Ktistism tealthcare Pur. Litd .

Hisnpenrni sacis: AJCHIPA®
Medicinui product: ALENDRA®
Miroun peaonnim:

Aétive ingrediends;
Peeerpaniiine noesigaenpmn
Registration Certificate:
Jineusin na GHpoGyLTEY N}
Cepradirar GMP Ne:
Bapofunic

Aapeca srpodnsica:
Manufactured by

Address of manufacturer:

CEPTAPIKAT SIKOCTY
CERTIFICATE OF QUALITY

AR N 1130FG24000158
Hava/Dage 20.02.2004

Talaerin wa 70505 a0 4 vafnersen Y‘ﬁj'liL"rc{ii; un 1 Gaicrepy ykap
tubtlels H0 mg, 4 {ableis ing Dlister; 1 Blister inagniton package

uartpifo aacuaponsyy y UCPEPAXYBAMIL HA KireHoTY aRENPORIBY
Sodinm Afendronate cquivalent to alendronic acid.

Touil viaroni

0 mr
0 mg

Mo UA/T210/01/02 six 20.09.2017, repstin pit peectpaniiinory Hecolasensn neolistesenii

Ne UAL1216/01/02, from 20.09.2017, Registration Certificite validit
Raj/2354

04272020/ M P

Kycym Xesrxicep It Jren, Tnain

y 15 unlimited

CH-289 (A), PUIKO Inaacrpiaa apea, Yoranki, Bxisagi, Hier. Angap (Paneatran); Innia

Kusum Healtheare Pet Litl, ndia

SP-28% {A), UICO Tndustris area, Chopankd, Biiwadi, Dige. Alway {Rajasthan), India

Cepin: Nz §003091 Poswip eepit: 15000y, Hara sur; 1242023 Aificingit ao: 112026
Baleh: Batch Size; Din; Expiry date:
Ne Hndoa nokanimxiy By Peayanrarn auapivis
A Nanmte Index Requirements Result of analyses
1 Onue Osalrsud, npoonyieii TabieTen Bi:toro B0 Mabiue Binoro komopy, | Biatouiace
Beseriplion White or almost swhite oval biconvextablets Complies
1 ¢ IreuTdixaunin Hac  yrpisynansn | ncRoniore iKY npoayxry acpepaTinaul | Binmoninae
RaTiiG QICHAPOHATY Ha XPOMATOTPasi docnidxcvaansse PO3KUNY,
WIpiMaHeT 11gae kinskicuorg BIHANIL; BOBNRH0 Chismagary 3
UECON  YIDUMYBAHRY  simnomizHoro RY  Ba  xpoMarorpami
cmandapnniozo Dozdny (l-ran [1t3] adgcuiponar)
Kentification The retention thme of the main peak of the derivatization product Carapiies
alendronate sarlinm_ in the chromatogram  of. test solution. i
cancordant. ¥o hat in the chiomatogram af Stamdard Solutiory in
Assay preparation (alendronsle sodiuny
3 Cusopianicry 1 OIOBATEX AU Bimnosimae sinoray USP <905 Binnonizae

Uniifurnsity of Dosage unirs
4 | Poinagauun

Disintegration

Complies 1o the requirements USP <905 =
Hé-finwne 15 xp

Not more thay 135 minutes

3 | Cynposniani zomiwmen

Retated substances

—
6 | Pozvugeuns
RICHOTIE 1TCHADOIOn 0T

Dizsolution
Alendronic acid

(MU LS % of Total fmpurities.

Complies

0.45 xg

G.45 nun,

4-aminomacannof kacromm - 1. Giapwe 0.5 %
Docdranirra Qoeding ne Ginre 0.5 % (g wownod)

Konena neierrtidisosana goviua: ne Ginpme 0.2 %
Cynia qomimpox: ne Sinse 1.5%.

d-aminobiutyiic acid: NMT 0.5 9%
Phosphates and Phospliife: NMT 0,3 % (for eachy

‘Each unkiown impurity: NMT 0.2 %;

He memue 75 % () six IARBACHOIC Baicry 90 13 xo

Not less than 73 % () of label claim in 15 minutes

7 Kiauxicne BHILAY O
HUCAGTA ANENEponasa

Assay
Alendronic acid

.

HE BARACHQ
HE BlsBACHO

& Misieye aeswd
irHOpyEIHHY
0.180%
0.,251%

Not detected

Not detected &
Below disiegard limit
0.180%

0.251%

1G4, 0% To 105.0%

[04.0% 10 105.9%

Tipn onnyey:

93,0-103,0 % wiy SAIBICHOI0 BMicTy
Ha vepumin FIpILATHOC T

Y0.0-110,0 % &i; sannzeuoro BAICTY
At release;

95.0-105.0: % of label claim

9721%

97.21%

At sheff life:

90.0-110.0% of label claim

S

|
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Factory ; $P 289 (A), RHCO Ingl. Area, Chopanki, Bhiwadi, Disg. Alwar, Rajasthan (Indig), Ph : +9] ~1493.298232/33/34/15
Email : info@kusum,conm, Website - vriw usumhealtheare. com
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04 072




Kestsm Healtheare Tt Lid .

Hirapenanil sadif: ANIEHIPA®
Medicinal product: ALENDRA®
Cepin: Mo 1003091

Hatch:

Tabaersn no 70 sr; we 4 Tagacriy y Gaicrepi; no [ 6n ferepy y kapronniii ynukonig
tablets 70 mg, 4 tablefs ju g Blister; I blister in o carton package

—
<10 KO-

VY nyemapari agnyerasi en:
BATRILUA KiTLKICTh acpoBinx MIKPOOpranizsis (TAMCY) ne Gigswe
10% 1Y 0/

3aransira kighkicrs Aplmzaorux I fricesienux rprbis (TYME) ne
Gimswe 102 K¥ O

Bineyiiiers Eveherichio colin | ry penanaTy,

10 KYOfr

Bizeymnicvs i

Micrabiological purity Total acrobic mictobial count (TAMC): NMT | 03 el <10 CEU/g
Total combined yeasymould epent (TYMC): NMT 10% cfu/g <1{T CI';U"%
| Escherichia cali shonld be absent per-l g __J Absenliy
BHCHOBOK:  Cepin Mo 1003097 BLANORIAAE BuAGras MICH BT MNe'UA/7210/01/02

CONCLUSION: Batch Ne 1043091

ot

AHAM BUKOHAR %;' dip‘éh@fw\.’\u \\\thj@

{ANALYSED'BY)
Komeniapi: nesac

Comments: no

3agna npo ceprudicanio: wiificrnm a »

complics with the fequirements of MQC RC Ne UA/7250/01/02

nata oo

(DATE)

ACBIYI0, W10 naBeTena Runre i fopataiin ¢ ARETERIPHIGN § ToTHoi0, Lln cepin

npegy il Syma surorosneng {(Brmbuatouy yuaroesiey / mapryoanns) i poBLAeno REBTPONL T axocri ua BELLESIAAROMY
Hianpremersi 8 noenify siAnoBiOCT] 3 BAMOTAMI, 3AHANEHHMY B YHHERIG nacrannsi GMP, IaTBeproxenifi Minicreperson
OXOPOHH 3B0POB'H. Yipaing, | 3 sumorams PeECTpANIHere o cve xpaty NpHIHAMenn. Hpororxonn BUPOBHHLTER,
FRAKOBRH TA AnANizie Gyir nepernany i { seranornena ix BianoniAnieTs mudteran GM Py,

Certilieation statement: «On this T cer

tify that the above-mentioned information is true'and aceurate, This product batch was

predueed (including packaging / labeling) and conducted for its quality control at the above-mentioned manofacturer
aceording to specified in the current GVMP.guidelines, approved by the Ministry of Heaith of Ukraine, and with the
requirements of the repistration dossier of the destination coutitry. Records of nmnuf‘acturing, packaging and analysis were
reviewed and determined for {heir compliance with the GMP requircinentsy,

Kepisukk rpyny KOIHTPOMIO AKOCTT
Qualily contral Zroup manager

In's o npisne

'Yn’omzo_ua:ﬂgna ocoba,  ufo
ceprrdikanio cepii

Qualified Person cerlilying the baich,
Is' 2 npisenipe

suificioe

- 7

(Name) l\l |‘T(;ez,?1,, - gfw (Name) Y ho
ﬂ i}ll]l«i{) (" Q—Qi‘ - I E,TJ.HHC @Vg 31
{Signature) . W aned Y L) {Signature)

Hara minnncanns 4 q e

{Date of signature)

o) 0-2»/ 024

Jara ninnnemrgs
(Rate of'sj gnature)
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Fuclory 1 P 289 (A), RECO lec]l.Arca,‘Chopzmki, Bhiwadi, Disut. Alwar, Rajasthan (India), Ph :+9H493298232;’331"34!35‘
Email : nfo@kusum,com, Websife - www,kesimhealthcare.com




