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Form code/Koo doxymernmy:

Product Vivanat Rompharm 3 mg/ 3 ml, solution for injection in
Ipenapam pre-filled syringe
Bisarwam Pomgpapm pozuun oas in'exyin, 3 m2/3 ma,
J HONepeonbo HAnoHEHOMY Minpui;
Manufacturing batch Cepis 2215433
Manufacturing date 02.2022
Aama supobnuumea
Expiry date Hpuoammnuii oo 02.2024
No Characteristic Control methods Acceptance limits Results
Xapaxkmepucmuxu Memoodu xkonmponro Honycmumi mexci Pesyavmamu
= Appearance Section 1 MQC Clear solution (not more
3osniwnii sucnno Ph. Eur.* 2.2.1, opalescencent than reference
Visual suspension I) Complies
n/ MKA, I1posopuit pozuun Bionosioac
Cep. Papm*.2.2.1, (onazecyenyin ne nepeaunyye
8i3VaATLHO emanonny cycnenszio 1)
2. Colour Section 2 MQC Colourless (or not more
Koaip Ph. Eur.* 2.2.2, intensely coloured than
Visual reference solution Bo) Complies
n.2 MKA, besbapenuii (abo Bionosioac
€op. Papm.*2.2.2, sabapenenui ne
GI3YaNLHO inmencueriuwe emasony Bsy)
3 Visible particles Section 3 MQC Practically free from visible
Buoumi vacmunxu Ph. Eur.* 2.9.20 particles Complies
n.3 MKA Hpaxmuyno eirvonui 610 Bionoeioac
Eep. Papm.*2.9.20 SUOLLMLLC NACMUNOK
4. Identification Section 4 MQC
ibandronic acid in-house method, tR,Test € (1R, Ref £ 0.5)
Ioenmudgpikayin HPLC minutes Complies
ibanoponoeoi kucromu | n. 4 MK, IR Test € (trpey20.5) xa Bionoeioac
enympiwunii memoo,
BEPX
5. Relative density Section 5 MQC
Bionocna cycmuna Ph. Eur.*22.5 1,000 - 1,027 1,007
n.5 MKA
Cap.@Qapm.*2.2.5
6. pH Section 6 MQC
Ph. Eur.* 2.2.3,
potentiometric 35-45
n.6 MK’

€sp. Papm.*2.2.3

nomenyiome mpusHui
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CERTIFICAT DE CONFORMITATE CONFORMITY CERTIFICATE
Nr. No.': V1
Produs 2 Product Vivanat Rompharm 3 mg/3 ml, solutie injectabild in
scringid preumplutd, Nr.1, Vivanat Rompharm 3 mg/ 3

mi, solution for injection in pre-fled syringe, No. 1
Concentratic/actiune Strength /potency Acid ibandronic 3 mg sub formd de Ibandronat de sodiu

monohidrat 3,375 mg, Jbandronk ocid 3 mg as
Ibandronate sodium monohydrate 3,375 mg

Cod intern * Internal code 345530600
Tara importatoarc® importing country UCRAINA UKRAINE
DAPP*maH S.C. Rompharm Company S.R.L., Romania

Autorizatie de punere pe piata nr. / Certificat de
inregistrare in tara de destinatic nr.®

Morketing Authorizotion No./ Registrotion Certificotein U7 ' 0201/01
destination country No.

Seric’ Batch No. 2215433
Data de fabricatic® Monufocturing dote 08.2022

Data de expirare” Expiry dote 08.2024
Cantitate totala certificata/ eliberata'® Quantity 902

certified/ released

Cantitate pentru vanzare/distributic'' Quontity for 900
sale/distribution

Adresa locurilor de fabricatie si control autorizate  S.C. Rompharm Company S.R.L.

Address of authorized manufacturing ond control sites  Eroilor 1A, Otopeni, Ilfov, 075100, Romania
Drumul Garii 52, Otopeni, lifov, 075100 Romania

Autonizatie de Fabricatic nr. Manufocturing 1F

Authorisation Licence No. pentru locurile de fabricatie

si control for the manufocturing and control sites

Certificat(c) GMP nr.'? pentru locurile de 026/2021/R0O, 025/2021/RO
fabnicatic si control GMP Certificate(s) No for the

manufacturing and control sites

Certificat de analiza Nr./data atasat '* Certificote of ~ 5433/17.10.2022

analysis No./dote attached

Comentarii /Observatii/ Deviatii'! Comments /

Remoarks/ Deviotions

Prin prezenta certific cd informatiile de mai sus sunt autentice si exacte. Toate ctapele de fabricatie ale
acestei senii de produs, inclusiv ambalarca / etichetarca si controlul calitili au fost efectuate la locul
(locurile) mentionat (¢) in deplind conformitate cu cerinjeleBPFale UE (cand se afla in UE) si cu
cerintele Autorizatiei/ Autorizatiilor de punere pe piata din taratarile de destinatic. Inregistririle de
procesare, ambalare §i testare a seriei au fost revizuite §i s-a constatat ¢ respecti BPF.

i thereby certify that the obove information is outhentic and occurate. All the monufocturing

stoges of this botch of product including packaging/labelling ond quality control have been carried out ot the cbove
mentioned site(s) in full compliance with the GMP requirements of the EU [when within the EUJ and with the
requirements of the Marketing Authorisation(s) of the destination country/countries. The botch processing,
pockaging and analysis records were reviewed and found to be in complience with GMP.

Accasta scric de produs a fost certificata si este cliberata pentru p
batch wos certified ond releosed for the market
Accasta serie de produs este certificata in vederea clibgrs
calificata'® This batch of product is certified for release by "‘

Numele persoanci calificate Qualified Person name
Data emiterii issue date:
Semnatura Signature
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Certificate of analysis for finished product no. 5433 Form oode/l(od doxyuenmy
Cepmudbixam ananizy Kinueeozo npody NeS433 CC-F-139
Product Vivanat Rompharm 3 mg/ 3 ml, solution for injection in
Ilpenapam pre-filled syringe
Bisawam Pomgpapm posuun oan in'exyii, 3 m2/3 ma,
¥ RONEPEOHBO HANOBHENOMY 1Inpui;
Manufacturing batch Cepin 2215433
Manufacturing date 02.2022
Hama supobnuumea
Expiry date ITpudamuuit do 02.2024
e Osmolality Section 7 MQC 265 - 320 mOsmol’kg
Ocmonnnonicme Ph. Eur.* 2.2.35 2635 — 320 mOcmonv/ne 312
n.7 MKA
Cep.Dapm.*2.2.35
8. Sub-visible particles Section 8 MQC Not more than 6000 = 10 pm
Heeudumi wacmunxu Ph. Eur.* 2.9.]19, /syringe Complies
method | He Girvwe 6000 oan Bionosioac
n.8 MKA YacCmMuUHOKUNPUY POIMIPOM
Cep.Papm.*2.9.19, > 10 mxm
memoo | Not more than 600 >
25unmvsyringe
He b6ivwwe 600 Oan
wacmuHOK/ wunpuy pozMipom
> 25 MM
9. Extractable volume Section 9 MQC
O6’em, wo Ph. Eur.* 29.17 Not less than 3.0 ml / syringe 310
SUMA2ACMLCR n. 9 MKA He menwe 3.0 vav/wunpuy :
Cop.Papm.*2.9.17
10 | Related substances- :
ibandronate sodium
Cnopioneni peuosunu
nampiro iéanoponamy: | Section 10 MQC ND
- ibanic acid (impurity | in-house method, Not more than 0.50 % HB
A) HPLC He Girvwe 0,50 %
ibanosa  xucaroma | n. 10 MKA,
(domiwxa A) EHYMPIwNiE Memoo, <DL
- any unspecified | BEPX Not more than 0.50% <110
impurity He birvwe 0,50%
Oyon-sKa
necneyugivosana <DL
doMiuxa Not more than 2.0 % <110
- Total impuritics He Girvwe 2,0%
Cyma domiwor
11 | Assay ibandronic acid | Section 11 MQC ﬁ
Kinwkicne susnavenns, | in-house method, 2,85-3,15mg/3
léanoponoea kucaoma | HPLC 2,85-3,15 me/3 ﬁﬁ: B
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CEPTH®IKAT BIITTOBIAHOCTI

Ne: V1
[Mpoayxr:

Cuna mi/axTuBHicTs

Buyrpitwmiii xox:

Kpaiuna innoprep:

Bnacunx PIT:

Peectpauifine nocsinuenns/Ceprudikar peccrpauii B xpaini
npuinascuns Ne:

Cepis:

Hara supobumursa:

Mpuaaramii xo:

3aransua copTHhIKOBaAHA/BHNYIIICHA KiNBKICTH

Kinskicrs ana nposay/imcrpuGyuii:

Aapeca aRTOPHIOBAHHX BHPOOHHYMX AIAHOK T4 KOHTPOMIO:

Jlossin #a supoOHHUTEO No U8 BUPOGHHYMX ALIAHOK Ta
KOHTPOMIO:

Ceprudikar(n) GMP Ne na eupobunynx ainsHxax 1a
KOHTPOMIO:

Cepmdixar SAxocri Ne/nara nosacrscs:

Kosenrapi / Ipumitkn / BuaxuacHus

Bisanar Pomdaps po3uns juis in'exuiit,
3 Mr/3 mn, y nonepeaHso HANOBHEHOMY
wnpui; Nel
IGanaponora kucaora 3 mMr y dopmi Harpio
iGanaponary smonoriapary 3,375 mr
345530600
YKPAIHA
K.T. Pomdapm Komnani C.PJL, Pymynis

UA/17489/01/01

2215433

08.2022

08.2024

902

900

K.T. Pomdapn Komnani C.P.JL

syn. Epoinop NelA, m. Oronens, 075100,
okpyr lados, Pymynin; sya. Jlpymya [epii
Oronens Ne52, sm. Orvoness, 075100, oxpyr
Lnpos, Pymynis

1F
026/2021/R0O, 025/2021/RO
5433/17.10.2022

Ll = 3acBiavyio, mo HaseacHa e ingopmauin ¢ zocrosiprowo ta Tounow. Lo cepiro npoayxuii 6yno
supobneno (BXMOYAIOYN NAKYBAHHA/MAPKYBAHHA) Ta NPOBEACHO KOHTPOMS 11 AXOCTI HA BMINCIAIHAMCHI
AVILHHI Y NOBHIA BiANOBIAKOCTI 3 BuMorami GMP, BCTAHORICHIMH MICUCBHM PETYISTOPHHM OPraHoM, a
TAKOX BIANOBIAHO A0 cneum@ikaiif, WO MICTATBCA Yy PECCTPAUIfiHOMY A0CKE  KpaiHH-IMNOpTCpa.
IMporokony supoSHUUTEA, NAKYBAHHA TA aHANI3B 6yN0 NCPETAAHYTO Ta BCTAHOBACHO Bianosianicts GMP.

Jlana cepis npenapary 6yna ceprudikoBana Ta BHNVINCHA HA PHHOK X

Jlana cepis npenapary Gyna ceprudixoBana Ta BHIYIICHA HA PHHOK 1HIIOK

Kpanudixosanow Ocoboro

Keanidixorana Ocoba:

Jlata sunycky:
ITiamnc:
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Form code/Koo doxymernmy:

packed in S ml pre-fliled syringe
capacity; | syringe or 4 in blister
with aneedle or 4 and leaflet are
placed in a carton box.

no 3 w1y nonepeonso
HANOGREHOMY WnpuYyi MicmKicmio
5 ma; no 1 abo 4 nonepednvo
nanogxenux wnpuyu y Gaicmepi,
paszom 3 I abo 4 2oaxavu ma
inempyxificio 038 meOu4no020

Certificate of analysis for finished product no. 5433
Cepmudgpixam anaaizy Kinueeozo npodykmy MNe5433 CC-F-139
Product Vivanat Rompharm 3 mg/ 3 ml, solution for injection in
Ipenapam pre-filled syringe
Bisanam Pompapm pozuun oas in'exyiia, 3 m2/3 ma,
VY HONEPeonsO HANOBHEHOMY winpuui;
Manufacturing batch Cepin 2215433
Manufacturing date 02,2022
dama supobnuwmea
Expiry date ITpuoamnuii oo 02.2024
n Il MKA,
euympiwaiitt memoo,
BEPX
12 Sterility Section 12 MQC Sterile Sterile
Cmepunsnicms Ph. Eur.* 2.6.1 Cmepuwasriuii Cmepuavriuit
nl2 MKA
Cap. Qapn.*2.6.1
13 Bacterial endotoxins Section 13 MQC Not more than 300 EU/ 3 ml <300 EUSmI
Baxmepianwvni Ph. Eur.* 2.6.14 solution for injection < 300 EO/3mn
CHOOMOKCUNHE n I3 MKA He Girvwe 300 EO/3ma
Cap.Dapn.*2.6.14 poIvuRy OXR in‘exyin
14 | Packing
Vnaxoexa 3 ml solution for injection is 3 ml solution for injection is packed

in S ml pre-fliled syringe capacity;
1 syringe in blister with a needle
and leaflet are placed in a carton
box.

no 3 ma y nonepeorso
HANOGHEROMY Wnpuyi Micmxicmo
5 ma; | nonepeonvo nanoenenui
wnpuy y bricmepi, pasom 3 1
20AK0N0 Ma INCMPYKYIo OAA

MEOUYNO20 3ACMOCYEANNA Y

Hupexmop Konmporo HAxkocmi

IACMOCYBANNA Y KAPMONHTT xapmonnin xopobyi
xopobyi

* current edition wunne euoanns

Finished product complies to specification requirements of MQC.

Kinyeeauii npooyxm sionosidac eumozam cneyugpixayit MKA.

Quality Control Director Logofatu Raluca 17.10.2022




JIEPHJTIKCITY KBA
JEPIKABHA CJIYIKBA 3 JIIKAPCHKUX 3ACOBIB TA KOHTPOJHO 3/
HAPKOTUKAMMU
vV JIHINIPONETPOBCBHKINA OBJACTI

Jlninpo, nin.CoGopua,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua. Koa €JIPTTIOY 37070665

BUCHOBOK
PO SIKICTH BBE3€HOr0 B YKpainy JiKapehKoro 3acody

29.10.2022 Ne 46205/22/0+4

BIBAHAT POM®DAPM
(saiimenyranus Jikapeskoro 3acoly 3riaHo 3 pecCTPaitiiiHuM MoCuiIMeHHsM )
pos3umi s in'ekiuiii, 3 Mr/3 M, 1o 3 MUYy N0TePeAHbO HANIOBHEHOMY minpui; o 1
HOTEPE/UIBLO HALIOBIICHOMY mnpui y 6Jiicrepi, pasom 3 1 roaxkomn y kapTronniii kopobiu
(popma BUNVCKY, A03YBAHHA, BHIL NAKYBAHHS NIKAPCLKOTO 3ac00y)

Hontep pecerpauifinoro nocsiaenis UA/17489/01/01 crpox aii peectpauiiinoro nocsisuenns 24.06.2024
Cepis nikapebkora 3acoly Ne 2215433 KinbkicTh BBE3CHOTO Jlikapeskoro 3acoby 450

Bupodink K.T.Pompapm Komrmani C.P.JL., Pymynis
(nafiMenysanns BUposHHKA JHKAPChKOTO 3ac00y, KPATia NOXOLKCHHS)

g oo =2 e el . . . ~ ‘
Beeseno B YVpaliy Fopapuerso 3 obveskenoro signosiansuictio "Benra JIT/L", ineur.
koa: 21947206 i
(naiisenypanns Ta ko 3a CJIPTIOY jopuiamuiiol ocodu abo npissmue, is's, 10 Sathkosi (isiiiod
0COBH - nianpuemL, T Micte nposkuBanus Ta peectpatlifinnii novep 0G:1iKOBOT KAPTIH TUIITHIR
noAartkis abo cepist Ta HoMEp NnacnopTa)

Ipotokon Bisyansuoro konrposio six 28,10.2022 Ne 07-01/2319/2.

30 pe3yibTATAMH  [EpABHOTO KOHTPOIO BCTAHOBIEHO, WO fiKapchKuil 3acid  BBescwo B Ykpaiiy 3

AOTPHMAHHSIM BUMOT 3aKOHONABCTEA U010 3a0e3neuentis KOCTi HKapChKX 3aco0iB.

Hauansnux JlepyxasHol cayxOu 3

NiKapeLKHX 3ac00iB Ta KOHTPOJIO 3a

MapKoOTHKAMHK Y J{HinponeTpoBehKii AT
0

(P

i/

7 1015 OBYAPEHKO
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