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HETERO LABS LIMITED

HETERO UNIT-V]

“Hetero Corporats”, 7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad - 500 018, Telangana, INDIA.
Tel . 91-40-23704923/24/25, Fax : 91-40-23704926, 23714250,
E-mail ; contact@heterodrugs.com URL : http/fwww heterodrugs.com

CIN: U24110TG1989PLC009723

CERTIFICATE OF QUALITY
CEPTUDIKAT SIKOCTI

Certificate No.: . ape | of 3
Ceprudiirar Ne; S6FP19001094 C-r:;i%sﬁ]l 103{ :‘:
Product name: ZOLTERO Manufacturing coun fry: | India T
Hassa nponyrcui; 3CJTEPO Hepirasa-nupodnur: Liuuist
Pharmaceutical form: concentrate for solution for infusion, 4 mg/s ml
Jdirapeska Gopma: ROUIeHTPAT IS po3yiLy jst ingysiit, 4 snv/3 s
Slrcngth!pntelmy:_ 5 ml of concentrate contains: zoledronic acid monchydrate equivalent to

zoledronie acid 4 mg
Cuna aiifacrusnicrs: 5 MUT ROITEnTPATY MicTrn: 3OUEAPONOROT KHCHOTH MOnorigpaT exsisaderHu

3qaacaponosiii wenesori 4 M i
s s . . v T -—“:_“mﬁ“_.’“—‘“"'_—-'
Fype and size of S ml of concentrate in a vial; I vialin a cardbox with Ukrainian and English
packaging: langunges Tabeling

Brjti posarip yucosien: | no 5 MIERONUCNTPATY Y duiakonis o | daaronyy kaprounit wopohui 3
MADRYBAIEIN YKPATHCL KOO AIOROTO i

Batch No.: . Bateh Sjze: packs .
Cepisn Ne: =t BG0TA Possip cepi: a yuarosor ﬁf
Mlj‘g‘{. Daitc:ﬂ | 12019 Expiry Dm‘r.:: 09/2022 :
Aara Bupobunurea: Hpuaarnuit o;
Registrati ‘titieate: . ali :
Fotmpmitn pocwmens: | UAOS sy | tomani

' Munufacturer name: wh—}-—ietero Labs Limited Man, License No.: ZSIMN/AP;Z_—(};UF/R
Haiimenysanus nipoGuima; lCerepo JIaga JTimirey Bup. ninenzis No:

Location: Unit-VI, TSIIC, Formulation SEZ, Sy No. 410 & 41 1, Polepally Village, Jadcherla
Mandal, Maimbnolmzlgnr«Distrfct, Telangana, Pin-509301, [ndia
IOnir-VI, TCIIC, Bopmyneitmen CE3, Ci Ne 410 § 41 I, Dosenasnai Bistes,

Horapsiepia Manja, Maxaﬁvﬁuarap-,ﬂic'rpilc'r, Teaanrana, Hin-509301, Ingise

M iC!lCZﬂIﬂXU}.UK(‘.HI ISk

SMbC Cr)rlc!us:(m‘ on confirmation of GMP Certificale No,: ( 091/2018/C-199 vnl:tl{t}'-: . 24.08.2020 |
Bucnonok wmoso VLT Cp/ein st ceprinicary HBIIJIC Ne: repsin i ;
Analysis procedure results E
Pesysuvaru nposescins ananizy-
Sr.NofTest Specification / Resull /
Noz/un (MMoseas i sucoers fonverina pessi Pesyanrar ]
BDeseription Clear, nearly colorless sofution free Clear, nearly colorless solulion free
} from visible panicles from visible particles i
Onue Mposopuii,  wmaibie GesBapsuii | 11 po3opHi, Maibre Desbapriii
[—— PORIMN Bes BUAMMIX yacToK | PO3UHN DE3 BUIMMUX yaCTOK N
Identification Releaye
A} The retention time of the rgjor peak [A) The retention time of the major peak in
in the chromatogram of the sample the chromatogram of the sample solution

solution should correspond to that inthe |carresponded ta that in the chromatogram
chromatogran of the standard salution, |[ofthe standard solution, as obtained in the
2 as obtained in the Assay, Assay, .
B)The UV  spectrum of the | B) The UV speclrum o]"l/}ﬁ:’% _
Zoledronic acid peak of the sample | acid peak of the Wlp sotut
solution should correspond to that of corresponded to  that ‘of” ¢

the standard solution, as obtained in the solution, as obtaine/ the:

Assay,

Y

Factory : TSIIC Formulation Sez, Polepally (V), Jedcherla {Mandal), Mahaboob Nagar {Dist.).
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HETERO LABS LIMITED

HETERO UNIT-VI
“Hetero Corporate”, 7-2-A2, Industrlal Estates, Sanath Nagar, Hyderabad - 500 01 8, Telangana, INDIA,
Tel : 91 -40-23704923/24/25, Fax : 91-40-23704926, 23714250
E-mail : contact@heterodrugs.com URL : http[/www.heierodrugs.com
CIN: U24110TG1989PLCO09723
Certificate No .- L Page2o0f 3
Ceprudpirear Nos [‘“’(’F 1’19(){11(}9.4 C‘roplﬁl@ 25 3:'
Liewrrngicnnis Tpu aunypery
A) Yac yrpaMyBanist ocloBHOTO Tika HAA) Hac yrpumysanus ockoBiore mixa Ha
Xpomarorpami BUNpoBosysaliore XpoMarorpami BNpodonysanoro PO3YHHY
Posumny Binnosinac vacy yrpuaysatins BIANIOBIAAE Yacy YTpUMYBaHTS OCHOBHOMD
OCHOBHOFO Hika Ha XPOMATOrpami FIIKE Ha XPOMATOrpami CrAHIAPTHOND
CTRHAAPTHOIO po3unny y sHapoGysaun [ posuuny y sunpobysami «inbricne
«Kinskicue puzuaucnmsy., BHIHAYESHH5p.
B) Yd-cnexip 3oncAporoBol kuemor | B) Yd-criekrp soneapononot KHCNOTH
BIIpoGoByRaroro postuiy signosinae BANPOBOBYBAROro posulny Bimos EE
Yd-creicrpy sonenpotionol kHenoTy Y®-cnekrpy 30ICAPOHOBOT  KHCHQTH
CTANAAPTHOTO PO3UUNY ¥ BirpoBysai CTABIAPTHOrO POZUHNY ¥ BUNPOGy B
«Kisisxicne sustauenmsy., _| «Kinukiene siusnauenisy,
Baclerinl endotosing Not more than 17.0 EU per mg of | Less than 4.24 [2U permg
3 Zoledronic acid
Barrepiagnui e Ginvwe 17.0 MO/mr Meinue 4.24 MO/ur
CIYLOTOREH I 30NICAPONOBOT KHCIOTH
4 Sterility Should be sierile Complies
Crepusnriiers, Tpenapar mac Gyru CTePHIILHUM Binnosinac simoran
= Between 5.7 and 6.7
L He memne 5.7 1 ve Ginue 6.7 517
Related compounds Release Shelf life
—ZLARCO] Not more than Not more than | Not Detected
02% 0.2 %
- ZLARCO2 Not more than Not more than | Nol Detected
0.2% 0.2 % !
- maximum single Not more than Not more than | Not Detected :
tspecified impurity 0.2 % 0.2% .
Not more than | Not more than | 0.00 %m/m ;
6 |~ total impurity 1.0 % 1.5 %
Cyuposimni jominery 1Ipu gunyery Hu mepatin
nproasit ek
—ZLARCOI He Ginbwie 0.2 % | He Ginswe 0.2 % | He susisneno
— ZLARCO2 He Ginbiwre 0.2 % | He Giavime 0.2 % | He sussncuo
— OMHIIHUNA He Ginswe 0.2 % | He Ginbie 0.2 % | He sussneno
Heenrdikosana
axoMiltca
— CYMa JIOMiLIOK He Ginbme 1.0 % | He Sinswe 1.5 % | 0.00 %
Assay:
Each ml of solution
contains Zoledronic acid
manohydriite, equivalent to
Zoledronic acid:
7 |-mg 0.76 - 0.84 0.81
— % labeled amount 95.0 - 105.0 101.3
Kinnkicue
BI3TIAYCHTIST:
KOMCHNE MI pozunny

Factory : TSIIC Formulation Sez, Polepally (V), Jedcherla (Mandal), Mahaboob Nagar (Dist.).




HETERO LABS LIMITED

HETERO UNIT-VI
“Hetero Corporate”, 7-2-A2, Industria Estates, Sanath Nagar, Hyderabad - 500 01 8, Telangana, INDIA,
Tel : 91-40-23704523/24/25, Fax : 91 ~40-23704926, 23714250
E-mail ; contact@heterodrugs.com URL : http//www. heterodrugs.com
CIN: U24110TG1989PLC009723
Cerlificate No.: aoe 3 of 3
Ceprudicar Ne: SGFP19001094 C-ro];ilﬁsz? 3()-: ;
KHCHOTK MONOrifpar, ]
eKBIBAIEHTHO
soselponosiil kucnor;
- MF
— %.8i0 noMinansioro 0.76 — 0'8_4 0.81
e 95.0-105.0 101.3
Particulate matter:
—~sub visible particles Particles = 10 pwm — not more than 8
6000 per vial;
Particles 2 25 pm — not more than 0
600 per vial;
- visible particles Visible particles should be absent Absenl
8 Mexauiuni preaouernis:
— HeBIR YNOTRH L{'HC'I'OK > 10 MKM — HE Gi.ﬂhilie 8
6000/maro,
HACTOK = 25 MM — ne Sinbuie 0
GO0/ axon;
— BIYUIMI TACTIH BUAUME YaCTIN nosHHA By Bigcyrhi
Bigeytii . )
g | Qsmolality 250 - 350 mOsm per kg 299 mOsm per kg j
Oenmoastiavicrs 250 - 350 mocmonn/xr 299 mocsons/kr i
10 Color of solution Not morc than 0.2 0.004 Abs :
Konip pozuuny e inture 0.2 0.004
Extractable voliine Not less than 5.0 ml Minimum : 5.2 ml : Minimys
| O6%en, o Average :5.3 ml: Cepenne
BHTSITAETLCSI He mewne 5.0 ma
Labelling Should correspond to the MQC requirements Complics
Mauprysatm Tonunno nignosinaru susMoras MICH Biunosinae
Packaging Should correspond to the MQC requirciments Complics
(i Harysanng Hopuuno pisvosigar nusoras MICS Biurosizac

! fereby certify that the above information is authentic and accurate.

including packagingflabeling and

guality conirol at the

This batch of product has been manufactured,
above mentioned site in full complionce with the GMP

requirements of ihe local Regulatory 4 uthority and with the specification available in registration dossier. The baich
processing, packaging and analysis records were reviewed and Jound to be in compliance with GMP.

Ly st sacaiduyio, ujo nasedenn e ghopmenia ¢ docmoesipron ma mouno. Lo cepito npodyiyil Gy supodreo

SITNONIONH RURYCCRHS M OPRYEUIINS) e KoM
5 i}

ipoan 1T akoemi wa quugesasnavenii supobiuuiit Ol nposedeno y

nosnia signosionocmi 3 eumozayn GMP, acmanosyenim MICHESIA PEZYUSINOPININ OPeaHON, ¢ MAKoIC GION0GIdND v

eneyuchivaiyl, wo aticnumees ¢ pecempaitinoay docse. [pomoxonu e

HEHeTHY TG M Gemdriogagha gionogionicine GP,

(pOBnUYIGa, RaKyeanns na ananizie Oyno

Position of person authorising the bateh release

[Tocana ocolu, sTka B A03BIA 1 BHNYCK Cepil

Name

Fipissmne

I<. Satish Goud

Manger- Quality Assurance

K. CarimFyn
Menegrep-3abesneucius siRobri

IThunie ocodu, siren mug

Signature of person authorising the batch release

1A JLO3BIN 1A BHNYCK cepil
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P
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Date of signature
Hara minnnearnmgs
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