3
AOTPHMAHHSAM BHMOT 3aKOHOAABCTBA 1OA0 3abe3neueHns akgeTiyMKapcskux 3acobisb.
3ACO5
Qd‘.'\z“: iy ;5‘;2 0
Hauansuu ¢¢¢6V—\\+0"¢° Muxona XOJIOJEHKO
5 ' 2
(nocan @b aiy J Tponio) (nianuc) (iniuianu Ta npissuule)




4 Pharmathen

Innovation inspired by life

Code: COAQMO01IBA6MLIV_MISTRAL_UA

Version: 001

Date: 27/04/2022

CEPTU®IKAT AHANI3Y

BOHAB/IACT, KOHUEeHTpaT Ana posunHy ana iHdysii, Imr/mn, no 6mn y ¢pnakoni, Nel

Jata eupobHuyTea: 19-04-2024

Bupo6Huua cepia: 0402147
Cepia A®I: 1142081
BupobHuk: ®apmarteH C.A.
3siT npo BigxuneHHa: ¥ HI

MNMEPEBIPKA

Onuc

Bisya/ibHMiA KOHTPONb
(sudumi yacmku)

CepepHin 06’em Ha amnyny abo
¢pnakoH Ta Bapiauisa o6’emy

pH

BigHoCHa ryctuHa

OCcMONANbHICTL

lgeHTHdiKauia

KinbKicHuia Bmict

CynyTHi gomiwKkn

OpgHopigHIicTb J030BaHUX
o4uHUUb (Bapiayia macw)

CTepunbHIcTb

bakTepianbHi eHAOTOKCHH

MexaHiuyHi BK/IloYeHHA
(Hesudumi yacmeu)

MNosiTpo/BoAOHENPOHUKHICTD

YnaKoeka

BignosiganbHuin 3a KOHTpPO/b
AKOCTI

Tepmin npugaTtHocri: 03-2029
Poamip cepii: 3000 ¢pnakoHie
MocrauanbHuk ADI:

MakyBaHHA: PapmateH C.A.

Cepin: 0403671

NONPAPMA

O TAK (3eim npo eidxuneHHs dodaemeocs)

TEXHIYHI XAPAKTEPUCTUKH

Mpo3opa cknaHa amnyna abo Npo3opuin CKAAHUIA GNAKOH
MicTUTb 6e36apBHMIA NPO30PUI PO3YUMH, NPaKTH4HO Be3 3anaxy,
BiIbHWIA Big YacTOK.

Bes cTopoHHix YacToK

O6'em po34MHY B amnyni/GnaKoHi:
I6aHapoHaT 6 Mr/6 ma: 6,0-6,3 mn

pH: 3,5-4,5
1,000-1,010 r/mn

290 mOcmonb/Kr + 5%
275,5 - 304,5 mOcmonb/Kr

BEPX
Bi4NOBiAae NO3UTUBHIN iaeHTUdIKaLII.

1) Yac yTprmaHHA niky iBaHApPOHaTy B pO34MHaX 3pa3sKis no
BiAHOLIEHHIO 0 PO34MHY NOPIBHAHHA CTaHOBWUTL RT=1,0+0,1 xB.
Yo
2) Y®-cnekTp 3paska signosigae YP-cnekTpy ctaHaapty (YO)

95,0-105,0%
Bif, 3aABNeHOi KinbKocTi ibaHapoHaTy RSD < 2,0%

IBA-5: He Binbwe 0,15%
Byab-sika Hesigoma gomiwka: He Binbwe 0,20%
Cyma gomiwokK: He 6inbe 0,5%

AV: He Binbwe 15

CTepunbHWA
10 MO/mn

TECT 1B
He Binblwe 6000 Ha ¢nakoH > 10 MKm
He Binbwe 600 Ha PNAKOH > 25 MKM

FepMeTUHHUIA NicnA 3aHypeHHA B 1% po34YnH MeTUIEHOBOrO
cuHboro Ha 30 cekyHa npwu 160 mm pT.CT.

KapToHHa KopobKa MiCTUTb BiANOBIAHY KiIbKICTb NPO30pUX
CKIAHMX amny abo cKAAHUX GNAKOHIB 3 IHCTPYKLIE Ta
MapKyBaHHAM cepii T2 TEpMiHY NPUAATHOCTI.

Hikoc Koppganic
CneuianicT 3 nakyBa/ibHUX MaTepianis / ynoBHoBaxeHa ocoba

®dapmareH C.A.
/Nidnuc/ 16/07/2024

*HMB (BDL) - Hmxue mexi BuaeneHHs (Below Detection Limit)

Pharmathen S A

Headquarters 44 Kifissias Avenue. 151 25 Marousi, Athens Greece. T +30 210 6604 300. f +30 210 6666 749

Manufacturing site-Registered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 2106

PE3Y/IbTATHU

Bignoeigae

Bignosigae

6,1 mn

3,7
1,007 r/mn

291 mOcmonb/Kr

1. No3nTUBHMIA
2. Mo3UTHUBHMIA

101,7%
RSD: 0,1%
IBA-5: HMB*
Byab-Aka Hesigoma

AoMmilika: HMB*
3aranom: HMB*

1,0

CTepuibHUA

< 1,25 MO/mn

10 mKm: 66
25 MKm : 3

FrepmeTnyHo

Bignoeigae

[ata Bunycky:
16-07-2024

604 300, f+30 210 6604 583
Prepared by Eva Malkridaki
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Code: COoAQMO01IBA6MLIV_MISTRAL_UA

Version: 001
Date: 25/05/2021

CEPTU®IKAT BIANOBIAHOCTI
roToBOro NPOAYKTY

HA3BA NMPOAYKLY:

JIKAPCbKA ®OPMA:
PO3MIP | TUN YNAKOBKM:
KINbKICTb:
KPATHA-IMMOPT:
NPOAYKT MA Ne:

HOMEP CEPIi BULK:
®IHATbHWIA HOMEP CEPII:
OATA BUTOTOB/IEHHA:

BMPOBHWYA AINbHUUA T1a ii agpeca:

No GMP-ceptudikar / No MIA:

ATIbHULUA BIANOBIOANDBHA 3A AHANIZ

Taii agpeca:
GMP-cepTtudikat No / MIA No:

BMPOBHUK, BIANOBIOA/BHWN 3A

MNAKYBAHHA Ta ioro agpeca:
GMP-ceptudikat No / MIA No:

BMPOBHUK, BIANOBIOA/BHUN 3A

BUMNYCK CEPII 1a iioro agpeca:
GMP-ceptudikat No / MIA No:
HOMEP CEPII API:

BUPOBHWK A®I Ta itoro agpeca:

PE3YJIbTAT AHANI3Y:
KOMEHTAPI / 3AYBAMEHHA:
BIOXWNEHHA:

BEOHABJIACT, KOHLeHTpaT gna posunHy ana iHdysii, Imr/mn,
no 6mn y ¢pnakoni, Nel

KOHUEHTpaT ANnA po3uuHy ansa iHby3in Cwna gji : iBaHgpoHosa kucnota / 1mr/mn
YMAK x 1 ®/IAKOH

2423 ©NIAK

YKPATHA

UA/19287/01/01

0402147

0403671

19-04-2024 TEPMIH NPHUAOATHOCTI : 03-2029

OAPMATEH CA, [lepeeHakioH 6, ManniHi ATTMka, 15351, Mpeuin

141425/ 21-12-2021 / 0000006501/22/1
GAPMATEH CA, [lepeeHakioH 6, ManniHi ATTMka, 15351, Mpeuin
141425/ 21.12.2021 / 0000006501 /22/1
OAPMATEH CA, [lepeeHakioH 6, ManniHi ATTMka, 15351, Mpeuin
141425/21-12-2021 / 0000006501 /22/1
OAPMATEH CA, [lepeeHakioH 6, ManniHi ATTMKa, 15351, Mpeuin

141425/21-12-2021 / 0000006501/22/1

1142081 / NONIbGAPMA

®apmaueBTHYHUIA 3aBoa MONIBPAPMA C.A., Byn. MenbnavHbeKa 19, 83-200,
Craporapg 'aaHbcku, MNMonbwa

CepTudikaTt aHanisy roToBoi NpoayKuii 40AaETbCA.

-N/A-

OTAK & Hi

KiNnbKiCTb JOKYMEHTIB, O A0A3KTLCA:

LUum A niaTeepaxyto, Wo 3a3HayeHa iHbopmalja € 4OCTOBIPHOIO Ta TOYHOHO.

3anucK cepiitHoi 06pobKK, YyNakoBKKM Ta aHaniay 6ynu nepernAHyTi Ta BU3HaHI BiANOBiAHMMMK A0 BMMOT HanemHoi BUpobHMYoi MNpakTuKK

(GMP).

LA cepia npoaykTy, BKAoYakouM AP, 6yna BUroTOBNEHA, BKKOYAOYM YNAKOBKY Ta KOHTPO/b AKOCTI Ha BULLIE3a3HAYEHUX [iNIAHKAX, Y NOBHIK
BignoeigHocTi Ao Bumor GMP Ta BuUmor micuesux PerynaTopHux OpraHie, a Takox cneuudikaui, BKazaHux y PeecTpaujiiiHomy MNoceigyeHHi,

HaZaHWM B KpaiHi-imnopTepi.

Im'a
YnosHoBareHa ocoba:

Hikoc Koppganic

Cneujanicr 3 naKkysanbHUX maTepianis /

Nignuc
YnosHoBaMeHoi ocobu:

Hata sunycky: 16-07-2024

Pharmathen S A

YnosHoBaxeHa Ocoba
/Nidnuc/ 16/07/2024

Headquarters 44 Kifissias Avenue. 151 25 Marousi, Athens Greece. T +30 210 6604 300. f+30 210 6666 749

Manufacturing site-Registered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 2106

604 300, f+30 210 6604 583
Prepared by Eva Makridaki



Code: CoAQMO01IBA6MLIV_MISTRAL_UA
& Pharmathen otk ca

g ¥ . Date: 27/04/2022
Innovation inspired by life

CERTIFICATE OF ANALYSIS
Bonablast, concentrate for Solution for Infusion, 1mg/ml, 6ml in vial, Nel

Man. Date : 19-04-2024 Expiry Date : 03-2029 Pack Lot : 0403671
Man. Lot : 0402147 Batch Size : 3.000 vials
Active Ingredient Lot: 1142081 Active Ingredient Supplier: POLPHARMA
Man Site: Pharmathen S.A Pkg Site: Pharmathen S.A
Deviation Report: M NO O YES (the deviation report is attached)

CONTROLS SPECIFICATIONS RESULTS

Transparent glass ampoule or transparent glass vial contains colorless

Appasrance clear, solution, practically odorless, free of particles Conforms
Optical Control i y ;
(visible particles) Without foreign bodies Conforms
VRN ‘.rﬂl“me 54 Volume of solution per ampoule/vial:
ampoule or vial and volume Ihandronate 6mg/6ml:6.0-6.3ml 6.1ml
variation e
pH pH: 3.5-4.5 3.7
Specific Gravity 1.000-1.010g/ml 1.007g/ml
; 290 mOsmol/Kg + 5%
Sl 275.5 - 304.5 mOsmol/Kg SHmOnmolke
HPLC
Conforms to Positive Identification.
Ksntification 1)The retention time of Ibandronate peak in the samples solutions in 1. Positive
relation to the Reference Solution is RT=1.0+0.1 min 2. Positive
uv
2) UV spectrum of sample Lomsponds to UV spectrum of standard (UV)
Asia 95.0-105. {)% 101.7%
e of the stated amount of Tbandronate RSD<2.0% RSD:0.1%
IBA-5: BDL
R a/ B
Related Substances A Taidla [.BdA ISUNII:AT 0' ?\ﬂzﬂ 0.20% Any Individual Unknown:
determination e i et i i BDL
Total: NMT 0.5%
Total: BDL
Uniformity of d_os_age units AV: NMT 15 1.0
(mass variation)
Sterility Test Sterile Sterile
Endotoxin Test 10 EU/ml <1.25 EU/ml
[EST LB :
Particulate Contamination NMT 6000>10pm per container lzﬂspm 636
NMT 600>25 pm per container pm
; § Tight after immersion in 1% methylene blue solution for 30seconds at
Air/water tightness 160mmHg Tight
Cardboard box contains an appropriate number of transparent glass
Packaging ampoules or glass vials with an instruction leaflet and labelled with Lot. Conforms
Exp.
Responsible for 0 Nig Release Date :
Quality Control Yality g, KOs s Ko 16-07-2024
Pﬂfro; t::y,g 1 03 2524
arm
athey, SA ”agef/c?p

Pharmathen S A.

Headguarters: 44 Kifissias Avenue, 151 25 Marousi, Athens Greece, t +30 210 6604 300, f +30 210 6666 749
Manufacturing site-Registered seat: 6 Dervenakion str., 153 51 Pallini, Athens Greece, t +30 210 6604 300, f
+30 210 6604 583

www.pharmathen.com

Prepared by Eva Makridakr
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Innovation inspired by life

I NAME OF PRODUCT:
DOSAGE FORM:

! PACK SIZE AND TYPE:
l

' QUANTITY:

| IMPORTING COUNTRY:

1 PRODUCT MA No:

| BATCH NUMBER BULK:

| BATCH NUMBER FIN:

| MANUFACTURE DATE:

| MANUFACTURING SITE name &
| address

| GMP-certificate No/ MIA No:

| ANALYSIS SITE name & address

| GMP-certificate No/ MIA No:

| PACKAGING SITE name & address
GMP-certificate No / MIA No:
RELEASE SITE name & address

| GMP-certificate No / MIA No:

i BATCH NUMBER OF API:

AP1 MANUFACTURER

i NAME AND ADDRESS:

. RESULT OF ANALYSIS:
[ COMMENTS/REMARKS:
| DEVIATIONS:

|

Date: 25/05/2021

CERTIFICATE OF CONFORMANCE
FOR FINISHED PRODUCT

Bonablast, concentrate for Solution for Infusion, l1n§/ml-,6al in vial, Nel
Concentrate for Solution for STRENGTH: Ibandronic acid / Img/ml

Infusion

BTXIVIAL !
2,423 VIALS

UKRAINE

UA/19287/01/01

0402147

0403671

19-04-2024 EXPIRY DATE: 03-2029

PHARMATHEN S.A. 6, Dervenakion str. 15351 Pallini ATTIKI, GREECE

l
l
l
|
I
141425/ 21-12-2021 / 0000006501/22/1 !
PHARMATHEN S.A. 6, Dervenakion str. 15351 Pallini ATTIKI, GREECE |
141425/ 21-12-2021 / 0000006501/22/1 1
PHARMATHEN S.A. 6, Dervenakion str. 15351 Pallini ATTIKI, GREECE
141425/ 21-12-2021 / 0000006501/22/1
PHARMATHEN S.A. 6, Dervenakion sir, 15351 Pallini ATTIKI, GREECE |
141425/ 21-12-2021 / 0000006501/22/1
1142081/ POLPHARMA !
Zaklady Farmaceutyczne Polpharma S.A ul. Pelplinska 19, 1
83-200 Starogard Gdanski, Poland i
i
1
I
1

Certificate of analysis of finished product attached.

-N/A-
Q YES M NO

Attached number of documents:

| hereby certify that the above information is authentic and accurate.

The batch processing, packaging and analysis records were reviewed and found to be in compliance

with GMP.

This batch of product, including API, has been manufactured, including packaging and quality control at
the above mentioned sites in full compliance with the GMP requirements and the local Regulatory
Authority and with the specifications of the Marketing Authorization and is released.

Name of
Qualified Person:

Signature of
Qualified Person:

Date of Release:16-07-2024

Pharmathen S.A.

Headquarters: 44 Kifissias Avenue, 151 25 Marousi, Athens Greece, 1 +30 210 6604 300, f+30 210 6666 749
Manufacturing site-Registered seat: 6 Dervenakion str., 153 51 Pallini, Athens Greece, t +30 210 6604 300, f

+30 210 6604 583
www.pharmathen.com

Prepared by Eva Makridak:



JAEPKABHA CJIYIKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hanii Ceitnuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Kon €IPTIOY 37079055

BUCHOBOK
Nnpo sIKiCTh BBE3€HOro B YKpainy JlikapcbKoro 3acody
15.11.2024 Ne 60840/24/2611
BOHABJIACT

(HalimenyBaHis nikapcskoro 3acofy 3riIHo 3 peecTpauifiHiM NocBiaYEHHAM)
KOHUEHTPAT AJs po3uuny aast indysiii, 1 mr/mu; mo 6 ma y paakoni; no 1 paaxkony B
KAapTOHHI mavui

(popma Burnycky, N03yBaHHS, BUA MaKyBaHHA NiKapceKoro 3acoby)
Homep peectpauiiinoro nocsinuenna UA/19287/01/01 crpox aii peectpauiiinoro nocsimyenna 27.03.2027
Cepis nikapcskoro 3acoby Ne 0403671 KinbkicTs BBe3eHoro nikapcskoro sacoby 1000

BupoGHuk OAPMATEH CA, I'peniist

(HaliMeHyBaHHs BUpOOHKKA NiKapchKoro 3acoby, KpaiHa MOXOoMKEeHHs)

Beeseno B Ykpainy TOBAPUCTBO 3 OBMEXEHOIO BINIIOBIJAJIBHICTIO
"BYCT ®APMA", inenr. xon: 44107410

(nalimenyBanna Ta kol 3a €EJIPTIOY iopuanutol ocobu abo npissuuue, imM's, no Garskosi pianunoi
0coBH - nianpuemus, ii MicLe MPOXKUBAHHA Ta peecTpauifiHuil HoMep 06/1iKOBOT KapTKH NIAaTHHKA
noaarkis abo cepis Ta Homep nacnopTa)

Mpotokoa Bisyanshoro kontpoaio sin 15.11.2024 Ne 3966/4.

3a pesynbTaTaMM [EPXKaBHOIO KOHTDOJIIO BCTaHOBJIEHO, WO Jikapcbkuit 3aci0 BsBeseHo B VYkpaiHy 3
AOTPHMAHHSAM BUMOr 3aKOHOAABCTBA 1100 3a0e3neyenHs AKOCTi NikapchkHX 3acobis.

y 2 Bikrop MAXHOBEILIb

) (nianuc) (iniuianu Ta npizsuue)

B. o. HauaIbHY




4 Pharmathen

Innovation inspired by life

Code: COAQMO01IBA6MLIV_MISTRAL_UA

Version: 001

Date: 27/04/2022

CEPTU®IKAT AHANI3Y

BOHAB/IACT, KOHUEeHTpaT Ana posunHy ana iHdysii, Imr/mn, no 6mn y ¢pnakoni, Nel

Jata eupobHuyTea: 19-04-2024

Bupo6Huua cepia: 0402147
Cepia A®I: 1142081
BupobHuk: ®apmarteH C.A.
3siT npo BigxuneHHa: ¥ HI

MNMEPEBIPKA

Onuc

Bisya/ibHMiA KOHTPONb
(sudumi yacmku)

CepepHin 06’em Ha amnyny abo
¢pnakoH Ta Bapiauisa o6’emy

pH

BigHoCHa ryctuHa

OCcMONANbHICTL

lgeHTHdiKauia

KinbKicHuia Bmict

CynyTHi gomiwKkn

OpgHopigHIicTb J030BaHUX
o4uHUUb (Bapiayia macw)

CTepunbHIcTb

bakTepianbHi eHAOTOKCHH

MexaHiuyHi BK/IloYeHHA
(Hesudumi yacmeu)

MNosiTpo/BoAOHENPOHUKHICTD

YnaKoeka

BignosiganbHuin 3a KOHTpPO/b
AKOCTI

Tepmin npugaTtHocri: 03-2029
Poamip cepii: 3000 ¢pnakoHie
MocrauanbHuk ADI:

MakyBaHHA: PapmateH C.A.

Cepin: 0403671

NONPAPMA

O TAK (3eim npo eidxuneHHs dodaemeocs)

TEXHIYHI XAPAKTEPUCTUKH

Mpo3opa cknaHa amnyna abo Npo3opuin CKAAHUIA GNAKOH
MicTUTb 6e36apBHMIA NPO30PUI PO3YUMH, NPaKTH4HO Be3 3anaxy,
BiIbHWIA Big YacTOK.

Bes cTopoHHix YacToK

O6'em po34MHY B amnyni/GnaKoHi:
I6aHapoHaT 6 Mr/6 ma: 6,0-6,3 mn

pH: 3,5-4,5
1,000-1,010 r/mn

290 mOcmonb/Kr + 5%
275,5 - 304,5 mOcmonb/Kr

BEPX
Bi4NOBiAae NO3UTUBHIN iaeHTUdIKaLII.

1) Yac yTprmaHHA niky iBaHApPOHaTy B pO34MHaX 3pa3sKis no
BiAHOLIEHHIO 0 PO34MHY NOPIBHAHHA CTaHOBWUTL RT=1,0+0,1 xB.
Yo
2) Y®-cnekTp 3paska signosigae YP-cnekTpy ctaHaapty (YO)

95,0-105,0%
Bif, 3aABNeHOi KinbKocTi ibaHapoHaTy RSD < 2,0%

IBA-5: He Binbwe 0,15%
Byab-sika Hesigoma gomiwka: He Binbwe 0,20%
Cyma gomiwokK: He 6inbe 0,5%

AV: He Binbwe 15

CTepunbHWA
10 MO/mn

TECT 1B
He Binblwe 6000 Ha ¢nakoH > 10 MKm
He Binbwe 600 Ha PNAKOH > 25 MKM

FepMeTUHHUIA NicnA 3aHypeHHA B 1% po34YnH MeTUIEHOBOrO
cuHboro Ha 30 cekyHa npwu 160 mm pT.CT.

KapToHHa KopobKa MiCTUTb BiANOBIAHY KiIbKICTb NPO30pUX
CKIAHMX amny abo cKAAHUX GNAKOHIB 3 IHCTPYKLIE Ta
MapKyBaHHAM cepii T2 TEpMiHY NPUAATHOCTI.

Hikoc Koppganic
CneuianicT 3 nakyBa/ibHUX MaTepianis / ynoBHoBaxeHa ocoba

®dapmareH C.A.
/Nidnuc/ 16/07/2024

*HMB (BDL) - Hmxue mexi BuaeneHHs (Below Detection Limit)

Pharmathen S A

Headquarters 44 Kifissias Avenue. 151 25 Marousi, Athens Greece. T +30 210 6604 300. f +30 210 6666 749

Manufacturing site-Registered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 2106

PE3Y/IbTATHU

Bignoeigae

Bignosigae

6,1 mn

3,7
1,007 r/mn

291 mOcmonb/Kr

1. No3nTUBHMIA
2. Mo3UTHUBHMIA

101,7%
RSD: 0,1%
IBA-5: HMB*
Byab-Aka Hesigoma

AoMmilika: HMB*
3aranom: HMB*

1,0

CTepuibHUA

< 1,25 MO/mn

10 mKm: 66
25 MKm : 3

FrepmeTnyHo

Bignoeigae

[ata Bunycky:
16-07-2024

604 300, f+30 210 6604 583
Prepared by Eva Malkridaki
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Code: COoAQMO01IBA6MLIV_MISTRAL_UA

Version: 001
Date: 25/05/2021

CEPTU®IKAT BIANOBIAHOCTI
roToBOro NPOAYKTY

HA3BA NMPOAYKLY:

JIKAPCbKA ®OPMA:
PO3MIP | TUN YNAKOBKM:
KINbKICTb:
KPATHA-IMMOPT:
NPOAYKT MA Ne:

HOMEP CEPIi BULK:
®IHATbHWIA HOMEP CEPII:
OATA BUTOTOB/IEHHA:

BMPOBHWYA AINbHUUA T1a ii agpeca:

No GMP-ceptudikar / No MIA:

ATIbHULUA BIANOBIOANDBHA 3A AHANIZ

Taii agpeca:
GMP-cepTtudikat No / MIA No:

BMPOBHUK, BIANOBIOA/BHWN 3A

MNAKYBAHHA Ta ioro agpeca:
GMP-ceptudikat No / MIA No:

BMPOBHUK, BIANOBIOA/BHUN 3A

BUMNYCK CEPII 1a iioro agpeca:
GMP-ceptudikat No / MIA No:
HOMEP CEPII API:

BUPOBHWK A®I Ta itoro agpeca:

PE3YJIbTAT AHANI3Y:
KOMEHTAPI / 3AYBAMEHHA:
BIOXWNEHHA:

BEOHABJIACT, KOHLeHTpaT gna posunHy ana iHdysii, Imr/mn,
no 6mn y ¢pnakoni, Nel

KOHUEHTpaT ANnA po3uuHy ansa iHby3in Cwna gji : iBaHgpoHosa kucnota / 1mr/mn
YMAK x 1 ®/IAKOH

2423 ©NIAK

YKPATHA

UA/19287/01/01

0402147

0403671

19-04-2024 TEPMIH NPHUAOATHOCTI : 03-2029

OAPMATEH CA, [lepeeHakioH 6, ManniHi ATTMka, 15351, Mpeuin

141425/ 21-12-2021 / 0000006501/22/1
GAPMATEH CA, [lepeeHakioH 6, ManniHi ATTMka, 15351, Mpeuin
141425/ 21.12.2021 / 0000006501 /22/1
OAPMATEH CA, [lepeeHakioH 6, ManniHi ATTMka, 15351, Mpeuin
141425/21-12-2021 / 0000006501 /22/1
OAPMATEH CA, [lepeeHakioH 6, ManniHi ATTMKa, 15351, Mpeuin

141425/21-12-2021 / 0000006501/22/1

1142081 / NONIbGAPMA

®apmaueBTHYHUIA 3aBoa MONIBPAPMA C.A., Byn. MenbnavHbeKa 19, 83-200,
Craporapg 'aaHbcku, MNMonbwa

CepTudikaTt aHanisy roToBoi NpoayKuii 40AaETbCA.

-N/A-

OTAK & Hi

KiNnbKiCTb JOKYMEHTIB, O A0A3KTLCA:

LUum A niaTeepaxyto, Wo 3a3HayeHa iHbopmalja € 4OCTOBIPHOIO Ta TOYHOHO.

3anucK cepiitHoi 06pobKK, YyNakoBKKM Ta aHaniay 6ynu nepernAHyTi Ta BU3HaHI BiANOBiAHMMMK A0 BMMOT HanemHoi BUpobHMYoi MNpakTuKK

(GMP).

LA cepia npoaykTy, BKAoYakouM AP, 6yna BUroTOBNEHA, BKKOYAOYM YNAKOBKY Ta KOHTPO/b AKOCTI Ha BULLIE3a3HAYEHUX [iNIAHKAX, Y NOBHIK
BignoeigHocTi Ao Bumor GMP Ta BuUmor micuesux PerynaTopHux OpraHie, a Takox cneuudikaui, BKazaHux y PeecTpaujiiiHomy MNoceigyeHHi,

HaZaHWM B KpaiHi-imnopTepi.

Im'a
YnosHoBareHa ocoba:

Hikoc Koppganic

Cneujanicr 3 naKkysanbHUX maTepianis /

Nignuc
YnosHoBaMeHoi ocobu:

Hata sunycky: 16-07-2024

Pharmathen S A

YnosHoBaxeHa Ocoba
/Nidnuc/ 16/07/2024

Headquarters 44 Kifissias Avenue. 151 25 Marousi, Athens Greece. T +30 210 6604 300. f+30 210 6666 749

Manufacturing site-Registered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 2106

604 300, f+30 210 6604 583
Prepared by Eva Makridaki



Code: CoAQMO01IBA6MLIV_MISTRAL_UA
& Pharmathen otk ca

g ¥ . Date: 27/04/2022
Innovation inspired by life

CERTIFICATE OF ANALYSIS
Bonablast, concentrate for Solution for Infusion, 1mg/ml, 6ml in vial, Nel

Man. Date : 19-04-2024 Expiry Date : 03-2029 Pack Lot : 0403671
Man. Lot : 0402147 Batch Size : 3.000 vials
Active Ingredient Lot: 1142081 Active Ingredient Supplier: POLPHARMA
Man Site: Pharmathen S.A Pkg Site: Pharmathen S.A
Deviation Report: M NO O YES (the deviation report is attached)

CONTROLS SPECIFICATIONS RESULTS

Transparent glass ampoule or transparent glass vial contains colorless

Appasrance clear, solution, practically odorless, free of particles Conforms
Optical Control i y ;
(visible particles) Without foreign bodies Conforms
VRN ‘.rﬂl“me 54 Volume of solution per ampoule/vial:
ampoule or vial and volume Ihandronate 6mg/6ml:6.0-6.3ml 6.1ml
variation e
pH pH: 3.5-4.5 3.7
Specific Gravity 1.000-1.010g/ml 1.007g/ml
; 290 mOsmol/Kg + 5%
Sl 275.5 - 304.5 mOsmol/Kg SHmOnmolke
HPLC
Conforms to Positive Identification.
Ksntification 1)The retention time of Ibandronate peak in the samples solutions in 1. Positive
relation to the Reference Solution is RT=1.0+0.1 min 2. Positive
uv
2) UV spectrum of sample Lomsponds to UV spectrum of standard (UV)
Asia 95.0-105. {)% 101.7%
e of the stated amount of Tbandronate RSD<2.0% RSD:0.1%
IBA-5: BDL
R a/ B
Related Substances A Taidla [.BdA ISUNII:AT 0' ?\ﬂzﬂ 0.20% Any Individual Unknown:
determination e i et i i BDL
Total: NMT 0.5%
Total: BDL
Uniformity of d_os_age units AV: NMT 15 1.0
(mass variation)
Sterility Test Sterile Sterile
Endotoxin Test 10 EU/ml <1.25 EU/ml
[EST LB :
Particulate Contamination NMT 6000>10pm per container lzﬂspm 636
NMT 600>25 pm per container pm
; § Tight after immersion in 1% methylene blue solution for 30seconds at
Air/water tightness 160mmHg Tight
Cardboard box contains an appropriate number of transparent glass
Packaging ampoules or glass vials with an instruction leaflet and labelled with Lot. Conforms
Exp.
Responsible for 0 Nig Release Date :
Quality Control Yality g, KOs s Ko 16-07-2024
Pﬂfro; t::y,g 1 03 2524
arm
athey, SA ”agef/c?p

Pharmathen S A.

Headguarters: 44 Kifissias Avenue, 151 25 Marousi, Athens Greece, t +30 210 6604 300, f +30 210 6666 749
Manufacturing site-Registered seat: 6 Dervenakion str., 153 51 Pallini, Athens Greece, t +30 210 6604 300, f
+30 210 6604 583

www.pharmathen.com

Prepared by Eva Makridakr
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I NAME OF PRODUCT:
DOSAGE FORM:

! PACK SIZE AND TYPE:
l

' QUANTITY:

| IMPORTING COUNTRY:

1 PRODUCT MA No:

| BATCH NUMBER BULK:

| BATCH NUMBER FIN:

| MANUFACTURE DATE:

| MANUFACTURING SITE name &
| address

| GMP-certificate No/ MIA No:

| ANALYSIS SITE name & address

| GMP-certificate No/ MIA No:

| PACKAGING SITE name & address
GMP-certificate No / MIA No:
RELEASE SITE name & address

| GMP-certificate No / MIA No:

i BATCH NUMBER OF API:

AP1 MANUFACTURER

i NAME AND ADDRESS:

. RESULT OF ANALYSIS:
[ COMMENTS/REMARKS:
| DEVIATIONS:

|

Date: 25/05/2021

CERTIFICATE OF CONFORMANCE
FOR FINISHED PRODUCT

Bonablast, concentrate for Solution for Infusion, l1n§/ml-,6al in vial, Nel
Concentrate for Solution for STRENGTH: Ibandronic acid / Img/ml

Infusion

BTXIVIAL !
2,423 VIALS

UKRAINE

UA/19287/01/01

0402147

0403671

19-04-2024 EXPIRY DATE: 03-2029

PHARMATHEN S.A. 6, Dervenakion str. 15351 Pallini ATTIKI, GREECE

l
l
l
|
I
141425/ 21-12-2021 / 0000006501/22/1 !
PHARMATHEN S.A. 6, Dervenakion str. 15351 Pallini ATTIKI, GREECE |
141425/ 21-12-2021 / 0000006501/22/1 1
PHARMATHEN S.A. 6, Dervenakion str. 15351 Pallini ATTIKI, GREECE
141425/ 21-12-2021 / 0000006501/22/1
PHARMATHEN S.A. 6, Dervenakion sir, 15351 Pallini ATTIKI, GREECE |
141425/ 21-12-2021 / 0000006501/22/1
1142081/ POLPHARMA !
Zaklady Farmaceutyczne Polpharma S.A ul. Pelplinska 19, 1
83-200 Starogard Gdanski, Poland i
i
1
I
1

Certificate of analysis of finished product attached.

-N/A-
Q YES M NO

Attached number of documents:

| hereby certify that the above information is authentic and accurate.

The batch processing, packaging and analysis records were reviewed and found to be in compliance

with GMP.

This batch of product, including API, has been manufactured, including packaging and quality control at
the above mentioned sites in full compliance with the GMP requirements and the local Regulatory
Authority and with the specifications of the Marketing Authorization and is released.

Name of
Qualified Person:

Signature of
Qualified Person:

Date of Release:16-07-2024

Pharmathen S.A.

Headquarters: 44 Kifissias Avenue, 151 25 Marousi, Athens Greece, 1 +30 210 6604 300, f+30 210 6666 749
Manufacturing site-Registered seat: 6 Dervenakion str., 153 51 Pallini, Athens Greece, t +30 210 6604 300, f

+30 210 6604 583
www.pharmathen.com

Prepared by Eva Makridak:



AEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI

npos. Hanii Ceitnuunoti, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPIIOY 37079055

BUCHOBOK
Npo AKICTh BBE3€HOro B YKpaiHy JikapcbKoro 3acody

e A’f ~_-

11.12.2024 Ne 66526/24/26

BOHABJIACT

(HaiiMeHyBaHHA NikapcbKoro 3aco0y 3rijjHo 3 peccTpalliifHHM MOCBiIYEHHAM)
KOHIEHTPAT AJNs po3unHy /s indysii 1 mr/ma mo 6 ma y gaaxoni; mo 1 giraxony B
KAapTOHHIH mavui

(chopma BunycKy, 103yBaHHA, BUJL NaKyBaHHs Nikapchkoro 3acoGy)

Homep peectpauiiinoro nocsinuenns UA/19287/01/01 crpox aii peecrpauiitnoro nocsinuenns 27.03.2027

Cepis nikapcekoro 3acoby Ne 0403672 KinbkicTs BBe3eHOro nikapeskoro 3acoby 1000
BupoGuuk DAPMATEH CA, I'penis
(HalimeHyBanus Bupo6HHKa Nikapcskoro 3acofy, KpaiHa NMoXo/LKEHHA)
Beeseno B Vkpainy TosapucTBo 3 06Mexenor BianosigaasuicTio "BYCT ®APMA",
inenT. kon: 44107410

(naiimenyBanna Ta kog 3a EJIPTIOY opuanyHoi ocobu abo npissuiue, im'a, no Garekosi
(izuanoi ocobu - mianpuemus, il Miclle NPOXKUBaHHSA Ta peecTpauilinuii Homep 06ikoBoi
KapTKH MJiaTHHKa nozarkie abo cepis Ta HoMep nacnopra)

Iporokon Bisyansuoro koutpoumo six 11.12.2024 Ne 4186/2.

3a pesynbTaTaMu JEP)KABHOrO KOHTPOIIO BCTAHOBNEHO, IO Jikapcpkuii 3aci6 BBeseHo B Vkpaiwy 3
JAOTPHMAHHSM BHMOI 3aKOHOIABCTBA OO 3a6e3neyeHHs SKocTi /poucux 3acobis.

Muxosna XOJIOJAEHKO

(nocazosa qt?c{ﬁa oprauy nepjuca.n\mm KOHTPOJIIO) (nigrnuc) (iniuiany Ta Npi3BMILE)

Havaneeuk - 1o,

\ Ml /=
¢y



4 Pharmathen

Innovation inspired by life

Code: COoAQMO01IBA6MLIV_MISTRAL_UA

Version: 001

Date: 27/04/2022

CEPTUDIKAT AHANI3Y

BOHABJIACT, KOHUEHTpaT ANA po3uuHy ana iHdysii, 1Imr/mn, no 6mn y pnakoni, Nel

Dara eupobHuurea: 19-04-2024

Bupo6Huua cepin: 0402148
Cepia A®I: 1142081
BupobHuk: @Papmaren C.A.
3BiT Npo BiAXW/IEHHA: B HI

NMEPEBIPKA
Onumc

Bisya/ibHUIA KOHTpONb
(sudumi yacmku)

CepepgHiii 06’em Ha amnyny abo
¢pnakoH Ta Bapiauia 06’emy

pH

BigHocHa ryctuHa

OCMONANDBHICTD

|peHTHdiKalin

KinbKicHuid BmicT

CynyTHi g oMilLKK

OaHopigHICcTL 4030BaHUX
oAWHULD (Bapiauia macu)

CTepunbHicTb

BbaKkTepianbHi eHOOTOKCUH

MexaHiuHi BKIIOYeHHA
(Hesudumi yacmrku)

MNoBiTpo/BOAOHENPOHUKHICTD

YnakoBKa

BignosiganbHWiA 3a KOHTPOAb
AKoCTi

Tepmin npugatHocrti: 03-2029
Poamip cepii: 3000 ¢pnaKkoHis
MNocrauanbHuk ADI:

MakyBaHHA: ®apmareH C.A.

Cepia: 0403672

noneAPMA

0O TAK (38im npo eidxunenHa dodaemscs)

TEXHIYHI XAPAKTEPUCTUKHU

Mpo3opa cknaHa amnyna abo Npo3opuit CKAAHWIA GNaKoH
MicTUTb Be3bapBHMiA Npo3opunid po3unH, NpakTnyHo 6es 3anaxy,
BiZIbHWIA Big YacToOK.

Bes cTopoHHiX YacToK

O6'em po34MHy B amnyni/dnakoHi:
I6aHApoHaT 6 mMr/6 ma: 6,0-6,3 Mn

pH: 3,5-4,5
1,000-1,010 r/mn
290 mOcmonb/Kr + 5%
275,5 - 304,5 mOcmonb/Kr
BEPX
BiAANOBiA3€ NO3UTUBHIN iAeHTUdIKaLII.

1) Yac yTpumaHHA niky iGaHapoHaTy B pO34MHAX 3pasKiB Nno
BiAHOLIEHHIO A0 PO34MHY NOPIBHAHHA cTaHOBWUTL RT=1,0+0,1 xB.
Yo
2) Y®-cneKkTp 3paskKa signosigae YO-cnekTpy craHgapTy (YP)
95,0-105,0%

Bif, 3aABNeHOI KiNbKocTi iBaHgpoHaTty RSD < 2,0%

IBA-5: He Binbwe 0,15%
Byab-sika Hesigoma aomiwka: He 6inbwe 0,20%
Cyma gomiloK: He Binblue 0,5%

AV: He Binblue 15

CTepunbHUiA
10 MO/mn

TECT 1B
He B6inbwe 6000 Ha ¢nakoH > 10 MKm
He 6inblwe 600 Ha GaKoH > 25 MKM

FepmeTUYHWIA Nicna 3aHypeHHA B 1% po34uH MeTUNEHOBOTO
cuHboro Ha 30 cekyHa npu 160 mm pT.CT.

KapToHHa KopobKa MicTUTb BigNOBIAHY Ki/bKiCTb NPO30puUX
CKAAHUX amnyn abo cKNSHWX GNAKOHIB 3 IHCTPYKLje Ta
MapKyBaHHAM cepii Ta TepMiHy NpWOATHOCTI.

Hikoc Koppganic
CneuianicT 3 nakyBanbHUX MaTepianie / ynoBHoBa)KeHa ocoba
dapmareH C.A.
/Niénuc/ 16/07/2024

*HMB (BDL) - Huxkue mexxi BuaBneHHn (Below Detection Limit)

Pharmathen S A

Headquarters 44 Kifissias Avenue. 151 25 Marousi, Athens Greece. T +30 210 6604 300. f +30 210 6666 749

Manufacturing site-Registered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 2106

PE3Y/IbTATHU

Bignoeigae

Bignoeigae

6,1 mn
3,7
1,007 r/mn

291 mOcmonb,/Kr

1. MO3UTUBHUIA
2. No3nTuBHUIA

101,7%
RSD: 0,1%

IBA-5: HMB*
Byab-AKa HeBigoma
AOMilKa: HMB*
3aranom: HMB*

1.5

CTepunbHuUIA

< 1,25 MO/mn

10 mkm: 70
25 MKMm : 5

lepmeTuyHO

Bignoeigae

[arta Bunycky:
16-07-2024

604 300, f +30 210 6604 583
Prepared by Eva Makridaki



4 Pharmathen

Innovation inspired by life

Code: COAQMOO1IBA6MLIV_MISTRAL_UA

Version: 001
Date: 25/05/2021

CEPTU®IKAT BIANOBIAHOCTI
roTOBOIro NPOAYKTY

HA3BA MPOAYKLI:

NIKAPCbKA ¢®OPMA:
PO3MIP | TUI YNAKOBKM:
KINTbKICTb:
KPAIHA-IMMOPT:
NMPOAYKT MA Ne:

HOMEP CEPIi BULK:
®IHAIbHUIA HOMEP CEPII:
OATA BUTOTOBNIEHHA:

BMPOBHMYA OI/IbHUUA Taii agpeca:

No GMP-ceptudikar / No MIA:

AINbHULUA BIANOBIOANIBHA 3A AHANIZ

Talii agpeca:
GMP-ceptudikat No / MIA No:

BMPOBHWK, BIANOBIAAbHUIA 3A

NMAKYBAHHA Ta ioro agpeca:
GMP-ceptudikat No / MIA No:

BMPOBHMK, BIANOBIAANbHUIA 3A

BMIMNYCK CEPII 1a iioro agpeca:
GMP-ceptudikat No / MIA No:
HOMEP CEPII API:

BUPOBHUK A®I Ta ioro agpeca:

PE3YNbTAT AHANI3Y:
KOMEHTAPI / 3AYBAMEHHA:
BIOAXWUNEHHA:

BOHAEJIACT, KOHLEeHTpaT ana posyuHy ana iHdysii, 1mr/mn,
no 6mn y ¢pnakoni, Nel

KoHUeHTpaT Ana po3uuHy ana iHdysin Cwna gji : iBaHgpoHosa kucnota / Imr/mn
YMAK x 1 ®JTAKOH

2361 ®NAK

YKPAIHA

UA/19287/01/01

0402148

0403672

19-04-2024 TEPMIH NPUOATHOCTI : 03-2029

OAPMATEH CA, [lepeeHakioH 6, Mannini ATTuka, 15351, Mpeuin

141425/ 21-12-2021 / 0000006501/22/1
DAPMATEH CA, flepeeHakioH 6, Mannini ATTuka, 15351, Mpeuin
141425/ 21.12.2021 / 0000006501 /22/1
GAPMATEH CA, flepeeHakioH 6, Mannini ATTuka, 15351, Mpeuin
141425/21-12-2021 / 0000006501 /22/1
OAPMATEH CA, [lepeeHakioH 6, Mannini ATTMKa, 15351, Mpeuin

141425/21-12-2021 / 0000006501/22/1

1142081 / NO/Ib®APMA

d®apmauesTUuHMIA 3aBog MNONbPAPMA C.A., Byn. MNenbnauHbeka 19, 83-200,
Craporapg 'gaHbcku, Monbuwa

CepTudikaT aHanisy rotoBoi NPoAyKLUii 4OAAETLCA.
-N/A-
OTAK & HI

KinbKicTb AOKYMEHTIB, WO A0Aa0TLCA:

LMm A niaTeBepaxyto, WO 3a3HayeHa iHhopmaLia € 4OCTOBIPHO Ta TOYHOM.

3anucK cepiiHoi 06pobKKM, yNakoBKK Ta aHanisy Bynu nepernaHyTi Ta BU3HaHI BignoBigHMMKM Ao BUmor HanexHoi BUpobHWuoi MpaKkTUKK

(GMP).

LA cepia npodykTy, BKAoYakoun AP, 6yna BUroToBAeHa, BKAKOYAKHM YMAKOBKY Ta KOHTPOAb AKOCTI Ha BULL,E3a3Ha4YeHWUX OiNAHKaX, ¥ NOBHIM
BignosigHocTi Ao eumor GMP Ta Bumor micueeux PerynatopHux OpraHis, a Takox cneuudikauiil, BKazaHux y PeecTpauiiiHomy MocBiadeHHi,

HagaHWm B KpaiHi-imnopTepi.

Im'a
YnosHoBaMeHa ocoba:

Hikoc Koppganic

CneujianicT 3 naKysanbHUX maTepianis /

NMignwuc
YnoeHoBaxeHoi ocobu:

Aarta eunycky: 16-07-2024

Pharmathen S A

YnoeHoBaxeHa Ocoba
/Nidnuc/ 16/07/2024

Headquarters 44 Kifissias Avenue. 151 25 Marousi, Athens Greece. T +30 210 6604 300. f +30 210 6666 749

Manufacturing site-Registered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 2106

604 300, f +30 210 6604 583
Prepared by Eva Makridaki



Code: CoAQMOO011BABMLIV_MISTRAL_UA
<4 Pharmathen Code: faa

A : Date: 27/04/2022
Innovation inspired by life

CERTIFICATE OF ANALYSIS

Bonablast, concentrate for Solution for Infusion, 1mg/ml, 6ml in vial, Nel

Man. Date : 19-04-2024 Expiry Date : 03-2029 Pack Lot : 0403672
Man. Lot : 0402148 Batch Size : 3.000 vials
Active Ingredient Lot: 1142081 Active Ingredient Supplier: POLPHARMA
Man Site: Pharmathen S.A Pkg Site: Pharmathen S.A
Deviation Report: M NO L YES (the deviation report is attached)
CONTROLS SPECIFICATIONS RESULTS
) Transparent glass ampoule or transparent glass vial contains colorless :
Appesrance clear, solution, practically odorless, free of particles Conforms
(?isitl?l:zlp(aj?:;g::) Without foreign bodies Conforms
ANtRins \:'olume e Volume of solution per ampoule/vial:
ampoule or vial and volume Hhandenaats Snaitaked 63501 6.1ml
variation L i
pH pH:3.5-4.5 37
Specific Gravity 1.000-1.010g/m] 1.007g/ml
; 290 mOsmol/Kg + 5%
Dty 275.5 - 304.5 mOsmol/Kg 291mOsmol/Kg
HPLC
Conforms to Positive Identification.
; ; 1)The retention time of Ibandronate peak in the samples solutions in 1. Positive
Ipniifiention relation to the Reference Solution is RT=1.0+0.1 min 2. Positive
uv
2) UV spectrum of sample correspends to UV spectrum of standard (UV)
Koy 95.0-105.0% 101.7%
' Y of the stated amount of Ibandronate RSD<2.0% RSD:0.1%
IBA-5: BDL

IBA-5: NMT 0.15% e 5
Related Substances Any Individual Usknown: NMT 0.20% Any Individual Unknown:

determination BDL
Total: NMT 0.5%
’ Total: BDL
Uniformity afd.os'age units AV: NMT 15 15
{mass variation)
Sterility Test Sterile Sterile
Endotoxin Test 10 EU/ml <1.25 EU/ml
TEST LB i
Particulate Contamination NMT 6000=10um per container izosmjrso
NMT 600>25 pm per container S
: y Tight after immersion in 1% methy.leﬁe-bl'ﬁe solution for 30seconds at g
Air/water tightness 160mmHg Tight
Cardboard box contains an appropriate number of transparent glass
Packaging ampoules or glass vials with an instruction leaflet and labelled with Lot. Conforms
Exp.
Responsible for 0 X Release Date ;
. Us -
Quality Control 4, "403 / A6 (022 2 16-07-2024
Ry oy
LT T,
', ar fs
they” .

Pharmathen S.A
Headquarters: 44 Kifissias Avenue, 151 25 Mgro si ’ﬁ@ens Greece, t +30 210 6604 300, f +30 210 6666 749
Manufacturing site-Registered seat: 6 Dervenakion str., 153 51 Pallini, Athens Greece, t +30 210 6604 300, f
+30 210 6604 583

www.pharmathen.com

Prepared by Eva Makridaki



< Pharmathen

Innovation inspired by life

Code: CoCOMOO1MISTRAL_UA
Version: 001
Date: 25/05/2021

CERTIFICATE OF CONFORMANCE
FOR FINISHED PRODUCT

[ NAME OF PRODUCT:
. DOSAGE FORM:

PACK SIZE AND TYPE:
QUANTITY:
IMPORTING COUNTRY:
PRODUCT MA No:
BATCH NUMBER BULK:
BATCH NUMBER FIN:
MANUFACTURE DATE:

MANUFACTURING SITE name &
address
GMP-certificate No/ MIA No:

ANALYSIS SITE name & address
GMP-certificate No/ MIA No:

PACKAGING SITE name & address
GMP-certificate No/ MIA No:

RELEASE SITE name & address
GMP-certificate No/ MIA No:

BATCH NUMBER OF API:

API MANUFACTURER
NAME AND ADDRESS:

RESULT OF ANALYSIS:

COMMENTS/REMARKS:
DEVIATIONS:

Bonablast, concentrate for Solution for Infusion, lmg/ml, 6ml in vial, Nel

Concentrate for Solution for STRENGTH:

Infusion

BTXIVIAL

2.361 VIALS

UKRAINE

UA/19287/01/01

0402148

0403672

19-04-2024 EXPIRY DATE: 03-2029
PHARMATHEN S.A. 6, Dervenakion str. 15351 Pallini ATTIKI, GREECE

141425/ 21-12-2021 / 0000006501/22/1

PHARMATHEN S.A. 6, Dervenakion str. 15351 Pallini ATTIKI, GREECE
141425/ 21-12-2021 / 0000006501/22/1

PHARMATHEN S.A. 6. Dervenakion str. 15351 Pallini ATTIKI, GREECE
141425/ 21-12-2021 /0000006501/22/1

PHARMATHEN S.A. 6, Dervenakion str. 15351 Pallini ATTIKI, GREECE
141425/ 21-12-2021 / 0000006501/22/1

1142081/ POLPHARMA

Zaklady Farmaceutyczne Polpharma S.A ul. Pelplinska 19,

83-200 Starogard Gdanski, Poland

Certificate of analysis of finished product attached.

-N/A-
U YES

Attached number of documents:

¥ NO

| hereby certify that the above information is authentic and accurate.

The batch processing, packaging and analysis records were reviewed and found to be in compliance

with GMP.

This batch of product, including API, has been manufactured, including packaging and quality control at
the above mentioned sites in full compliance with the GMP requirements and the local Regulatory
Authority and with the specifications of the Marketing Authorization and is released.

Name of
Qualified Person:

Signature of
Qualified Person:

0[}{{0/ ,rOr
d/
1 61012 '7(,,&35:73‘?9”*’0,* ; lig
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|

Date of Release:16-07-2024

Pharmathen S.A

Headquarters: 44 Kifissias Avenue, 151 25 Marousi, Athens Greece, t +30 210 6604 300, f +30 210 6666 749
Manufacturing site-Registered seat: 6 Dervenakion str., 153 51 Pallini, Athens Greece, t +30 210 6604 300, f

+30 210 6604 583
www.pharmathen.com

Prepared by Eva Makridaki

Ibandronic acid / Img/ml |
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