i

AEPKABHA CJHYXBA 3 JIIKAPCbKUX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI
npos. Haxii Ceitnuysnoi, 3, Kuis, 02099, ten.: (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Kon €JPTIOY 37079055

BHCHOBOK
Npo SIKiCTb BBe3eHOro B YKpaiHy JiikapcbKoro 3acoly
31.07.2023 Ne 39049/23/26
BOHABJIACT

(HaliMeHyBaHHA Jikapcbkoro 3acoby 3riIHO 3 peccTpauifiiMM NOCBiAYEHHAM)
Tabserkn, BKpUTi NiBkoBoio 06onouko10 no 50 mr; no 7 rabaerok y daicrepi; no 4
GaicTepH B KapTOHHIH nmayui

(thopma BHNyCKy, 103yBaHHA, BUI NAKyBAHHA 1iKapchkoro 3acoby)

Homep peectpauiitoro nocsinuenns UA/19287/02/01 crpok aii peectpauiiinoro nocsinuenns 22.04.2027

Cepis nikapcskoro 3aco6y Ne 0303503 KinskicTh BBE3€HOrO Nikapcbkoro 3acoby 3372
BupobHuk DAPMATEH CA, I'peuis
(naimenysaHHa Bupo0HHKa Nikapckkoro 3acoby, KpaiHa NOXOMKEHHSA)
BeeseHo B Vkpainy TosapucTso 3 o6mexenoro BianosizansnicTio "BYCT ®APMA",
inent. kon: 44107410

(HaHmenysanns Ta koa 3a €IPTIOY opuanyHoi ocoGu abo npissuuie, iM'a, no Garskosi
(iznunoi ocobu - nianpuemus, il MicLe NPOKHBAHHA Ta peecTpauifHHUA Homep obnikosol
KAPTKH NJaTHKKa noaaTkis aGo cepis Ta HOMEp nacnopra)

MNporokoa sisyanshoro koutpomo sia 31,.07.2023 N 2180/4.

Muxkosna XOJIOJJEHKO

(nianuc) (iniuianu Ta npissuiue)
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[arta eupobHuurea: 24-05-2023

Bupo6Huya cepia: 0302564

Cepia A®I: 1340139

Bupo6HuK:

3siT npo eigxunexna: & HI

MEPEBIPKA

Onumc
CepegHa maca

BrpaTtu npu sucywysaHHi

PosnagaHHa

Teeppgics

lgeHTudikauia

Bmicr

CynyTHi gomiwikm

OpgHopigHicTe BosoBaHUX
oAavHMLb (Bapiayia macu)

PosuuHeHHsA

3aNMLIKKN POSYMHHMKIB

MikpobionoriuHa uncrorta

|aeHTudikauia giokenay
TMTaHy

TepmeTuuHicTb Bnictepa **

BidnosidanvHuli 3a
KOHMpOsb AKocmi

dapmareH C.A.

Code: CoAQMO01IBAGMLIV_MISTRAL_UA
Version: 001

Date: 27/04/2022

CEPTU®DIKAT AHANI3Y

TepmiH npuaaTtHocTi: 04-2028
Posmip cepii: 100000 Tabn.
MocrayanbHuK ADI:

MaKyBaHHA:

dapmareH C.A.

BOHAB/IACT, TabneTtku, BKpUTI NNiBKOBO 06010HKOO no 50mr

Cepia: 0303503

NON®APMA

O TAK (38im npo sidxuneHHa dodaemebcs)

TEXHIYHI XAPAKTEPUCTUKH

Kpyrni, asoskoonykni Tabnetku Binoro konbopy

154,5 mr £7,5%
142,9-166,1mr

He 6inbw 8,0%

He meHw 1xs
He 6inbw 15x8

He meHw 30N

Bignosigae nosutusHii igeHTUdikauil.

1) Yac yTpumanHa niky 16aHapoHaTy B po3ymMHaXx 3paskis no
BiAHOWEHHI 40 PO34MHY NOpPiBHAHHA cTaHoeuTb RT=1,0+0,1

2) IM-cnekrp 3paska signosigae I4-cnektpy craHgapTy (I4)
95,0-105,0%
BiZ 3aABNEHOI Ki/IbKOCTI
IBA-5*: He binbwe 0,15%
Byab-aka HecneumdikosaHa gomiwka: He binbwe 0,20%
Cyma gomiwok: He Binbwe 0,5%
Bapiauia macu:
MpuitmansHe 3HadeHHs (AV): He Binbwe 15,0
(Ona gecatu Tabnetok)

Bignosigae notouniit pegakuii E® (npeacrasnsae S1, S2)
% pozymuHeroro: 0=80% 3a 15 xs.

Cnupt eTnnosuii : He 6inbw 772 mrr/Taba.

3aranbHa KinbKicTb aepobHMX MiKpoopraHismis:
He 6inbw 1000 KYO/r
3aranbHa KinbKicTb ApiXAMKOBUX Ta NAICHABWX rpmbis:
He 6inbw 100 KYO/r
E.Coli: He 6inbw 0 KYO/r

MozuTMBHMIA

MoeiTpo- | BogoHenpoHwuKkHiI Yepes 30 cekyHa. B 1% po3yunHi

MeTWI1EeHOBOro CUHbOTO, Nig TMckom 160 mm pr.cT.

Hikoc Koppganic
MakyBanbHi maTepianu
Cneuianict/YnoeHoBa)KeHa ocoba
/nidnuc/ 11/07/2023

* IBA-5: : 3-( N -meTmn- N -neHTMNamiHO)-NponioHOBOI KMCNOTH-TiAPOXNOpUA,

** _ TecTyBaHHA nig Yac eupobHMUTEa

CKOPOYEHHA: AV MpuiimanbHe 3HaYyeHHA

FIO = nuwe gna iHbopmauji
NMT/NLT=He 6inbw/He meHw

BDL —Huye mexi suasnerns / 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

PE3Y/IbTATU
Bignosigae

CepegHe: 151,3mr
Min.: 147,0mr
Makc.: 162,4mr

4,1%
03',38”-04',40"”

65N
Min.: 58N
Makc.: 71N

1. NozutmeHa RRT= 1,0

2. MNo3utKBHa

101,1%

IBA-5: BDL
Byapb-aka Heeigoma gomiwka: BDL
Cyma: BDL

3.2

97%
MiuH.: 93%
Makc.: 100%

36 mKr/Tabn.

TAMC: <10 KYO/r
TYMC: <10 KYO/r
E.Coli: BigcyTHsa

Mo3uTrBHMIA

lepmeTnyHo

[arta Bunycky:
11-07-2023

Manufacturlng srte Registered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, f+30 210 6604 583
Prepared by Athina Tzanakou
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Code: COoAQMO01IBA6MLIV_MISTRAL_UA

Version: 001
Date: 25/05/2021

CEPTU®IKAT BIANOBIAHOCTI
roToBOro NPOAYKTY

HA3BA NPOAYKLYI:

JIIKAPCbKA ®OPMA:

PO3MIP | TMN YNAKOBKM:
KINbKICTb:

KPATHA-IMMOPT:

NMPOAYKT MA Ne:

HOMEP NAPTII BULK:

HOMEP NAPTII FIN:

OATA BUTOTOB/IEHHA:

BMPOBHWYA AINbHUUA T1a ii agpeca:
No GMP-ceptudikar / No MIA:
OinbHWUUA BIANOBIOANBHA 3A AHANI3
Taii agpeca:

GMP-cepTtudikat No / MIA No:
BUPOBHMK, BI,ﬂHOBI,ﬂMbHMﬁ 3A
MNAKYBAHHA Ta ioro agpeca:
GMP-ceptudikat No / MIA No:
BUPOBHMK, BI,ﬂHOBI,ﬂMbHHﬁ 3A
BUMNYCK CEPII 1a fioro agpeca:
GMP-ceptudikat No / MIA No:
HOMEP CEPII API:

BUPOBHWK A®I Ta itoro agpeca:

PE3YJIbTAT AHANI3Y:
KOMEHTAPI / 3AYBAMEHHA:
BIOXWNEHHA:

BOHAB/IACT, Tabnetku, BKpUTi NnisBKoso ob6onoHKow no 50mr

Tabnetku Cwna gji : 50mr/Tabn
YMAK x 4 6nictepa x 7 TabneToK

3 372¥NAK

YKPATHA

UA/19287/02/01

0302564

0303503

24-05-2023 TEPMIH NPHUAOATHOCTI : 04-2028
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

1340139 / NO/IbGAPMA

NONbPAPMA C.A (PapmaueBTUuHMIA 3aBog MONIBPAPMA C.A), Byn. MNenbnanHbCKa
19, 83-200, Craporapa, gaHbcku, Monbuwa

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, BKIOYAOYM YMAKOBKY Ta KOHTPO/b AKOCTI Ha BMLLIE3a3HAYEHUX [iNAHKAX, Y NMOBHIM
BignoeigHocTi Ao Bumor GMP Ta BuUmor micuesux PerynaTopHux OpraHie, a Takox cneuudikaui, BKazaHux y PeecTpaujiiiHomy MNoceigyeHHi,

HaZaHWM B KpaiHi-imnopTepi.
Im's
YnosHoBareHa ocoba:

Nignuc
YnosHoBaMeHoi ocobu:

Aata sunycky: 11-07-2023

Pharmathen S A

Hixkoc Kopaanic
NMaxkysaneHi maTepianu
Cneujanict/YnosHoBsaeHa ocoba
/nignuc/ 11/07/2023

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

Prepared by Athina Tzanakou
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Code: CoAQMO01IBAS0TAB_MISTRAL_UA

< Pharmathen S

Prepared by: Hara Vlachou

Review : Maria Kinigopoulou
Approval : Youla Chamosfakidi

CERTIFICATE OF ANALYSIS

Bonablast 50 mg f.c. tablets

Man. Date : 24-05-2023

Expiry Date : 04-2028 Pack Lot : 0303503

Man. Lot : 0302564

Batch Size : 100.000 Tabs

Active Ingredient Lot: 1340139

Active Ingredient Supplier: POLPHARMA

Man Site: Pharmathen S.A

Pkg Site: Pharmathen S.A

Deviation Report: NO

[ YES (the deviation report is attached)

CONTROLS SPECIFICATIONS RESULTS
Appearance White, round biconvex tablets Conforms
Aver:151.3mg
0,
Average mass 115 :259ﬁ362: ;?nf % Min:147.0mg
oo 100.1mg Max:162.4mg
Loss on drying NMT 8.0% 4.1%
. NLT 1 min S
Disintegration NMT 15 min 03°.38"°-04".40
65N
Hardness NLT 30N Min:58N
Max:71N
Conforms to Positive Identification.
i 1)The retention time of Ibandronate peak in the samples solutions o -
Mestifiention in relation to the Reference Solution is RT=1.0+0.1 k. P;srgvel g‘T Lo
2)IR spectrum of sample corresponds to IR spectrum of standard eI
(IR)
Assay 95.0 - 105.0% S
of the stated amount 10133
IBA-5%: NMT 0.15%, IBA-5:BDL
Relwted Substunres Any Unknown: NMT 0.20% Any Unknown: BDL
Total NMT 0.5% Total: BDL
. A Mass Variation:
U""‘"mg:i:’: Doswgr Acceptance Value (AV): NMT 15.0 332
(For ten tablets)
Comply with Ph.Eur current edition 97%
Dissolution (mt:odu_cmg S ,.SZ) Min: 93%
% Dissolved: Max: 100%
Q=80% at 15 min ki
Residual solvents EtOH: NMT 772pg/tab 36pg/tab
Mistoblal Contassfiation Total Aerobic Microbial Count: NMT 1000 cfu/g TAMC:<10cfu/g
Total Yeast and Mould Count: NMT 100 cfu/g TYMC: <10cfu/g
E.Coli: NMT 0 cfu/g E Coli: Absence
Identification of Titanium Positi Positive
Dioxide g ;
: : — g
Tightness of blister ** Air and water tight after 30 sec. in 1% methylene blue solution, 160 Tight
mmHg pressure -
Responsible for Release Date:
uality Control: 11-07-2023
*IBA-5: 3-(N-methyl -N-pentylamino)-propionic acid hydrochloride salt
LAV, nce Value
FI10 =For Information Oniycep / / O?- Ms

NMT/NLT=Not More/Less Than

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

Prepared by: Athina Tzanakou
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Code: CoCQMOOTMISTRAL_UA
Version: 001
Date: 25/05/2021

CERTIFICATE OF CONFORMANCE

FOR FINISHED PRODUCT
NAME OF PRODUCT: Bonablast 50 mg f.c. tablets
DOSAGE FORM: TABLETS STRENGTH: 50 mg /tab
PACK SIZE AND TYPE: BTX4BLISTERSX7TABS
QUANTITY: 3.372BT
IMPORTING COUNTRY: UKRAINE
PRODUCT MA No: UA/19287/02/01
BATCH NUMBER BULK: 0302564
BATCH NUMBER FIN: 0303503
MANUFACTURE DATE: 24-05-2023 EXPIRY DATE: 04-2028
MANUFACTURING SITE name & PHARMATHEN SA
address 6, Dervenakion str., Pallini Attiki, 15351, Greece

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:

141425/ 21-12-2021, 0000006501/22/1
PHARMATHEN SA

6, Dervenakion str., Pallini Attiki, 15351, Greece
141425/ 21-12-2021, 0000006501/22/1
PHARMATHEN SA

6, Dervenakion str., Pallini Attiki, 15351, Greece
141425/ 21-12-2021, 0000006501/22/1
PHARMATHEN SA

6, Dervenakion str., Pallini Attiki, 15351, Greece
141425/ 21-12-2021, 0000006501/22/1
1340139/POLPHARMA

Polpharma S.A (Zaklady Farmaceutyczne Polapharma S.A) 19, Pelpinska
Street, 83-200 Starogard, Gdanski,Poland
Certificate of analysis of finished product attached.

-N/A-
Q YES
Attached number of documents:

MNO

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:

Date of Release:11-07-2023

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

Prepared by: Athina Tzanakou
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JEPXJIIKCITYXBA YKPATHU
JAEPKABHA CJIYXBA 3 JIIKAPCBKHUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hapnii Citnuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kox €JIPTIOY 37079055

BUCHOBOK
Npo SIKICTH BBe3eHOro B YKpaiHy JIiKapcbKoro 3acody

18.11.2024 Ne 61102/24/26

BOHABJIACT

(HaliMeHyBaHHA JiKapcbKoro 3aco0y 3riiHO 3 peecTpauifHHM NOCBIIYEHHAM)
Tad/IeTKH, BKPHTI IUVIIBKOBOXO 000/10HK010 110 50 Mr, no 7 Tabaerok y Guaicrepi; mo 4 daicrepn
B KAPTOHHIH mauui

((opma BuIyCKy, 103yBaHHs, BUJ NMaKyBaHHs Jlikapchkoro 3acoby)
Homep peectpauiitioro nocsiauenns UA/19287/02/01 crpok nii peectpauiiinoro nocsinuenns 22.04.2027
Cepis nikapcskoro 3acoby Ne 0405792 KinbkicTs BBe3eHOrO Jlikapcekoro 3acoby 1294

BupoGHuK DOAPMATEH CA, I'peuis

(naiiMenyBanns BupoOHHKa Jlikapchkoro 3acoly, KpaiHa MOXOKEHHS )

BeeseHo B VikpaiHy TOBAPHUCTBO 3 OBMEKXEHOIO BIIITIOBIJIAJIBHICTIO
"BYCT ®APMA", inent. xon: 44107410

(nadimenysanns Ta koa 3a €/IPTIOY opuauuHoi ocobu abo npissue, iM's, no 6arLkosi BisnuHol
0co6u - nianpuemuy, ii Micue NpoKMUBaHHA Ta peecTpauiiinnii HoMep 061iKOBOT KAPTKH IUIATHHKA
noaarkie abo cepis Ta HOMEp Nacnopra)

IpoTokon Bisyaabnoro koutpomo sia 18.11.2024 N 3966/10.

3a pesy/ibTaTaMH JEPXKaBHOIO KOHTPOJNK  BCTAHOBJIEHO, WIO nikapcekuii  3aci6 BBeseHo B VkpaiHy 3

JAOTPUMAHHSM BUMOT 3aKOHOJABCTBA 1010 3a0e3NeueHHs AKOCTI nixapch?rx acobiB.
HauansHHK Muxkona XOJIOJJEHKO
(mignuc) (iniuianu Ta npissuiLE)




4 Pharmathen

Innovation inspired by life

BOHABJIACT, Tabnetku, BKpuTi nniekosoto obonoHkoto no 50mr

[ata supobuuuTea: 02-09-2024

Bupobuuua cepin: 0404760

Cepia ADI: 1340148

BupobHuk: ®apmaren C.A.

3siT npo sigxunexHa: & HI
NEPEBIPKA

Onuc
CepepaHa maca

BTpati npu BUCYLLYBaHHI

PosnapaHHA

TeepaicTb

laeHTMdiKaLina

Bmict
CynyTHI AOMILLKK

OpaHopigHICTL A030BAHMX
oAuHUUL (Bapiauia macu)

PosYyMHEHHA

3aNULWKKW POSYUHHUKIB

MikpobionoriyHa yncToTa

laeHTMdiKaLia AioKcHAay TUTaHY

FepmeTHuHicTb BnicTepa **

BidnosidanvHull 3a KoHMpone
Axkocmi

Code: CoAQMOOO01IBASSOTAB_MISTRAL_UA
Version: 001

Date: 26/04/2023

Prepared by: Hara Vlachou

Review : Maria Kinigopoulou

Approval :

CEPTU®DIKAT AHANI3Y

Tepmin npupgatHocri: 08-2029
Posmip cepii: 100000 tabn.

MoctauansHuk ADI:

MaxkysaHHA: ®apmaren C.A.

Voula Chamosfakidi

Cepin: 0405792

NOoNeAPMA

O TAK (3eim npo eidxuneHHa dodaemuocs)

TEXHIYHI XAPAKTEPUCTUKH

Kpyrni, agoakoonykni TabneTkun Binoro Konbopy

154,5 mr +7,5%
142,9-166,1mr

He 6inbiu 8,0%

He meHw 1xB
He 6inbw 15x8

He meHw 30N

Bignoeigae no3uTUBHIK iaeHTUdIKaLI.
1) Yac yTpvmaHHA niky |6aHapoHaTy B po34MHax 3paskKis no
BiAHOLIEHHIO 0 PO34MHY NOPIBHAHHA CTaHOBUTL RT=1,0+0,1
2) IM-cnekTp 3pa3Ka signoeigae |Y-cnekTpy cTaHaapTy (1Y)

95,0-105,0%
Bi/] 32ABN1€HOI KiNbKoCTi

IBA-5*: He Binblue 0,15%
Byab-Aka HecneumdikoBaHa gomiwKa: He Binbwe 0,20%
Cyma Aomiwok: He Binbwe 0,5%

Bapiauia macu:
MNpuitmanbHe 3HadveHHA (AV): He Ginblue 15,0
(Ona aecatn TabneTok)

Bignoeigae notouHii pegakuii EP
(npencraenae S1, S2)
% po34nHeHoro: Q=80% 3a 15 xB.

CnupT eTMNoBuMiA : He 6inbw 772 mir/Tabn.

3arasibHa KinbKicTb aepobHUX MiKpoopraHiamie:
He 6inbw 1000 KYO/r
3aranbHa KinbKicTb ApiMOXOBUX Ta NAICHABUX rpubis:
He 6inbw 100 KYO/r
E.Coli: He 6inbw 0 KYO/r

MO3UTUBHUIA

MNogiTpo- i BOAOHENPOHMKHI Yepes 30 cekyHa. B 1% po3umnHi
MeTW/IEHOBOTO CUHLOTO, Nig TMCKOM 160 mm pT.CT.

Hikoc Koppganic
NMaxkysaneHi maTtepianu
Cneuianict/YnosHosaxeHa ocoba
/nidnuc/ 24/10/2024

* IBA-5: : 3-( N -meTmn- N -neHTMNamiHO)-NponioH0BOI KMCNOTH-TiAPOXNOpUA,

* - TecTyBaHHa nig, Yac sMpobHKULTEa
CKOPOYEHHA: AV MpuiimanbHe 3HaYyeHHA
FIO = nuwe gna iHbopmauji
NMT/NLT=He 6inbw/He meHw

BDL —Huye mexi suasnerns / 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

PE3Y/IbTATU
Bianosinae

CepepgHe: 152,3mr
MiH.: 149,1mr
Makc.: 156,4mr

3,9%
03',54"-04' 59"
55N

Min.: 44N
Makc.: 60N

1. MozutneHa RRT=1,0

2. MNo3nTKuBHa

100,8%

IBA-5: BDL
Byapb-Aika Heeigoma gomiwka: 0,14%
Cyma: 0,2%

4,3

102%
MiH.: 98%
Makc.: 104%

68 mKr/Tabn.

TAMC: <10 KYO/r
TYMC: <10 KYO/r
E.Coli: BigcyTHA

MO3UTUBHMIA

F'epmeTU4HO

JaTta BUNyCKy:
24-10-2024

Manufacturlng srte Registered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, f +30 210 6604 583
Prepared by Stella Kelesidou
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Code: COoAQMO01IBA6MLIV_MISTRAL_UA

Version: 001
Date: 25/05/2021

CEPTU®IKAT BIANOBIAHOCTI
roToBOro NPOAYKTY

HA3BA NMPOAYKLYE:

NIKAPCbKA ¢®OPMA:
PO3MIP | TUN YNAKOBKM:

BOHABJIACT, Tabnetku, BKpUTi nnisKkosoro obonoHkow no 50mr

TabneTku, BKpUTI NAiBkoso o6os0HKoK Cuna gji : ibaHgpoHosa kucnota / 50mr/Taba.

YMAK x 4 6nictepa x 7 TabneToK

KINTbKICTb: 1294 YNAK

KPAIHA-IMMOPTEP: YKPATHA

PN NPOAYKTY Ne: | UA/19287/02/01

HOMEP CEPIi BULK: | 0404760

®IHANTbHUIA HOMEP CEPII: 0405792

OATA BUTOTOBJIEHHA: 02-09-2024 TEPMIH NMPUAATHOCTI ; 08-2029

BMPOBHMYA AINNBHUUA Taiiagpeca:
No GMP-ceptudikat / No MIA:

AINbHAULA BIANOBIAANBbHA 3A AHANI3 Ta i . . .
SAPMATEH CA, [lepBeHakioH 6, Mannini ATTMKa, 15351, Mpeuja

SAPMATEH CA, [lepBeHakioH 6, Mannini ATTMKa, 15351, Mpeuja
141425/ 21-12-2021 / 0000006501/22/1

agpeca:
GMP-ceptudikat No / MIA No:

BHUPOEBHMUK, BI,ﬂHOBI,ﬂAﬂbHMF‘I 3A
NMAKYBAHHA Ta ioro agpeca:
GMP-ceptudikat No / MIA No:

BUPOEBHMUK, BI,ﬂHOBI,ﬂAﬂbHMﬁ 3A BUNYCK
CEPIl 1a iforo appeca:

GMP-ceptudikat No / MIA No:

HOMEP CEPII API:

141425/ 21.12.2021 / 0000006501 f22/1
SAPMATEH CA, [lepeeHakioH 6, Mannini ATTMka, 15351, Mpeuja
141425/21-12-2021 / 0000006501 /22/1
SAPMATEH CA, [lepeeHakioH 6, Mannini ATtMKa, 15351, Mpeuja

141425/21-12-2021 / 0000006501/22/1
1340148 / NONbPAPMA

NONbPAPMA C.A (PapmauesTuyHuiA 3aBoa MNO/IbPAPMA C.A), Byn. MenbnavHbeKa 19,

BUPOBHUK A®I Ta Horo agpeca:

83-200, Craporapa gaHbeku, Monbuwa
PE3Y/IbTAT AHANI3Y: CepTudikaTt aHanisy rotoBoi NpoayKuil 40AaETbCA.
KOMEHTAPI / 3AYBAMEHHA: -N/A-

BIAXWMNEHHA: O TAK & Hi

KinbKiCTb JOKYMEHTIB, L0 A043KThCA:

LMm A niaTeepaxyto, Wo 3a3HayeHa iHbopMaLjA € AOCTOBIPHOK Ta TOYHOIO.

3anucy cepiitHol 06pobKK, NakysaHHA/MapKyBaHHA Ta aHanisy 6ynu nepernaHyTi Ta BU3HaHI BignosigHMMK A0 Bumor HanexHoi Bupo6Huyoi
MNpakTnku (GMP).

Lia cepia npoaykty, BKmodaroum A®I, Byna BMIOTOB/EHA, BKIOYAOUM MaKyBaHHA/MapKyBaHHA Ta KOHTPO/b AKOCTI Ha BMLIE3a3HAYEHWX
OinAHKax, y MoBHIW BignoeigHocTi Ao Bumor GMP Ta Bumor micueBux PerynatopHux OpraHie, a Takox cneuudikauiid, BKaszaHux y
PeecTpaujiiHomy Moceig4eHHi, HagaHWum B KpaiHi-imnopTepi.

Im's

YnosHoBareHa ocoba: Hikee Kopgishic
NMaxkysaneHi maTepianu

Cneujanict/YnosHoBsaeHa ocoba

/nignuc/ 24/10/2024

Nignuc
YnosHoBaMeHoi ocobu:

Hata sunycky: 24-10-2024

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
vw pharmathen.com Prepared by Stella Kelesidou
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Code: CoAQMOO1IBASOTAB_MISTRAL_UA

Version: 001

Date: 26/04/2023
Prepared by: Hara Vlachou

Review : Maria Kinigopoulou
Approval : Voula Chamosfakidi

CERTIFICATE OF ANALYSIS

Bonablast 50 mg f.c. tablets

" Man. Date : 02-09-2024

~_ Expiry Date : 08-2029

' Man. Lot : 0404760

Batch Size : 100.000 Tabs

"~ Pack Lot : 0405792

Related Substances

Uniformity of Dosage
Units

f

Active Ingredient Lot: 1340148 Active Ingredient Supplier: POLPHARMA
Man Site: Pharmathen S.A Pkg Site: Pharmathen S.A
Deviation Report: M NO DI YES (the deviation report is attached)
CONTROLS i SPECIFICATIONS RESULTS
| Appearance pil T o e ~ White, round biconvex tablets B i __ Conforms -
[ | . Aver:152.3mg
Average mass l I .;5;1259n'tlg62: ?nz i f Min:149.1mg I
r - . - y - | Max:156.4mg -
l_ Loss on drying | NMT 8.0% [ 3.9%
r g e - e [ s
- ; NLT I min f e
f Dlsmtegritu}n B  NMTISmin ] 037.54"-04°.59
! 55N
Hardness | NLT 30N f Min:44N |
| I o | Max:60N
| [ Conforms to Positive Identification. } |
; , I)The retention time of Ibandronate peak in the samples solutions - -
| identificetion in relation to the Reference Solution is RT=1.0+0.1 L P;SIEZ;S\L 1.0 |
| 2)IR spectrum of sample corresponds to IR spectrum of standard i |
- —_— (IR) _ = _
Assay 95.0 - 105.0% a
g = of the stated amount | —— to0:6% l
IBA-5*%: NMT 0.15%, IBA-5:BDL '
[
—

I
|
i,__ .
J Dissolution

[ ———

| Residual solvents

r
| Microbial Contamination

Any Unknown: NMT 0.20%

Total NMT 0.5%

Mass Variation:

Any Unknown: 0.14%
~Total: 0.2%

Acceptance Value (AV): NMT 15.0 f 4.3
(For ten tablets) T
Comply with Ph.Eur current edition 102%
(introducing S1,S2) Min: 98%
% Dissolved: ’ Max: 104%
__ Q=80%at 15 min o '
EtOH: NMT 772pg/tab 68 ug/tab

Total Aerobic Microbial Count: NMT 1000 cfu/g
Total Yeast and Mould Count: NMT 100 cfu/g

TAMC:<10cfu/g
TYMC: <10cfu/g

[

E.Coli: NMT 0 cfu/g E Coli: Absence

r T T P T PR e i i

ldentlﬁcatl-on -of Titanium Positive Paditive
[ Dioxide . o - E—

- - T -
’ Tightness of blister ** Air and water tight after 30 sec. in 1% methylene blue solution, 160 Tight
mmHg pressure o
Responsible for Miy / Release Date:
uality Control: Qiaty, e, o v\ elzolin 24-10-2024

SOTRON |
"IBA-5: 3-({N-methyl -N-pentylamino)-propionic acid hydrochloride salt

** tested in in-process controls

ABBREVIATIONS: A.V. =Acceptance Value

FIO =For Information Only
MNMT /MLT=Not More/Less Than

Pharmathen S.A.

T

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

Prepared by: Stella Kelesidou




Code: CoCQMOO1MISTRAL_UA
Version: 001
’ Pharmath en Date: 25/05/2021
Innovation inspired by life
CERTIFICATE OF CONFORMANCE

FOR FINISHED PRODUCT
I_NAJ\E OF PRODUCT: Bonablast 50 mg f.c. tablets T
DOSAGE FORM: TABLETS f.c. STRENGTH: Ibandronic acid / 50 mg /tab
| PACK SIZE AND TYPE: BTX4BLISTERSX7TABS
QUANTITY: 1.294 BT
l IMPORTING COUNTRY: UKRAINE
PRODUCT MA No: UA/19287/02/01
{ BATCH NUMBER BULK: 0404760
BATCH NUMBER FIN: 0405792
‘ MANUFACTURE DATE: 02-09-2024 EXPIRY DATE: 08-2029
MANUFACTURING SITE name & PHARMATHEN SA
address 6. Dervenakion str., Pallini Attiki, 15351, Greece
GMP-certificate No / MIA No: 141425/ 21-12-2021, 0000006501/22/1
ANALYSIS SITE name & address PHARMATHEN SA
GMP-certificate No / MIA No: 6, Dervenakion str.. Pallini Attiki, 15351, Greece
) 141425/ 21-12-2021, 0000006501/22/1
PACKAGING SITE name & PHARMATHEN SA
' address 6, Dervenakion str., Pallini Attiki, 15351, Greece
GMP-certificate No / MIA No: 141425/ 21-12-2021, 0000006501/22/1
RELEASE SITE name & address PHARMATHEN SA
GMP-certificate No / MIA No: 6, Dervenakion str., Pallini Attiki, 15351, Greece
l 141425/ 21-12-2021, 0000006501/22/1
BATCH NUMBER OF API: 1340148/POLPHARMA
API MANUFACTURER Polpharma S.A (Zaklady Farmaceutyczne Polapharma S.A) 19, Pelpinska
| NAME AND ADDRESS: Street, 83-200 Starogard, Gdanski,Poland
RESULT OF ANALYSIS: Certificate of analysis of finished product attached.
| COMMENTS/REMARKS: -N/A-
DEVIATIONS: Q YES ENO

Attached number of documents:

| 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(s) in full compliance with the GMP requirements of the local Regulatory
Authority and with the specifications in the Marketing Authorization of the importing
country. The batch processing, packaging and analysis records were reviewed and found in
compliance with the GMP requirements and is released.

Name of "
Qualified Person: Qath, o

7y

Signature of 2ultolowa

Qualified Person:

Date of Release:24-10-2024

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

Prepared by: Stella Kelesidou



JAEPXKABHA CJIYXBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npog. Haaii Ceitnnunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €EAPIIOY 37079055

BUCHOBOK
Npo SIKiCTh BBE3€HOro B Y KpaiHy JIiKapcbKoro 3acody
16.12.2024 Ne 67528/24/26
BOHABJIACT

(naliMeHyBaHHA Jikapcbkoro 3aco0y 3rifHo 3 peectpalifiHUM NOCBIAYEHHAM)
TabJ1eTKH, BKPUTI IUIiBKOBOIO 000/101K010 110 50 Mr, o 7 Tabaerok y daicrepi; mo 4
fJicTepu B KapTOHHINH mavni

(popma BunycKy, 103yBaHHs, BUI NaKyBaHHA Jikapchbkoro 3acoby)
Howmep peectpauiiinoro nocsinuenns UA/19287/02/01 crpok aii peectpauiitnoro nocsinuenns 22.04.2027
Cepis nikapcbkoro 3aco6y Ne 0405793 KinskicTs BBe3eHOrO Nikapcbkoro 3acoby 2183

BupobHuk DOAPMATEH CA, I'penist b

(naliMeHyBanHs BUpoGHHKa Nikapchkoro 3aco0y, kpaiHa NnoXoIKeHH:)

BaeseHo B Ykpainy Torapucrso 3 oomexenolo Biznosinaasnicrio "BYCT ®APMA",
inent. xkon: 44107410

(nalimenysanns Ta ko 3a €[IPIIOY 1opuauuHoi ocobu abo npissuiLe, iM'a, no GaTekoBi
(izuunoi ocobu - mianpHemus, Ti Miclie NpoXUBaHHA Ta peecTpauiiinuii Homep o6aikosol
KapTKH MnJiaTHHka noaatkis abo cepis Ta HoMep nacnopra)

IpoTokon BisyansHoro kontpomo eia 16.12.2024 Ne 4348/13.

3a pesynbTaTaMd JIEpXKABHOrO KOHTPONIO BCTAHOBNEHO, WO Jlikapchkuii 3aciG BBeseHo B VYkpaiHy 3
AOTPHMAHHSM BHUMOT 3aKOHOJABCTBA WO/0 3a0€3neueHHs AKOCTi JIiKapchyHx 3acobis.

Miukona XOJIOJAEHKO

(nianuc) (iniuianu Ta npisBuLEe)
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BOHABJIACT, Tabnetku, BKpuTi nniekosoto obonoHkoto no 50mr

[ata supobuuuTea: 02-09-2024

Bupobuuua cepin: 0404761

Cepia ADI: 1340148

BupobHuk: ®apmaren C.A.

3siT npo sigxunexHa: & HI
NEPEBIPKA

Onuc
CepepaHa maca

BTpati npu BUCYLLYBaHHI

PosnapaHHA

TeepaicTb

laeHTMdiKaLina

Bmict
CynyTHI AOMILLKK

OpaHopigHICTL A030BAHMX
oAuHUUL (Bapiauia macu)

PosYyMHEHHA

3aNULWKKW POSYUHHUKIB

MikpobionoriyHa yncToTa

laeHTMdiKaLia AioKcHAay TUTaHY

FepmeTHuHicTb BnicTepa **

BidnosidanvHull 3a KoHMpone
Axkocmi

Code: CoAQMOOO01IBASSOTAB_MISTRAL_UA
Version: 001

Date: 26/04/2023

Prepared by: Hara Vlachou

Review : Maria Kinigopoulou

Approval :

CEPTU®DIKAT AHANI3Y

Tepmin npupgatHocri: 08-2029
Posmip cepii: 100000 tabn.

MoctauansHuk ADI:

MaxkysaHHA: ®apmaren C.A.

Voula Chamosfakidi

Cepin: 0405793

NOoNeAPMA

O TAK (3eim npo eidxuneHHa dodaemuocs)

TEXHIYHI XAPAKTEPUCTUKH

Kpyrni, agoakoonykni TabneTkun Binoro Konbopy

154,5 mr +7,5%
142,9-166,1mr

He 6inbiu 8,0%

He meHw 1xB
He 6inbw 15x8

He meHw 30N

Bignoeigae no3uTUBHIK iaeHTUdIKaLI.
1) Yac yTpvmaHHA niky |6aHapoHaTy B po34MHax 3paskKis no
BiAHOLIEHHIO 0 PO34MHY NOPIBHAHHA CTaHOBUTL RT=1,0+0,1
2) IM-cnekTp 3pa3Ka signoeigae |Y-cnekTpy cTaHaapTy (1Y)

95,0-105,0%
Bi/] 32ABN1€HOI KiNbKoCTi

IBA-5*: He Binblue 0,15%
Byab-Aka HecneumdikoBaHa gomiwKa: He Binbwe 0,20%
Cyma Aomiwok: He Binbwe 0,5%

Bapiauia macu:
MNpuitmanbHe 3HadveHHA (AV): He Ginblue 15,0
(Ona aecatn TabneTok)

Bignoeigae notouHii pegakuii EP
(npencraenae S1, S2)
% po34nHeHoro: Q=80% 3a 15 xB.

CnupT eTMNoBuMiA : He 6inbw 772 mir/Tabn.

3arasibHa KinbKicTb aepobHUX MiKpoopraHiamie:
He 6inbw 1000 KYO/r
3aranbHa KinbKicTb ApiMOXOBUX Ta NAICHABUX rpubis:
He 6inbw 100 KYO/r
E.Coli: He 6inbw 0 KYO/r

MO3UTUBHUIA

MNogiTpo- i BOAOHENPOHMKHI Yepes 30 cekyHa. B 1% po3umnHi
MeTW/IEHOBOTO CUHLOTO, Nig TMCKOM 160 mm pT.CT.

Hikoc Koppganic
NMaxkysaneHi maTtepianu
Cneuianict/YnosHosaxeHa ocoba
/nidnuc/ 24/10/2024

* IBA-5: : 3-( N -meTmn- N -neHTMNamiHO)-NponioH0BOI KMCNOTH-TiAPOXNOpUA,

* - TecTyBaHHa nig, Yac sMpobHKULTEa
CKOPOYEHHA: AV MpuiimanbHe 3HaYyeHHA
FIO = nuwe gna iHbopmauji
NMT/NLT=He 6inbw/He meHw

BDL —Huye mexi suasnerns / 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

PE3Y/IbTATU
Bianosinae

CepepgHe: 152,4mr
MiH.: 149,2mr
Makc.: 156,0mr

4,3%
01',15"-02' 32"

55N
MiH.: 46N
Makc.: 61N

1. MozutneHa RRT=1,0

2. MNo3nTKuBHa

101,6%

IBA-5: BDL
Byapb-AiKka Heeigoma gomilwka: 0,11%
Cyma: 0,1%

3,5

103%
MiH.: 98%
Makc.: 107%

71 mKr/Tabn.

TAMC: <10 KYO/r
TYMC: <10 KYO/r
E.Coli: BigcyTHA

MO3UTUBHMIA

F'epmeTU4HO

JaTta BUNyCKy:
24-10-2024

Manufacturlng srte Registered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, f +30 210 6604 583
Prepa ea" by Stella Kelesidou
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Code: COoAQMO01IBA6MLIV_MISTRAL_UA

Version: 001
Date: 25/05/2021

CEPTU®IKAT BIANOBIAHOCTI
roToBOro NPOAYKTY

HA3BA NMPOAYKLYE:

NIKAPCbKA ¢®OPMA:
PO3MIP | TUN YNAKOBKM:

BOHABJIACT, Tabnetku, BKpuUTi nnisKkosoto ob6onoHKow no 50mr

TabneTku, BKpUTI NAiBkoso o6os0HKoK Cuna gji : ibaHgpoHosa kucnota / 50mr/Taba.

YMAK x 4 6nictepa x 7 TabneToK

KINTbKICTb: 2183 YMAK

KPAIHA-IMMOPTEP: YKPATHA

PN NPOAYKTY Ne: | UA/19287/02/01

HOMEP CEPIi BULK: | 0404761

®IHANTbHUIA HOMEP CEPII: 0405793

OATA BUTOTOBJIEHHA: 02-09-2024 TEPMIH NMPUAATHOCTI ; 08-2029

BMPOBHMYA AINNBHUUA Taiiagpeca:
No GMP-ceptudikat / No MIA:

AINbHAULA BIANOBIAANBbHA 3A AHANI3 Ta i . . .
SAPMATEH CA, [lepBeHakioH 6, Mannini ATTMKa, 15351, Mpeuja

SAPMATEH CA, [lepBeHakioH 6, Mannini ATTMKa, 15351, Mpeuja
141425/ 21-12-2021 / 0000006501/22/1

agpeca:
GMP-ceptudikat No / MIA No:

BHUPOEBHMUK, BI,ﬂHOBI,ﬂAﬂbHMF‘I 3A
NMAKYBAHHA Ta ioro agpeca:
GMP-ceptudikat No / MIA No:

BUPOEBHMUK, BI,ﬂHOBI,ﬂAﬂbHMﬁ 3A BUNYCK
CEPIl 1a iforo appeca:

GMP-ceptudikat No / MIA No:

HOMEP CEPII API:

141425/ 21.12.2021 / 0000006501 f22/1
SAPMATEH CA, [lepeeHakioH 6, Mannini ATTMka, 15351, Mpeuja
141425/21-12-2021 / 0000006501 /22/1
SAPMATEH CA, [lepeeHakioH 6, Mannini ATtMKa, 15351, Mpeuja

141425/21-12-2021 / 0000006501/22/1
1340148 / NONbPAPMA

NONbPAPMA C.A (PapmauesTuyHuiA 3aBoa MNO/IbPAPMA C.A), Byn. MenbnavHbeKa 19,

BUPOBHUK A®I Ta Horo agpeca:

83-200, Craporapa gaHbeku, Monbuwa
PE3Y/IbTAT AHANI3Y: CepTudikaTt aHanisy rotoBoi NpoayKuil 40AaETbCA.
KOMEHTAPI / 3AYBAMEHHA: -N/A-

BIAXWMNEHHA: O TAK & Hi

KinbKiCTb JOKYMEHTIB, L0 A043KThCA:

LMm A niaTeepaxyto, Wo 3a3HayeHa iHbopMaLjA € AOCTOBIPHOK Ta TOYHOIO.

3anucy cepiitHol 06pobKK, NakysaHHA/MapKyBaHHA Ta aHanisy 6ynu nepernaHyTi Ta BU3HaHI BignosigHMMK A0 Bumor HanexHoi Bupo6Huyoi
MNpakTnku (GMP).

Lia cepia npoaykty, BKmodaroum A®I, Byna BMIOTOB/EHA, BKIOYAOUM MaKyBaHHA/MapKyBaHHA Ta KOHTPO/b AKOCTI Ha BMLIE3a3HAYEHWX
OinAHKax, y MoBHIW BignoeigHocTi Ao Bumor GMP Ta Bumor micueBux PerynatopHux OpraHie, a Takox cneuudikauiid, BKaszaHux y
PeecTpaujiiHomy Moceig4eHHi, HagaHWum B KpaiHi-imnopTepi.

Im's

YnosHoBareHa ocoba: Hikee Kopgishic
NMaxkysaneHi maTepianu

Cneujanict/YnosHoBsaeHa ocoba

/nignuc/ 24/10/2024

Nignuc
YnosHoBaMeHoi ocobu:

Hata sunycky: 24-10-2024

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
vw pharmathen.com Prepared by Stella Kelesidou



Version: 001
Date: 26/04/2023
Prepared by: Hara Vlachou
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Code: CoAQMO01IBASOTAB_MISTRAL_UA

Review : Maria Kinigopoulou

Approval : Voula Chamosfa

CERTIFICATE OF ANALYSIS
~ Bonablast 50 mg f.c. tablets

—

kidi

 Man. Date : 02-09-2024 Expiry Date : 08-2029

Pack Lot : 0405793

Man. Lot : 0404761
- Active Ingredient Lot: 1340148

Batch Size : 100.000 Tabs
Active Ingredient Supplier:

POLPHARMA

Man Site: Pharmathen S.A

Pkg Site: Pharmathen S.A

Deviation Report: ¥ NO O YES (the deviation report is attached)
CONTROLS SPECIFICATIONS * RESULTS
| Appearance _T . White, round biconvex tablets ' Conforms
¢ e Aver:152.4mg
Average mass 115:,,59’;" 156:5- ?r: ¥ ‘ Min:149.2mg
L 5 R isiifininn - ) | Max:156.0mg |
Loss on drying NMT 8.0% ' 4.3%
o : NLT I min 8 A R Rty
Dlsmtegrah_ou )  NMT 15 min ?l _.15 -02°.32
55N
Hardness NLT 30N Min:46N
N I B 1 Max:6 1IN
Conforms to Positive Identification. i
" 1)The retention time of Ibandronate peak in the samples solutions - »
emrieation in relation to the Reference Solution is RT=1.0=0.1 ke Pgs'g::ig;re 19
2)IR spectrum of sample corresponds to IR spectrum of standard ’
a - (IR)
Assay 95.0 - 105.0% o
- - of the stated amount - e
Q. T 0, Tl
Relktéd Bibistamoss IBA-5%: NMT 0.15%, IBA-5:BDL

Any Unknown: NMT 0.20%
Total NMT 0.5%
Mass Variation:

Uniformity of Dosage

Any Unknown: 0.11%
~Total: 0.1%

Units Acceptance Value (AV): NMT 15.0 3.5
oy ! (For ten tablets) [
Comply with Ph.Eur current edition
(introducing S1,52) G
Dissolution e Min: 98%

% Dissolved: Max: 107%

B Q-80%at15min s
Residual solvents EtOH: NMT 772pg/tab 71 pg/tab

Total Aerobic Microbial Count: NMT 1000 cfu/g
Total Yeast and Mould Count: NMT 100 clu/g
E.Coli: NMT 0 cfu/g

Microbial Contamination

TAMC:<10cfu/g
TYMC:; <10cfu’g
E Coli: Absence

Identification of Titanium |rh- '

byl Positive Positive
| Dioxide — i fei
¥ - - - o -
| Tightness of blister ** Air and water tight after 30 sec. in 1% methylene blue solution, 160 Tight
mmbhlg pressure .
Responsible for Release Date:
Quality Control: _ 2L 19 Ao | 24-10-2024
*IBA-5: 3-(N-methyl -N-pentylamino)-propionic acid hydrochloride salt !
** tested in in-process controls “Nikog ¥ape alis
ABBREVIATIONS: A.V. =Acceptance Value S i e s
FIO =For Information Only Quality € el Sanie HanzgeriQp
NMT/NLT=Not More/Less Than Fhaimztian .4

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

WAWW hen

Prepared by: Eva Makridaki
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Code: CoCQMO01MISTRAL_UA
Version: 001
Date: 25/05/2021

CERTIFICATE OF CONFORMANCE

- FOR FINISHED PRODUCT B
NAME OF PRODUCT: Bonablast 50 mg f.c. tablets
DOSAGE FORM: TABLETS f.c. STRENGTH: Ibandronic acid /50 mg /tab
PACK SIZE AND TYPE: BTX4BLISTERSX7TABS
QUANTITY: 2.183BT
IMPORTING COUNTRY: UKRAINE
PRODUCT MA No: UA/19287/02/01
BATCH NUMBER BULK: 0404761
BATCH NUMBER FIN: 0405793
MANUFACTURE DATE: 02-09-2024 EXPIRY DATE: 08-2029
I MANUFACTURING SITE name & PHARMATHEN SA
address 6, Dervenakion str., Pallini Attiki, 15351, Greece

141425/ 21-12-2021. 0000006501/22/1
PHARMATHEN SA

6, Dervenakion str., Pallini Attiki, 15351, Greece
141425/ 21-12-2021, 0000006501/22/1
PHARMATHEN SA

6, Dervenakion str.. Pallini Attiki, 15351, Greece
141425/ 21-12-2021, 0000006501/22/1
PHARMATHEN SA

6, Dervenakion str., Pallini Attiki, 15351, Greece
141425/ 21-12-2021, 0000006501/22/1

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 APIL: 1340148/POLPHARMA

API MANUFACTURER Polpharma S.A (Zaklady Farmaceutyczne Polapharma S.A) 19, Pelpinska
NAME AND ADDRESS: Street, 83-200 Starogard. Gdanski,Poland

RESULT OF ANALYSIS: Certificate of analysis of finished product attached.
COMMENTS/REMARKS: -N/A-

DEVIATIONS: Q YES MNO

Attached number of documents:

| 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(s) in full compliance with the GMP requirements of the local Regulatory
Authority and with the specifications in the Marketing Authorization of the importing
country. The batch processing, packaging and analysis records were reviewed and found in
compliance with the GMP requirements and is released.

Name of

Qualified Person: Nikos Kordajjs
P{]-ff_o_f Senior Manaser/op

Qu ity

Signature of -
Qualified Person: 2ulloly o

Date of Release:24-10-2024

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

Prepared by: Eva Makridaki
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