JEPXJNKCITYXKBA YKPAIHU
JAEPAKABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KUEBI

npos. Hami Ceimnnunot, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €[{PITOY 37079055

BHCHOBOK
Npo SIKICTHL BBE3EHOro B YKpainy JIikapesKroro 3acoby

18.11.2024 Ne 61102/24/26

BOHABJIACT

(natiMenypanns JKapchkoro 3acofy. 3TiIH0 3 pecCTpalifHKM HOCBIAMCHHAM)
Tabaerky, BRpUTI nJiBroBoIo o6osionko1o o 50 mr, mo 7 Tabaerox y 6aicrepi; no 4 6aicrepn
B KapToanii nauni

(opma srnycky, 103yDaHHs, BUA HAKYBAHAH HKapCLKOro sacoby)
Homep peectpauifitoro rocsizuenns UA/19287/02/01 crpox nii peectpauiitnoro nocsinuenns 22.04.2027
Cepia nixapebkoro 3acoSy Ne 0405792 Kinbkicts BBE3CHOTO Mikapeskoro sacoby 1294

Bupobuux GOAPMATEH CA, I'peuin

(natimenypadig BupobHuxa JikapcbKoro 3acoly, kpalHa noXOMMEHHN)

Baeseno s Vipaiy  TOBAPHCTBO 3 OBMEXEHOIO BIZIHQB]I(AJIBHICTIO
"BYCT DPAPMAY, ineur. kon: 44107410

(naiimenysatns Ta xon 33 €JIPTIOY ropunusnoi ocobu abo npissnute, im's, no Gatekosi Pisusol
0cobu - nignpuesug, I Micue npoxuBaiis Ta peecrpauiinuii nomep 0BnIKOBOT KAPTKA TNATHUKA
poparkis abo cepis ra HOMEP nacriopra)

Ipotokon sisyansroro kowrpomo sia 18.11.2024 Ne 3966/10.
3a pesyanTaraMH  JIGPH@BHOIO  KOHTPOO  BCTHOBACHO, WO nikapeukuii  3aci@  Bmeseno B Ykpaiwy 3

AOTPHMAHHAM BUAMOI 32KOHOAABCTBA OLO 3abe3neueHHs AKOCTI JIKapChK )&ﬁacoﬁim

Yo
o /

Muxkona XOJIOJEHKO ™~

{mianuc) (iniwiany Ta npissuie)
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Code: CoOAQMOOOQ1IBASSOTAB_MISTRAL_UA
Version: 001

Date: 26/04/2023

Prepared by: Hara Viachou

Review : Maria Kinigopoulou

Approval : Voula Chamosfakidi

CEPTUGIKAT AHAMNIZY

t [ara supobuuursa: 02-09-2024

| BupobHuua cepin: 0404760 i

Cepin AdL: 13401_48 MocravanbHuUK Atbl:.

i
BUPOGHMK: dapmaren C.A. ; MNaxkysaxHa: dbapmarteH C.A.
i

3siT npo sigxunenna: M HI O TAK (38im npo eidxunenHa dodaembca)

NEPEBIPKA TEXHIYHI XAPAKTEPUCTUKU 'PE3yanATM
Onuc Kpyrni, asosakoonykai Tabnetku 6inoro Konbopy Bianosinae
154,5 mr £7,5% Cept'e,qu: 152,3mr
142 9-166, 1mr MiH.: 149,1mr
! ! . Make.: 156,4mr
He 6inblu 8,0% ' 3,9%
TS :
Po3sn HHA ' 54”-04'59"
apa He 6inbw 15x8 03',547-04',59
i o
Teeppictb He meHw 30N ) MiH.: 44N
e Makc.: 60N
Bianosinae noswmvsnid igertubikai.
IneHTUPIKaLA 1.) Yac yTpumanHa fiky |OaHA|:JOHaTy & PO34YMHaX 3paskis o 1. ffosutusHa RRT=1,0
Bi\HOWEHHIO 10 PO3UM4HY NOPIBHAHHA CTAHOBUTHL RT=1,040,1 )
2) 14-cnexTp 3paska signoeigae |4-cnekrpy cTaHpapTy {14) 2. fo3nTusHa
Bmict - 950-1050% 100,8%
........................................ 814 33AB/1EHOI KINbKOCTI
. IBA-5*: He Binbwe 0,15% IBA-5; BDL :
CynyTHi AOMILLIKK Byab-AKa HecneuudikosaHa Lomiluka: He binble 0,20% Byab-aKa Hesigoma pomiwka: 0,14%
o Cyma Aomilok: He binbe 0,5% Cyma: 0,2% "
OpHOPIAHICTL AO30BAHNX Bapiaia macu:
o MH:Ui (82 iI: 5 mack MpuitmanuHe 3HaveHHA (AV): He binbwe 15,0 : 4,3
p' ..................... plan S L S — (DnapecAaTMTabReToR) e -
. Binnosigé\é noTouHil pegakuii € 102%
Po3unHEHHA {npencrasnne S1, S2) Miu.: 98%
% posuuHeHoro: Q=80% 3a 15 x8. Makc.: 104%

g) CnupT eTunosuii : He 6inbw 772 mkr/Taba. 68 mur/Tabn.
- 3aranbHa |<inb}<wiva';gepoﬁnw,< MiKpoopraHismis: i
He 6inbwi 1000 KYO/r TAMC: <10 KYO/r
Mikpo6iosioriyna uncrora 3ara/ibHa KiNbKiCTb APIKAKOBMX Ta nAaicHaBMX rpubis: TYMC: <10 KYO/r
He 6inbw 100 KYO/r E.Coli: BiacytHa
Mo3uTUBHUIA
s : : R S :
MosiTpo- i BOAOHENPOHUKHI ques 30 ceKyHA,. B 1% po3unHi FepmeTHIHO
vvvvvvvvvv METUNEHOBOTO CUHLETO, Nig TUCKOM 160 mm pT.CT.
Hikoc Kopaanic ‘
BidnoeidanbHuii 30 KGHMPOL ' i MakysanbHi maTtepiany [ata BUnycKy:
aKkocmi Cneujanict/YnosHoBaxeHa ocoba 24-10-2024

/nidnuc/ 24/10/2024

* [BA-5: : 3-( N -meTun- N -neHTuNamiHo)-ponioHoBOT KUCAOTU-TIAPOXI0PHA,
** _ TecTyBaHHA Nig 4ac BUPOBHULTBE

CKOPOYEHHA: AV MNpuitmanbHe 3HaueHHA

FIO = nvwe ana indopmauyii

NMT/NLT=He 6inbw/He meHL

3DL ~ Huskue mexti suasnerHs / 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 Paliini. Athens Greace, t +30 210 6604 300, f +30 210 6604 583
; Y - . . Prepared by Stella Kelesidou
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Code: CoAQMOO01IBAEMLIV_MISTRAL_UA

Version: 001
Date; 25/05/2021

CEPTU®IKAT BIQNOBIAHOCTI
FOTOBOIro NPOAYKTY

HA3BA NPOAYKUIT:

JUKAPCbKA GOPMA:
PO3MIP | TUM YNAKCBKM:
KITBKICTb: '
KPATHA-IMNOPTEP:
P MPOAYKTY Ne:
HOMEP CEPIT BULK:
SIHANILHWI HOMEP CEPI:
Q\ATA BUrOTOB/IEHHA:

' BUPOBHMYA AINBHULA Ta il agpeca:
No GMP-cepruixar / No MIA:
OIABHULA BIANOBIOANLHA 3A AHANIS Ta i
aapeca:
GMP-cepmd)iKaT No / MIA No: .
BUPOBHWK, BIAMNOBIAANBHWUIA 3A
MAKYBAHHA Ta itoro agpeca:
GMP-cébﬁ@iKarﬁNb / MIA No:y
BUPOBHUK, BIAMOBIAANBHUMA 3A BUNYCK
CEPIl ¥a Moro appecas

" GMP-ceptudirat No / MIA No:
HOMEP CEPIi API:

BUPOBHUK Adl Ta iforo agpeca:

PE3Y/NIbTAT AHANIZY:
KOMEHTAP! / 3AYBAEHHA:
“BIAXMHE‘I‘-IH_H: e

O TAK

BOHABAACT, T261eTKy, BKpUTI NAIBKOBOI 060/10HKOI0 No 50Mmr

TabneTku, BKpUTI naiskoso obononkoto  Cuna pli : iBanapoHoBa KUCNOTa / 50mr/Tabn.

YNAK x 4 6nfcrepa x 7 rabnerok

1294 YMAK

YKPATHA

UA/19287/02/01

0404760
0405792
02-09-2024

TEPMIH NPUAATHOCTI : 08-2029

" GAPMATEH CA, [lepseHaKioH 6, Mlanniki ATTuka, 15351, Tpeuia

141425/ 21-12-2021 / 0000006501/22/1
GAPMATEH CA, flepserakion 6, Mannini ATTvKa, 15351, MNpeuin
141425/ 21.12.2021 / 0000006501 /22/1 -

GAPMATEH CA, [lepseHakion 6, ManniHi Attuka, 15351, Ipeuis

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

®APMATEH CA, [lepserakion 6, Nannisi ATtuka, 15351, rpéuiﬂ

' 141425/21-12-2021 / 0000006501/22/1
1340148 / NONbHAPMA

NOABL®APMA C.A (d)apmaueB;quHMﬁ 3a804 NONbOAPMA C.A),‘ BY/I. Menbnaumbeka 19,
83-200, Craporappg, [faHbeku, Mlonbwa

Ceptudikar aHéniay roTO30! npop,ykuii‘ AO,D,aGTbCH;

-N[A- . .

KinbKicTb 4OKYMEHTIB, U0 A0A3I0THCA!

Lium A NiATBEPAKYIO, WO 3a3HaueHa iHdpopmaLyin € [OCTOBIPHOO Ta TOYHOM.
3anucK cepiliHoi 06po6KM, NaKyBaHHA/MapPKYBaKH#A Ta aHanisy 6ynv nepernaHyTi Ta BU3HaHI BiANOBIAHUMY 4,0 BUMOF HanexHol BupobHuyoi

fipakTku (GMP).

Lia cepia NpoAayKTy, BKAOYalOYM Adl, byna BUroToBNEHE, BKAKYAOYK NaKyBaHHA/MapKYBaHHA Ta KOHTPONb AKOCTI Ha BULLE3a3HAUEHUX
fIAAHKaX, y NOBHIM BignosigHocti Ao Bumor GMP Ta sumor micuesux PeryaatopHux OpraHis, a TakoxX cneumndikalii, BKasaHux y
Peectpauiiiomy locgigHenHi, HaaaHUM B KpaiHi-imnopTepi.

im'a
YroBHOBa)keHa ocoba:

nianuc
YnosHosaxeHoi ocobu:

Lara sunycxy: 24-10-2024

Pharmathen S A.

Hikoc Kopaanic
MNakysanbHi martepianu
Cneujanict/YnosHosaxeha ocoba
/nignune/ 24/10/2024

Headquarters 44 Kifissias Avenue. 151 25 Marousi, Athens Greece. T +30 210 6604 300. f +30 210 6666 748
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: CoAQMOOTIRBASUTAB MISTRAL_UA

Version: 007
Date: 26/04/2023

Prepared by: Hara Vlachou

Review : Maria Kinigopoutou
Approval : Vouta Chamosfakidi

CERTIFICATE OF ANALYSIS |

Bonablast 50 mg f.c. tablets

Expiry Date : 08-2029

’ Man. Loi 0404760

~ Pack Lot :

040%792

Batch Size : 100,000

Tabs

Active hl;.,l edient Lot: 1340148 Active Ingredient Supplier: POLPH, ARMA
Man Site: Pharmathen 8.4 Pkg Site: Pharmathen S.A
Deviation Report: M NO o YRS (the deviation report is attached) |
CONTROLS SPECIFICATIONS JLTS E
Appearance T - W4}§fv!}__i1'_e_,‘_’g‘ﬁund biconvex tablets. “Conforn J
! 5 154 5 me & 7.5% , CAveri132.2mg i
Average mass 3 2.2 ME 2 1,070 { Min:149. tmg |

142, 9-166 lmg

L.oss on drying

NMT 8.0%

Disintegration

Max: 136 4me

3.9%

NLT I min
NMT 18 miin

037.547°-04".597

{ | , 55N
t Hardness i NLT 30N ! Min44N
i Conforms to Positive Identification, : ‘
; 1yThe retention time of Ibandronate peak in the samples solutions ‘
identificatic clention % adl ‘:w‘. S A ,( R 11k . basitive 2T
' dentific 1tion in relation to the Reference Solution is R+ 1.040.1 L (3;’1};;:‘3:\/] 10
! 2)IR ‘spectrum of sample corresponds to IR spectrum of standard = POSIIVE ;
e e i {1R) e e ‘
- 103 0o .

Assay ‘:95‘.0 , I(;)n,()/() 100.8%

‘ o o of the stated amount R i
i IBA-8% NMT 0.153%, B/\ S:BDL
i elated Substances ! ,
! Related Substances Any Unknown: NMT 0.20% An'anl\xmwn 0,14%
I N Toa NMTO5% | Towl 02%
i . . Mass Varlation:
Unifi ity saue R U .

| Jni ()rmxt)f)f Dosage i Acceptatice Value (AV): NMT 15.0 i 43
i Units , : :
L ~ (For ten tablets) s 5 B
| Comply with Ph.Eur current edition 102%
R 3 3 3 g {
{ Dissolution (introducing S1,52) ; Min: 98%

o Dissolved:
Q=80% at 15 min

© Max: 104%

Ruxdual solvents '

TELOH: NMT 772ug/tab

68 W, Htab

i Microbial Coutamination

!

I ydentification of Titanimm

] Dioxide

Totdl /\ erobic Microbial Count: NMT 1000 cfu/g
Total Yeast and Mould Count: NMT 100 cfu/y

foy
i/
¥
g

TAMC:<1 Gefuly
TYMC: <10¢hi/g
F Colt: Absence

E.Colis NMT 0 cfu/g

Positive

Tightaess of blister **

|

Air and water t]s.ht after 30 sec
mmi{g pressure

Cin 1% ml.th)k,no Blue solution, 160 |

Positive

Rei})on sible for

(RPN LR T &
szhzv Control: RECK / YAAY ol 2l 24-10-2024
IB/\ 3o (Nemethyl <N pcntylnmmo) propmmc “acid hydrochloride salt NS i
tcstcd in Ifeprocess controls
ABBREVIATIONS: AV, =Acceptance Value

£itY =For Information Only
NAST/NLT=Nol More/Less Than”

Man;ﬁ
2106

=

Release Date:

Prepared by: Stella Kelesidon




Cade: CoCQMDOTMISTRAL UA

Yerston: 001
Date: 2570572021

hfﬁ:RTI"Flff;”i”ﬂﬂ OF CONFORMANCE
FOR FINISHED PRODUCT

! NAME OF PRODUCT: Bonablas 50 me Ce. whlets B
DOSAGE FORM: TABLLES e STRENGTH: {bandronic achd /3¢ oy stk
L PACK SIZE AND TYPE: BUNABLISTERSX7TABS
QUANTITY: 1294 BT
| IMPORTING COUNTRY UREAIND
PROBUCT MA No: UAZ19287
’ BATCOH NUMBER BULK: (404760
BATCH NUMBER FiN: {03792
i MANUFACTURE DATE: 0204207 EXPIRY DATI: (U8-2029
: MANUFACTURING SITE name & PHARMATIIEN SA
; address 6. Dervenskion str., Palling Asikis 1333, Greeee
| GMP-certificate No / MIA Ko - T4 E25/ 21122021, 0000006301722
§ ANALYSIS BITE pame & address PHARMATHEN SA
- GMP-certificate No / MIA Nov 6, Drervenakion stes Pallind Attiki, 1S3ST Greeee
’ 414235/ 21122021, 0600063012271
PACKAGING SITE name & PHARMATHEN SA
’ address &, Dervorglion str, Pallind Aok 13351, Greeow
. GMP-certificate No / MIA No F414257 21-12-2021, GO00O065H] 22/
? RELEASE SITE name & address PHARMATHEN SA
. i’}?\:1i’acc|*t’i’f§c:rlzt Mo/ MIA Ne: 6. Dervenakion str,, Pallind Atiki, 13381, Greewe
j ' P25/ 21122021 0000006301 /2271
BATCH NUMBER OF APl I 14RAOLPHARMA
% APT MANUFACTURER Polpharim SA (Zaklady Farmacentyeane Polupharma & A} 1Y, Pedpinska
| NAME AND A DIRESS: Streel, §3-200 Starogard, Calanski, Polomd
v RESULT OF ANALYSS: Cegtificare of inalysis of finished product attached.
i COMMENTS/REMARKS: SNA-

DEVIATHONS: ] AIYES NG

Autached number of dovwments:

| hereby certify that the abave information is authentic and accurate. This batch of product

has been manufactured, including packaging/labelling and yuality controt 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: R /
isnature of A
Sg a v for o AT e

Qualified Person: ' VR

Date of Release:24-10-2024

Mropared by Stolla Kelesidn



