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HEPHUTIKCIIYIKBA
AEPIKABHA CHYHBA 3 JHKAPCHKHUX 3ACOBIB TA KOHTPOJIIO

3A HAPKOTHKAMM Y BIHHHILKIA OBJIACTI
BYJL. XMENLHALBKE WI0Ce, 7, M, Biannug, 21036, ren/daxe: (0432) 66-07-69,66-03-51,
e-mail: dls.vn@dls.gov.ua, http://region.dls.gov.ua Kou €J[PTIOY 37084828

BHCHOBOK
PO SAKICTE BBeseHoro 8 Yipainy nixapenkoro 2aco6y

08.08.2022 Ne 31269/22/02
IBAHIPOHOBA KHCJIOTA AKKOP,

(MaRMERYBAIKA AiKAPCLKOTO 38000y 3riaNe 3 PEECTPALRINT TOCRIAAMCHEAM)

KOHUECHTPAT AN PO34HHEY 1nst indysiit, | mr/mi, o 6 Mnt y drakonax,
{(hopma BHIYCKY, BOSYBAHHA, BHA NAKYBARI NIKADCLROIO sacoby)
no | ¢guaxony y xaprouniif kopoui

Homep peecrpauiitnoro nocsixuenns UA/16515/01/01 €Tpox il peeetpantiiinoro noceiguenus ro
03.01.2023.

Cepisr nikapeskoro sacoBy Ne M2115996  KimsricTs sreseroro stikapesxoro 3acofy 1131 ynax,

Bupobink Axxopn Xenckea Jlimiten, Benuxa Bpuranin
{naliMenyDanie suPOBRUKR AIKAPCEKOTD 30000y, KPATHE HOXOAAKEHHA)

Beesero 8 Yipainy  Crinsne  ykpaitobko-icnancsie mmipueMetso y  QopMi romapiersa 3

obMexenoo sinosinanericTio «CITEPKO VKPATHA»,
inenT, Kou: 20112362
(maissenysanus ta xoa na €/IPTIOY wopuantiot vcoby abo Dl 5 iM%, 110 OaTRKGRT izl
oeolH - nianpHesus, 1 Micae iy Ta pecerpani Homep 0GRIKOBOT KAPTEH NAATITHIE

noxatkia a6o cepis Ta HoMep nacnopta)
Tporpxom pisyansrore konrpomo nix 08.08.2022 Ne 271/0/01.02-22/17.

3a pesyneTaramu (epiKABHOrO KOHTPOIIO BCTANOBIICHO, IO JIKAPCHIHT 38016 BBE3ENO 1 Vipainy 3
AOTPHMARHAM BUMOT 34KOHONABCTEA 10710 3a6e30ekeiis AKoCT] IiKapChKIX 3acoBin,
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Registered in England & Wales No, 4596349 Registered and Trading Office
Sage Honse, 319 Pinner Road,
rorth Hatrow, HAT 4HF,
Middlosex, United Kingdam
1: +44 (0) 208 863 1477
Fr 444 (0} 208 B6S 1426
wrw.accord heaithcare couk

CERTIFICATE OF QUALITY

CEPTH®IKAT SIKOCTI
Certificate No.: Page 1 of 5
] Cepruginar No: Brafazil Cropinka 138§
Product name: | IBANDRONIC ACID Manufacturing country: United Kingdom
Haspa upoaysuii: | ACCORD Kpatna-supotun: Beanxa Bpirraniu
IBAHJAPOHOBA
KHCJIOTA AKKOPI

Strength/potency: | 1 ml of the concentrate contaius: sodium ibandronate monechydrate 1,125 mg,
Cuua giawrnpuicrs: | equivalent to ibandrounic acid 1,0 mg
1 M3 wonuewTpary smiersrn waTpito iGamaponary Monoriapary 1,125 mr, mo
exsinagenTio ibaivipouoniii kueaori 1,0 sar,

Pharmaceutical form, dose: | concentrate for solution for infusion, 1 mg/ml
Jikapenia dopya, no3ypanns: | KoumenTpaT A8 POIARNY A5t iudysiit, 1 mr/ma

Type and size of packaging: | 6 ml per vial; 1 vial per carton pack with the marking made in Ukrainian

Bujt i poasmip ynaxosrn: | language

no 6 muy gumikond, no 1 quiakeny y kaprouniit kopobui 3 MapryBanmsn
YEPATICHLIR0I0 MOBOID

Batch No.: Batch Size: boxes
Cepin Ny M2315y56 | Posmip cepil: | 2385 Kopofon
Mfg, Date: l Expiry Date:
Hara nupobounyea: 082021 Hara sacindenug repminy NpHANTAOCTI? 1272025
Registration Certificate; | . MA validity date: | .
Pascibililisaoenlimannn: NeUA/16515/01/01 Tepain i PIT: 03.01.2023
FP Prim, Sec. Batwch | Batch License Certificate
Manufacturer name and address: nanufactupackagingipeckaging] quality |release No. GMP No.
Haiiseuysannus 19 apeca BupodunKa: ring [tepn. j Brop. control [Bunyck| Jiiueusisn Ceprudikar
Buponn [naxysain| naxysann| Konrponn| cepi? Ne HBI Ne
ureo JI3 E 5 SKOCTI
cepil
Intac ®apaacsiorienc Jlimiten £ &
Ainanxa Ne 457, 458, Woce Caprenx-Basna, T, 33 UK GMP
Maroaa, Tan. Canaun, AxmeanGan-382210, e h 17543 Insp
{ngia 3 * : 2 - i o Gr28/1026 amMpP
Intas Pharmaceiticals Limited i Fan 17543/9621-
Plot Ne 457, 458, Village-Matoda Bavla Road. 0024 (1]
Tal, Sanand dist. Ahmedabad 382210, India
Arkopa Xescrea Jlistiren 5 & UK MIA
E}L):!((D}J‘I)I ABEHIO, HLIOKACH-AITOH- b 20075 Ins
TATH, NE3 3NB, Benka Bpirranis i . i . UK MIA Tl
Accord Healthcare Limited s i 20075 2007; 1164k
EDGEFIELD AVENUE, NEWCASTLE UPON 5 . 88(3(‘)-0002
TYNE, NE3 3NB, United Kingdom
‘Wessling Hungary Kft. e G &
Anonymus u. 6, Budapest, 1045, Hungary ¢ i 5 HU-M- OGYEN414
Beeeninr Xaarepi K. : WESS 23-512020
Byt Anonimye, 6, By aanewr, 1045, Yropwuna < BT Fone o 4
Pharmavalid Ltd., Microbiclogical Laboratory, : e Bt e
Tatra u. 27/b., Budapesi, H-1136, Hungary : . %
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Hauwm. : MBAHIOPOH.K-TA AKKOPI 1MI'/MII6MII,

1759945, Kom rTomapa: 116096, Cepusa:

pOMU3B. :

M2115996
AKKOPII XEJICKEP JITIH BEJIMKOBPUTAHUA

Registerea in england & Wales No. 4596349

Registered and Tracing Office
Sage House, 319 Pinner Road,
North Harrow, HAT AHE,
Middlesex, United Kingdam
I+ 144 (0) 208 ¥63 1427

F1 444 (0) 208 BO3 1420
wwviaccord-heatthcarecouk

Certificate No.
Ceprudiar Ne:

| 7187520

Page2of 5
Cropingn 235

@apmanania Jra., Micpobioaoriuna
aaGopatopin, Bys. Tatpa 27/6., Bynaueusr,
1136, Yropwyna
Accord Healthcare Limited, Ground Floor, UK MIA
Sage House, 219 Pinner Road, Harrow, HAT 20075 Insp
4HF, United Kingdom UK MIA | GMP/GDP/I
Ascicopp Xencrea Jlintiven, Tlepiunii nosepx, 20095 MP
Cefijc Xaye. 319 TTiunep Poyn, Xeppoy, HAL 2007512813
4HF, Beanka Bpuranis ; - S 978-0005
Analysis procedure results / PesyintaTi RPoBCACHIN ANAIIZY
No. | Quality indicators / Acceptable limits / ,ﬂ,opycru_@i Meai Test methods / TResults /
rNe| Thowasnmenssocs) Release / Ha Shelf-life / Aan } Meroan P
Y
MOMEHT BIIIYCKY FepMiny npuaatuocti| snnpoSysaun
1 Description A clear, colourless A clear, colourless Visual inspection Complies
(appearance) solution, filled in a solution, filled in a
glass vial. When plass vial, When
examined visually it | examined visually it
is practically free is practically free
from foreign from foreign
particles, particles.
Onue (3oRHILLHIR Ipo3opHi, | Tlpozopui, Bisyanbnuii Binnosinae
BHIIA) GeaGapsitd posuin | GesBapruuil posunH | KOHTPOIL
¥ CRIBIINN ¥ CKNAHMX (UIAKOHAX
¢naxonax. Tipn Ulpu pisyansiomy
BisyansHoMy KOMTPOAT HE MiCTHTD
KOHTPO HE MICTHTD | Mexanisimx
MeXaHivHnX BKJIQUEHD
BKJIQUYEHD
2 Identification:
A)By LC The retention time of the Ibandronate peak | Ph. Eur. 2.2.29 Complies
in the chromatogram of the assay
preparation should corresponds to that in
the chromatogram of the standard
preparation as obtained in the Assay.
B) By UV: The UV spectrum of sample preparation Ph. Bur. 2.2.25 Complies
should exhibit maxima at the same
wavelength (& 2nm) as that obtained in p——
standard preparation. @'ﬂ
InenTndyikatis: F a0~
A) A, TPX IIpH NPOBCACHHI KiNbiKicHOrO pHANTAYEHHA Ph. Bur, 2.2.2 fosinae
yac yTpHMyBaHHs niky iGanaponaTy i
XPOMATOrpaMi BHpoSoByBANOre PO3UHHY
Mac BiNOBIIATH UaCY YTPHMAHMS 1iky
A
o %
%8
"ONTIMA-GAPM, \ = «
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vog 21642228 / ¥
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o e |
- 2 i
vl A OTC)H
- healthenre Lid.
Registered and Traging Offce
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North Harrow, HA L 441,
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I a4 {0} 208 863 1427
F2vAa (0) 208 B6I 1420
weawaccord-heaithcarodnuk

Certificate No.:

Cepradirar Ne:

715752/1

Page 3 of §
Cropinkn 335 |

B. Phosphite

Single unknown

%
Not more than 0.5%

ibanaponary sa xpomarorpami pO3UMHY Binnosinae
nopiBHsuHsI,
B)B.-Y® Yd-cnexTp BUIpoGOBYy AHOTO POIHNY Ph. Eur. 2.2.25
I6aHIPOHATY TI0BHHEH MATH MAKCHMYMK
TIOFNIMHANAS NPX Till e noxuM XBuai (&
2un), w0 | YO-criexrp posuiiy
nopisHanHs,
3 H 30-50 Ph. Eur. 2.2.3 4,0
pH 3,0-50 Ph. Eur, 2.2.3 4,0
4 Extractable volume* Should not be less Should not be less Ph. Eur. 2.9.17 7
than 6 ml than 6 ml MIN: 7
MAX: 7
08" em, mo O6’em mac Byt ne | O6'cm mac Gyru ne | Ph. Eur. 2.9.17 7
BUTSITACTBCH ¥ Mentre 6 ma Mere 6 mi MIH: 7
MAKC: 7
5 Particulate matter: =10mkm max 6000 per container Ph, Bur. 2.9.19 119
sub-visible particles Z25M&M max 600 per container 4]
Mexaniuni Ph. Eur. 2.9.19
BRIIOMEHHA: 210mxm max 6000/pnaron 119
HEBHJIMMI HacTRH =25MkM_max_G600/¢nakon Q
6 Bacterial endotoxin Not more than 50.0 Endotoxin Units per mg | Ph, Bur. 2.6.14
of Ibandronic acid § g <2.0000 EUimng
Baxrepiansui He Ginnwe wisk 50,0 EOAr iGanaponosoi | Ph. Bur, 2.6.14 <2.0000 OE/wr
CHAOTOKCHHH KHCNOTH
7 Sterility Should be sterile Ph. Eur. 2.6.1 Complies
Crepuabiiicts Mae By 11 crepuiniumM Ph. Bur. 2.6.1 Biamosinae
8 Relatedlsubstances Ph.Eur.2.2,29
A. Phosphate Not more than 0.5% | Not more than 0.5% <1.OQ

%Y

Not more than 0.5%

Not detected

impurity Not more than 0.3% | Not more than 0.3% Not detected
Total impurities / Not more than 1.5% | Not more than 1.5% <LOQ
Cynyrui pomimxu Ph.Bur.2.2.29 <MKB
A @octar He Ginbuie wine 0,5 He Ginbwe nis 0,5 %
%
. . , . He el
B. ocgir He Ginviue nixk 0,3 He Gianwie nin 0,5 % oA

Koacuol uesinomol
Aominrkn

o,

%
He Ginsuie mik 0,3
%

He Ginsine ninc 0,3 %

He Ginbwe nix 1,5 %
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ImagelD:

1759945, Koxm Toeapa: 116096, Cepmsa: M2115996

Hamum.: MBAHIPOH.K-TA AKKCP] 1MI'/MJI6MII, npouss.: AKKOPJl XEJICKEP JITI BEJIMKOBEPUTAHMS

healtheare Ltd:

Registereo in Fngland & Wales No, 4596349 Registered and Trading Office

Sage House, 319 Pinaer Road,

North Harrow, HAT 411,

Middlesex, United Kingelem

T: 444 (0) 208 863 1427

£, 4 (0) 208 863 1426

www accord-hesithcarecouk

Certificate No.: Page 4 of 5
Ceprudinar Ne: Ll Cropinkn 415
Zaranpna cyma He Ginvwe nbi 1,5
AOMITOK Y%
9 Assay 05.0% to 105.0% of label claim Ph. Bur, 2.2.29 102.9
Kinvkicie pusnauenus | 93,0-105,0% pijt sasnauenoro ua Ph, Eur. 2.2.29 102.9

MapKyBanui

10 | Clarity and colour of Solution should be clear and colourless in | Ph. Eur. 2.2.1,

solution comparison with purified water Complics
[pasopicrs T | Posumit Mae Gytu nposopnm ta Gesdapennit | Ph. Eur. 2.2 ¢ 0
: . Binnosinac
3abapBagnis posty | v NOPIRHANHL 3 BOJIOIO
Labelling: | Should correspond (o the requircments. Complies
Mapxysauns: | Hosuniuo BIANOBINATH BHMOTAM. Binnosigae
Packaging: | Should correspond to the requirements of MQC. Complics
INaxysanus: | Tosunno pinnopinarn sumoran MK Bignosijac

* Quality parameters which are not tested in stability studies. / Iloxasunki sKoeTi, Ak He PHKOHYIOTBLCH 1PH
BHBYCHHI cTaGinbROCTI.

] hereby ceriify that the above informatioi is authentic and accurate, This batch of product has been manufactured,
inclnding packaging/labeling aud gicality control at the above mentioned site in full compliance with the GMP
requirements of the local Reguluatory Authority and with the specification available in registration dossier. The batclt
processing, puckaging and analysis records were reviewed and found to be in compliance with GMP,

Hust 5 saceionyio, 0 nasedenn erue ftghopaanin ¢ doemosipiold M MPYHOIO. o eepir upodyryil 6yac
eupolaciio (GRAUOUAIOTH FUIRPEQH /M APKYAITIS) A KEHIPONL it srcocmi wa sueIusaueiii aupobniin

dinoruni ny Jeweo y nosniti cionoai i 3 guaoear GMP, 6CHIANOGICIRMIE MICHEE UM PEEPIIROPIIM OPLANOM,
a niakoe widitosioue 0o chenudixayil, o Micmunen ¢ pecempayiiinomy docwe. Ilp 1t aupoln A
HARPEMITIA I (UG G0 REPEIIUPII0 R Geinan ionosionicms GMDP,

Name | Sanfosh Shet
Position of person authorizing the batch release Qualified Person
Mpisnume | Canrow Ller
Tlocaaa ocob, SIKA BILLIE A03BLL HA BUIYCK cepii | YnosHopwioena ocoba 3 sxocTi
Batch release date/nata munycwy cepii

Signature of person authorising the batch release
_Mignne ocobur, sika BUAATA pe38in 1A BHIYCK cepil

ywpaing
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