JAEPKABHA CJIYKBA 3 JJIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanil Ceitnuusor, 3, 02099, ren. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kox €APTIOY 37079055

BUCHOBOK
PO sIKiCTH BBE3eHOro B YKkpaiHy JikapcbKoro 3aco0y

28.10.2024 Ne 56264/24/26

BOHABJIACT

(HalMeHyBaHHS Aikapchkoro 3acoby 3rifHo 3 peecTpanifHiM NOCBIAYEHHAM)
KOHUEHTPAT A5t pO3uuHy At indysii, 1 mr/mu; o 6 ma y gurakoni; no 1 duaxony B
KapToHMiii nauni

(dopma Burycky, Jo3yBaHHA, BH/ ITAKYBaHHS JIIKApCEKOTO 3ac08y)
Howmep peectpauiitnoro nocsipuenns UA/19287/01/01 crpok nii peectpaui#roro noceinuenns 27.03.2027
Cepisa nikapebkoro 3aco6y Ne 0403671 KinbxicTh sBeseHoro aikapcukoro sacoby 1000

Bupobuuk OAPMATEH CA, I'peuis

(HalimMenysaliig BUpoGHAKA NKApCbKOro 3acoby, KpaiHa NOXOMKEHHS)

Beesewo B Ykpainy TOBAPHUCTBO 3 OBMEXEHOIO BIAITOBIITAJIBHICTIO
"BYCT ®APMA", inent. von: 44107410

(uatimeuynauus Ta ko 3a €APTIOY toprnuunoi ocobu aGo npissuie, iM's, no Garsxoni disuurol
ocobu - nianpuemus, i Micue npoxupani Ta peectpauitinit nomep o6nikoRoT KapTH MIATHHKA
rionarkis abo cepis Ta HOMEp racnopra)

TIpoToxon Bisyansnoro konrpomo sig 28.10.2024 Ne 3694/3.

3a pesyapTaramM JIEPKABHOTO KOMTPOJIO BCTanomnieHo, ulo  JikApCubkui  3aci6  meeseno B Yipainy 3

AOTPHMAHHSAM BHMOT 33K0HOAABCTBA W00 3a6e3reuetins kg kapcbiHx 3acobis.

K SACOB I3 >

% anitny Ay
Hauaneumu 3\%‘:\@/’%\ \4-0'9%% Muxona XOJIOIQEHKO
i3 Y (nianuc) (inindany Ta upisauue)
DU =~ |







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

€ Pharmathen

rnovation inspired Ly tife

CEPTUGIKAT AHANIZY

BOHABAACT, KOHUeHTpaT ans PO3uUUHy ans indysiit, 1mr/mn, no 6ma y dnakoni, Nel

Aara supobHuurea: 19-04-2024

i TepmiH npugaTtHocri: 03-2029 5 Cepis: 0403671
. BupobHuua cepin: 0402147 |l Poamip cepii: 3000 dnakonis |
| Cepin Adl: 1142081 || NocrauanbHuxk Ad: NoNeAPMA

laeHTudikayis

BiZANOBinae No3uTUBHIN ineHTUdiKauUil
1) Yac yTpumaHHa niky ibaHgpoHaTy 8 po3yuHax 3paskis no
BiZJHOLWEHHIO A0 PO3YUHY NOPIBHAHHA CTaHOBUTb RT=1,0+0,1 x8.
Yo
2) Y®-cnekTp 3paska signosigae YO-cnexkrpy cranaapty (YO)

1. NosuTuUsHUI
2, Mo3uTuBHUM

. BupobHuk: dapmareH C.A. }, NakyBaHHa: ®apmareH C.A.
3sit npo sigxmnenns: M HI . O TAK (38im npo eidxunerHs dodaemscs)
NEPEBIPKA E TEXHIMHI XAPAKTEPUCTUKU | PE3Y/IbTATU
flposopa cknaHa amnyna abo NPo3opPUn CKAAHKWIA baakoH
Onuc MicTuTo 6e3bapsHuil Npo3opUin posumnH, npakTruHo 6ea sanaxy, Bianosinae
BIIbHUIA Big 4aCTOK.
'Bviwsyanbnuﬁ Komponb“ ...................................... Se?; .(.:To o N
(euoumivoemww) | = P R S
i CepeaHii o6’em Ha amnyny a6o 06'em po3unHy B amnym/dnnaxom 6.1 M
$nakoH Ta eapiayis ob’emy || I6anaponat 6 mr/6 m: 6,0-6,3 ma i R
pH | pH: 3,5-4,5 | 3,7
BiaHocHa ryctuHa %‘ 1,000-1,010 r/mn } 1,007 r/mn
T oo MOCMonb/ e E— ‘
OcmonanbHicTb 275,5 - 304,5 MOCMONb/KF 291 MOcmonb/Kr
BEPX

KinbkicHuii Bmict 95,0-105,0% 101,7%
Bif 3aABAEHOT KinbKocTi iBaHapoxaTty RSD < 2,0% RSD: 0,1%
IBA-5: HMB*

CynyTHi AomiwiKn

IBA-5: He Binbwe 0,15%
Byab-aka Hesigoma gomilika: He Bisbuie 0,20%
Cyma gomiwok: He binble 0,5%

byab-Aka Hesigoma

AOMilKa: HMB*
3aranom: HMB*

OaHopiaHicTL A030BaHUX

0AuHUUb (Bapiauin mack) AV: He binsuwe 15 o ...1.'0.
CrepunbHicro CTepwanmw i CrepunibHui
BaKrepianbHi eHAOTOKCUH g 10 MO/mn < 1,25 MO/mn
TECT 1B

MexaHiuHi BKAOYEHHA

. 10 mkm: 66
. He 6inbie 6000 Ha dpnakoH > 10 MKm
(Hesudumi yacmku) . 25 MKkm : 3
He 6|nbu.|e 600 Ha ¢>naKOH > 25 MKM
. . I'epmeTMqHMM nicna BaHypEHHﬂ 8 1% posuMH MEeTUNEHOBOrO
MNosiTpo/BoAOHENPOHUKHICTL TepmeTuyHo
e __tuHboro Ha 30 cekyHa npy 160 Mm pr.cT
KapToHHa kopobka MicTUTL BIANOBIAHY KifbKICTb Npo3opux
YnaKoBska CKAAHUX amnyn abo ckNAHUX GNAKOHIB 3 IHCTPYKLUED Ta Bianosigae

MapKyBaHHAM cepii Ta TepMIHY NPUAATHOCTI.

BianosipanbHuid 33 KoHTpONb
AKoCTI

Hikoc Kopganic
Cneuianicr 3 nakysanbHUx maTtepianis / ynosHosa)keHa ocoba
dapmaren C.A,

/Nidnuc/ 16/07/2024

Aara Bunycky:
16-07-2024

- *HMB (BDL) - Huxue mexi BUSBNeHHA (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
Manufacturlng snte-Regtstered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, { +30 210 6604 583
Crde 7 ) Prepared by Eva Makridaki
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Code: CoOAQMOO1IBAEMLIV_MISTRAL_UA

Version: 001
Date: 25/05/2021

CEPTU®IKAT BIANOBIAHOCT!
roToBOro NPOAYKTY

HA3BA NPOAYKLI:

NIKAPCBKA ®OPMA:
PO3MIP | TUM YAIAKOBKMK:

KINbKICTb:

KPATHA-IMNOPT:
MPOAYKT MA Ne:

HOMEP CEPIi BULK:
SIHANLHUN HOMEP CEPI:

AATA BUrOTOB/NEHHA:

Ta ii appeca:

BUPOBHUK, BIANOBIAANBHUNA 3A
NAKYBAHHA ra itoro agpeca:

‘ VG”lV‘l‘b-ce‘r;deiKaT No / MIA Nd:
BUPOBHUK, BIANOBIAANBHUN 3A
BUIMYCK CEPIT 1a iioro appeca:

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

BUPOEHUK Adi Ta loro aapeca:

PE3VNILTAT AHANIZY:
KOMEHTAPI / 3AYBAXEHHA:

141425/ 21-12-2021 / 0000006501/22/1
AINbHULA BIANOBIAANBHA 3A AHAJI3 '

GMP-ceprubixar No / MIANo:

BOHABJIACT, KOHUEHTPAT ANA PO3UUHY Ana iHY3ii, Imr/mn,
no 6mn y pnakoHi, Nel

KOHLEeHTPaT AnA po3uvHy Ans indysid  Cuna gii : ibanapoHoBa kucnoTa / imr/mn

" YNAK x 1 ®IAKOH

2423 GIAK
e
UA/19287/01/01
0402147

19-04-2024 " TEPMIH MPUAATHOCTI : 03-2029
®APMATEH CA, [lepseHakioH 6, Mannini ATTura, 15351, Mpelia

®APMATEH CA, [epseHakioH 6, Nannixi ATTvka, 15351, Mpeuis

"141425/ 21.12.2021 / 0000006501 /22/1

GAPMATEH CA, [lepseHakion 6, Mannini Attuxa, 15351, Mpeuia
141425/21-12-2021 / 0000006501 /22/1
GAPMATEH CA, [lepseHakion 6, Mannini Attuka, 15351, Mpeuin

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

1142081 /ONLOAPMA

bapmaueBTUUHUI 32804 MONLOAPMA C.A., ByA. MenbnanHbCKa 19, 83-200,
Craporapg, FaaHbeky, Monbua

Cepfwd)iKaT aHanisy'rOToeo'i npo,un,iT LOOAETLCA.

-N/A- ' '

KinbKicTb fOKYMEHTIB, WO A0AAIOTHCA!

Lium A MiATBEPAKYIO, WO 3a3HadeHa iHpopmaLlia € LOCTOBIPHOIO Ta TOUHOIO.

3anucu cepiiinoi 06pobKM, ynakosku Ta aHanisy byau nepernaHyti Ta BU3HaHI BigNoBigHUMY A0 BUMOT HanexHoi BupoBHudoi MpakTiku
{GMP).

Lia cepia NpoAyKTY, BKAto4atoun Adl, Gyna BUroToBNEHA, BKNIOHAIOUW YNAKOBKY Ta KOHTPO/bL AKOCTI Ha BULLE3a3HAYEHUX AINAHKAX, Y NOBHIN
ianosigHocTi Ao sBuMor GMP Ta BUMOF MicUeBUX PeryaaTopHux OpraHis, a TakoX cnelndixaliit, BxasaHUx y PeectpauitHomy MoceigyenHi,
HafaHUM B KpaiHi-imnopTepi.

Im's
nol H : . .
YnosHosameHa ocoba Hikoc Kopaanic
CneuianicT 3 nakysanbHux maTtepianis /
YnosHosaxeHa Ocoba

/Nidnuc/ 16/07/2024

Nignuc
YnosHoBaMeHoi ocobu:

Lata sunycky: 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
; ; j o Prepared by Eva Makridaki




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

Innovation «%urrd hyh

CERTIFICATE OF ANALYSIS
Bonablast, concentrate for Solution for Infusion, Img/ml, 6ml in vial, Nel
Expiry Date : 03-2029 Pack Lot : 0403671
Bateh Size : 3.000 vials
Active Ingredient Supplier: POLPHARMA
Pkg Site: Pharmathen S.A
(3 YES (the deviation 1'()/90)“1‘ is attached)

Man. Date : 19-04-2024

Man. Lot : 0402147

Active Ingfé&ieht Lot: 1142081
Man Site: Pharmathen S.A

Deviation 'Répbrt: M NO

Related Substances
determination

Uniformiry of dosage units

BA-5: NMT 0.15%
Any Individual Unknown: NMT 0.20%
Total: NMT 0.5%

CONTROLS SPECIFICATIONS RE&U LTS
) Transparent glass ampoule or transpurchi glnss vial contains colorless .
Appearance clear, solution, practically odorless, Iree of particles Conforms
Optical Control P e ;q . e B
(visible particles) Without foreign bodies Conforms
Average \.,Olume ;?e.r Volume of solution per ampoule/vial:
ampoule or vial and volume A 6. Imi
Ibandronate 6mg/6ml:6.0-6.3ml
V‘ll"lﬂtl()n
pll pH:3.5-4.5 3.7

Specific (xraifity 1.000-1 010g/ml 1.007§;/mt

a " 290 mOsmol/Kg + 5% 40 . -
Osmolality 375 5 - 304.5 mOsmoliK g 291mOsmol/Kg
HPLC
Conforms o Positive Identification,
ldentification 1)The retention time of Tbandronate peak in the samples solutions in 1. Positive
refation to the Reference Solution is RT1.04£0.1 min 2. Positive
UV
23 UV spectrum of sample u)rrmponds to U\/ specirum of standard (LjV)
Assa 95.0-105.0% 101.7%

assay of the stated amount of Thandronate RSD<2.0% RSD:0.1%

IBA-5: BDIL.

Any Individual Unknown:

B,
Total: BDL

{mass variation) AVINMT 15 1.0
Sterility Test Sterile Sterile
Endotoxin Test 10 EU/m <1.25 EU/ml
Particulate Contamination NMT 6000>10um per container 170;131] 636
NMT 600>25 pm per coniainer ’
Airfwater tightness Fight alter immersion in 1% muth} lene blue solution for 30seconds at h(,m
To0mmitg
Cardboard box contains an appropriste number of trunsparent glass
Packaging ampoules or glass vials with an instruction leaflet and labelled with Lot Conforms
Exp.
Responsible for Quay; ko Release Date :
Quality Control "y co,,,,o ) f”"da G0 2oz 16-07-2024
N phc?fmaﬂ? ff'f M,;,) e
€n g4 290rip

Pharmathen S A

Headquarlers: 44 Kifissias Avenue, 151 25 Marousi, Athens Greecs, 1+30 210 66804 300, 1 +30 210 6666 749

Manufacturing site-Registered seal 6 Dervenakion sir.,
+30 210 6604 583

www. pharmathen.com

153 51 Pallini, Athens Gresce, 1 +30 7

106604 300, 1

Prepared by Lva Makvidak:



Code: CoCOMOOIMISTRAL _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:

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

i BATCH NUMBER OF APL:

E API MANUFACTURER

% NAME AND ADDRESS:

1 RESULT OF ANALYSIS:

| COMMENTS/REMARKS:

| DEVIATIONS:
|

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

Concentrate for Solution for STRENGTH: [bandronic acid/ Img/ml

Infusion

BTX1VIAL

2,423 VIALS

UKRAINE

UA/19287/01/01

0402147

0403671

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

141425/ 21-12-2021 7 0000006501/22/1

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

PHARMATHEN S.A. 6, Dervenakion str. 13331 Pallini ATTIKI, GREECE
141425/ 21-12-2021 7 0000006501/22/1

PHARMATHEN S.A. 6, Dervenakion str. 15351 Pallint ATTIKIL, GREECE
1414257 21-12-2021 / 0000006501722/

1142081/ POLPHARMA

Zaklady Farmaceutyczne Polpharma S.A ul. Pelplinska 19,

83-200 Starogard Gdanski, Poland

Certificate of analysis of finished product attached.

-N/A-~
K YES

Attached number of documents:

M 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 AP1, 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
Qualificd Person:

Date of Release:16-07-2024

Pharmathen SA
Headauarters: 44 K
May furing sile-Re
+30 2710 6604 583
wyaw, pharmathen.com

%
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Avenue, 151 25 Maroust, Athens Greece, 1 +30 210 66804 300, f+30 210 6868 749
red sent B Dervenakion str,. 153 81 Paliini, Athens Greece, t +30 210 85804

A

Prepared by Evo Makridak:



