Jlikapebruil 3aci6: AJIEHAPA®
Medicinal product: ALENDRA®:

Hiro4a peqoBuHa:

Active ingredients:
PeecrpaniiiHe nocsiauenus:
Registration Certificate:
Jlinensia Ha BUPOGHHUTBO Ne:
Ceprudivat GMP Ne:
Bupobhnk:

Azpeca BHpoGHNKA:
Manufactured by:
Address of manufacturer:
Cepis: Ne 2003029

Posmp cepii: 25000yn.

/(mam f(ea[ﬂzcare Pot. Lid .

CEPTH(DIKAT AKOCTI
CERTIFICATE OF QUALITY

«LTEJeAPM
ATh»
'A!Nm@xawm..m

x04 20075891

AR. M FG/1366/20
Jata/Date 21.11.2020

Ta6neru no 70 mMr; no 4 Tabnerxu Y 6uicrepi; mo 1 Gxicrepy y mpwounm ynaxonui

tablets 70 mg, 4 tablets in a blister; 1 blister in a carton package
HATPilo ANeHAPOHATY y NepepaxyBaHHi HA KHCIOTY ANCHAPOHOBY

Sodium Alendronate equivalent to glendronic acid

70 mr
70 mg

Ne UA/7210/01/02 wiz 20.09. 2017, vepmin ail peecrpaniiisoro nocsindenns HeoGmexenmit
Ne UA/7210/01/02, from 20.09.2017, Registration Certificate validity is unhmlted

Raj/2354
001/2018/GMP :
Kycym Xearxkep II8T JIta, Inais

CII-289 (A), PIIKO lrmac'rpla.u apea, Yonauxi, Bxisani, Hict. Ansap (Pagxacran), Ingin

Kusum Healthcare Pvt Ltd, India

SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India

Jara Bur.;09/2020

Hittcuuii no: 08/2023

Batch: Batch Size: DIM:
N HaumeRroBauue noxasareneit : TpeGopanua Pe3y/LTaThI aHAIU30B
Name Index : ; Requirements Results of analyses
1 | Omucanne i OsansHsie NBOAKOBBITYKIbIe TaGneTki GeNioro WK MouTH Genoro CooraercrByer
usera
Description White or almast white oval biconvex tablets Complies
2 | Hpenruduxauns BpoMs yXop:KHDOHNS OCHOBHOIO NHIA TIPOAYKTN ASPHBATHIALMK Coorperornyer
HaTPHA ANCHIPOHATA Ha XPOMATOTPAMME LCHLIMYeMO20 pacmeopa,
TIONMY9eHHOH ' NPH  KOJHYECTBEHHOM ONpEAENEHHH,
COBIANATH C BPEMEHEM YAEPKUBAHHA COOTBETCTBYIOLIErO [HKA Ha
XPOMATOrPaMMe cmandapmHo2o pacmeopa (HATPHS ANEHIPOHAT)
Identification The retention: time of the main peak of the derivatization product Complies
alendronate $odium in the chromatogram of test solution is
concordant to that in the chromatogram of Standard Solution in
; Assay prepargtion (alendronate sodjum)
3 | OnuoponHocTs Ao3npoBanubix equnny | CooTsercreyér TpeGoanuam USP <905> CoorsercrByer
Uniformity of Dosage units Complies to the requirements USP <905> Complies
4 | PacnanaemocTs He Gonee 15 Mau 35 cex
Disintegration : Not more.than 15 minutes 35 sec
5 | Conyrcryromme npumecu 4-aMuHOMaCAHOM kuCHOTH — Ke Gonee 0,5 % He o6xapyxeHo
: Docdarst i djocdurst: ne Gonee 0,5 % (s xaskaok) He o6uapyxeno
Kaxnag Heuaaecmaa npuMech; He Gonee 0,2 % 0.119%
Cymma npnmeccﬁ He Gonee 1,5%. 0.119%
Related substances 4-aminobutyr_ic acid: NMT 0.5 % Not detected
Phosphates and Phosphite: NMT 0,5 % (for each) Not detected
Each unknown impurity: NMT 0.2 %; 0.119%
NMT 1.5 % of Total impurities. 0.119%
6 | Pactsopenue He menee 75 % (Q) OT 3aBNEHHOTO KOIKYECTSa 32 15 MUH 93.5%- 102.2%
KUCAOTHI ATEHAPOHOBOM - :
Dissolution ) .
Alendronic acid Not less than.75 % (Q) of labe] claim in 15 minutes 93.5% - 102.2%
7 | KoandecTBeHHOE onpenesierie: i BeintycKe:
KHCI0TA QIeHAPOHOBAR - 95,0-105,0 % OT 3asBICHHOrO KONMKYECTRA 99.93%
Jns cpoka roxHocTH:
90,0-110,0 % OT 3a4BACHHOrO KOJIHYECTBA
Assay At release:
Alendronic acid 95.0-105.0 % of label claim 99.93%
At shelf life:
90.0-110.0 %, of label claim
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Factory SP 289 (A), RHCO Indl. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph : +91-1493-298232/33/34/35
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Jlikapcekuit 3aci6: AJIEHAPA® : : Tabaericu 1o 70 Mr; nio 4 Tabaerku y Gnicrepi; no 1 Gaicrepy y xaprornii ynakosui
Medicinal product: ALENDRA®: tablets 70 mg, 4 tablets in a blister; 1 blister in a carton package
Cepis: Ne 2003029 i
Batch: ; :
8 MukpoGHoiornyecKas YHeTOTa B npenapare Jionyclcac'rcs:
: obtuee uncno aspobusx MukpoopranusMos (TAMC) ne Gonee <10 KOE/r
10* KOE/r;,
obutee umcIO APoROKEBLIX K MIecHeBEIX rpubos (TYMC) ue Gonee | <10 KOE/r
10?2 KOE/T; i
; He nonyckaercs Escherichia coli B 1 r npenapara. Orcyreteue /v
Microbiological purity - Total aerobic iicrobial count (TAMC): NMT 10° cfu/g <l0CFU7g
: Total combined yeast/mould count (TYMC): NMT 107 cfu/g <lQ CFU/g
Escherichia coli should be absent per 1 g Absent/g
BHCHOBOK: Cepia Ne 2003029 - sigmosinae sumoram MK PIT  Ne UA/7210/01/02
CONCLUSION: Batch Ne 2003029 : complies with the requirements of MQC RC Ne UA/7210/01/02
V« i v Vo,
AHAJI3 BYKOHAB : ' naTa 2\ 1

(:NALYSED BY\}M W !2 : _ . (DATE)

KomeHTapi: Hemae
Comments: no

3aspa npo ceprudikauio: «/IificHum 5 3aciguyio, mo Hageaena sunre inpopmanis € gocroslproro i Tounolo. Mg cepix
npoaykuil 6y/1a BUrOTOB/IeHA (BKIIOYAIOYH YNAKOBKY / MAPKYBaHHs) | IPOBEAEHO KORTPOMK 1Y SK0CTi Ha BHILIE3rAKAHOMY
nianpuemMcTsi B mopuid BUHIOBHIHOCTI 3 BuMoramy GMP, BCTAHOBJIEHUMH MiCIleBHM PEryJIATOPHHM OPraHOM, 3 TAKOXK
nianoniano xo cneumpiranil, uro MieTuTLest B peceTpauiiinomy xocke kpafun imnoprepa. XpoTokonn EupoGuuITRA,
YIOAKOBKH Ta aHafisis Gy neperyisinyTi i Bcradosneno Tx BignosinnicTs BuMoram GMPy,

Certification statement: «On this I certify, that the above mentioned information is true and accurate. This product batch was
produced (including packaging / labeling) and conducted for its quality control at the above mentioned manufacturer
according to all relevant GMP requirements, established by Local Health Authority, and according to the specification,
contained in the registration dossier of the importing country. Records of manufacturing, packaging and analysis were
reviewed and determined for:their compliance with the GMP requirements.

ko

2111|2020 | et
KepiBHHK IDyIH KOHTPOMIO AKOCTI : Menremxep Biflnkykal
Quality control group manager: ' Quality Assuranc\@
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JEPXIIKCITYXBA
JEPKABHA CIYXBA 3 JIKAPCHKHAX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMHA y m. KHEBI
Byn. Bepesminceka, 29, Kuis, 02098, Ten/paic: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls kyiv@dls.gov.ua,https://www.dIs gov.ua, Kox EAPIIOY 37079055

BUCHOBOK
Opo SKIiCTH BBE3EHOr0 B YKpaiHy nikapcukoro 3acoby

24.12.2020 Ne 72336/20/26

AJIEH/IPA®

(safiMcHYBARRA NIKAPCEKOTO 33000y STUHO 3 PecCTpauilnms. noosmqem)
Ta0nerkH o 70 Mr, 1o 4 TablieTknA y. Gmcrepl, uo 1 Gricrepy'y xapronmiii ynalcomu

@orw BRTIYCKY, myaamu. BUY naxymnmmmpcmm 2acoby)

Homep pecctpaniisoro nocsimserns UA/7210/01702 crpox il peecTpaniitaoro nocaiuerna HeoOMexeHuit

Cepis nikapcsxoro 3acoby Ne 2003029 KixbKicTs BEE3CHOrO nixapcsxdroisacoﬁy 180
Bupobumk _KYCYM XEJITXKEP IIBT JITE Tamiax :
' (naftmeryBaiia BAPOGHIKE MKAPCEKOTD: 36004y, kpainn, noxomm)
Bee3eno B Yipainy Tonapumo 3&6M€K€HOIO Bumonmam.mc:ﬂo "Taeagapm JTA",
i) on: 200 58' s . c

HpoToxos BisyansHore KouTpomo 8ix 07.12.2020 X3865/1.
JIaGoparophni agani3 sxoct NEAPCHEOTO aacoﬁyzmnonemm

J "LenTpansua naGopatopid 3-aBaisy AKOCT mxapcsm 3ac06i8 i i MCJIK‘IHOI EPORYKil®
{(M.Knis, nyn,l@ygpmm 10r) . ,

(mﬂkcnymﬁx. ."-ndcuwnaxdmxemln uaﬁapafmpﬁ-mo npomnaﬁoparopmﬁ anama mcn)

Bucrosox- mono xKOcn mmpcsxom sacoﬁy, BipasHi Jgaﬁopa'mpmm,u 23 122

sac16 BBeséHO B Vipaluy s
no’rpnmammu nmmr monomma mozo- saﬁwueqem mmi mixap ,,m Wﬁ,

Mazxona XQNOJEHKO

., (iutiifiane Ta npissamE)
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KRusum Healthcare Pot. Lid.

CEPTH®IKAT SKOCTI
CERTIFICATE OF QUALITY
AR, Ne FG/1527120
Jara/MDate 29.12.2020
Jlikapcbkuit 3aci6: AJEHIAPA® Tabaerku no 70 mr; no 4 Tabaerku y Gaierepi; no 1 6aicrepy y kapTonuiii ynaxosui
Medicinal product: ALENDRA* tablets 70 mg, 4 tablets in a blister; 1 blister in a carton package
Hiroua peyosuHa: HaTpil0 ATEHAPOHATY ¥ NepepaxyBanii HA KUCNOTY AJIeHAPOHOBY 70 mr
Active ingredients: Sodium Alendronate equivalent to alendronic acid 70 mg
Peccrpauiiine nocsinyennn: Ne UA/7210/01/02 sia 20.09.2017, TepMmil Ail peecTpauiiinoro nocsinueHHs Heodmexernii
Registration Certificate: Ne UA/7210/01/02, from 20.09.2017, Registration Certificate validity is unlimited
Jiuensia na snpobHuuTBO Ne: Raj/2354
Cepmudixar GMP Ne; 042/2020/GMP
Bupobunx: Kycym Xearxxep Ilst Jta, Inaia
Anpeca supodHMKa: CI1-289 (A), PIIKOC Inpactpian apea, Yonanxi, Bxisani, Aict. Ansap (Panxacran), Inpin
Manufactured by: Kusum Healthcare Pvt Ltd, India
Address of manufacturer: SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India
Cepis: Ne 2003133 Poamip cepii: 25000yn. Jara sur.:10/2020 Nidtennit no: 0972023
Batch: Batch Size: D/M: Expiry date:
Ne HanmenoBauue nokazareneit Tpebosauus PesynpTarnl
Name Index Requirements AHAIN30B
Results of analyses
1 | Onucaunne OBankHbie ABOSKOBBITYKNHE Tabnersu Genoro wiu moutu Genoro | Coorsercrryer
uBera
Description White or almost white oval biconvex tablets Complies
2 | Maenrndnramns Bpems ynepkubaHHs OCHOBFOTO Nyka Mpofykra aepusathzaumy | CooTBeTcTBYET
HaTpHs aNCHHPOHATA Ha XPOMATOTPAMME UCHLIMYeMOZO pacmeopa,
NICAYYEHHOA NPH KONMHECTBEHHOM ONIPENCTICHN, J0DKHO CORNANATE
¢ BpEMEHEM  YACPKMBAHME  COOTBCICTBYIOMIEIO TNMKa Ha
XPOMATOTPaMME crandapmnozo pacmsopa (BaTpHA alICHAPOHAT)
{dentification The retention time of the main peak of the derivatization product | Complies
alendronate sodium in the chromatogram of test solution is
concordant to that in the chromatogram of Standard Solution in Assay
preparation (alendronate sodium)
3 | OnpnopoanecTs ao3upoBankLix eaunun | Coorsercrayer tpeSoarusm USP <905> CooTBercTByeT
) . } Complies
Uniformity of Dosage units Complies to the requirements USP <905>
4 | PacnanaemocTs He Goxnee 15 mun 01 Muu 10cex
Disintegration Not more than 15 minutes 01 min 10sec
5 | ConyrcrByiomne npumect 4-avmroMacnaHol kucnoTs — He 6onee 0,5 % He ofnapyxeno
Pocdarsl u ochursr: He Gonee 0,5 % (ana xaxnoi) He obrapyxeHo
Kaxxnas Hewssectnas npuMecs: He onee 0,2 % 0.149%
Cymma npumecedi; He 6onee 1,5%. 0.215%
Related substances 4-aminobutyric acid: NMT 0.5 % . Not detected
Phosphates and Phosphite: NMT 0,5 % (for each) Not detected
Each unknown impurity: NMT 0.2 %; 0.149%
NMT 1.5 % of Total impurities. 0.215%
6 | Pacrsopenue He menee 75 % (Q) ot 3a%BAEHHOrO KOMMIECTBA 32 15 MM 91.6%- 97.6%
KHCOTHE AJIEHAPOHOBO#H
Dissolution
Alendronic acid Not less than 75 % (Q) of label claim in 15 minutes 91.6% -~ 97.6%
7 | Koanuecreenuoe onpeaenenne: ) s painycxa: . )
KHCJIOTA ANeHAPOHOBASA 95,0-105,0 % ot 384BNEHHOIO XONU4ECTBA ) 101.86%
Jins cpoka rORHOCTH:
90,0-110,0 % oT 383BIEHHONO KOMMYIECTRA
Assay At release:
Alendronic acid 95.0-105.0 % of label claim 101.86%
At shelf life:
90.0-110.0 % of label claim
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Factory : SP 289 (A), RIICO Indl. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph): +91-1493-298232/33/34/35
Email : info@kusum.com, Website : www.kusumhealthcare.com

/
By diw poner Ay 5k

A f///’//é

v




Kusum ﬁ’ealf/zare Fort, Litd .

Jlicapeskuit 3aci6: AJJEHAPA® Tabnerku no 70 mr; no 4 Tabaerky v Gaicrepi; no 1 Guicrepy y xapronsiit ynaxosui
Medicinal product: ALENDRA® tablets 70 mg, 4 tablets in a blister; 1 blister in a cartop package
Cepis: Ne 2003133 ’ :
Batch:
8 Mukpo6norornyecKan YHCTOTA B npenapare nonyckaercs:
obmee yucno aspobrbix MaKpoopraiusmos (TAMC) He Gonee <10 KOE/r
103 KOE/r;
obee yHeno apoxoxesbX 1 rtecHersrx rpubos (TYMC) ne Gonee <10 KOE/r
10? KOE/r;
He nonyckaercs Escherichia coli 8 1 r npenapara. Orcyrorsne /v
Microbiological purity Total aerobic microbial count (TAMC): NMT 10° cfi/g : <0 CFU/g
Total combined yeast/mould count (TYMC): NMT 107 cfu/g <10 CFU/g
Escherichia coli should be absent per 1 g Absent/g
BUCHOBOK: Cepis Ne 2003133 piznorinae Bamoram MIKST PIT  Ne UA/7210/01/02
CONCLUSION: Batch Ne 2003133 complies with the requirements of MQC RC Ne UA/7210/01/02

%. '\,/0'\,"9 ’ (751 . ‘ Y A30% )

AHAJE?BHKOHAB JATA
. (ANALYSED {3& W (DATE)
MQ s _\4‘:) MAOY”

KomenTapi: HemMae

Comments: no

3aspa npo ceprudiamio: «JlificHAM 5 3aCBIAYYIO, 0 HaBeeHa BHILE indopmaiin € nocTosipno i Tounow. Ia cepia
npoAyxuil 6yJ1a BATOTORNERA (BKIOYAOUH YNAKOBKY / MapKyBaHHA) | IPOBEAEHO KOHTPOML I TKOCTi HA BHINRITaAaHOMY
ninnpremcrsi B noBAiH BianoBiAHOCTI 3 BuMoramy GMP, BeTanoBIeHUMH MICIEBHM PEFYISTOPEUM OPraHOM, 8 TAKOXK
pignosixuo no cnenudikanii, o MicTuTLCR B peecrpaniifHomy aocke Kpainu iMnoprepa. Ilporokonn BupoGHuuTEA,
YNAKOBKH Ta aHaniziB 6ynn nepernsnyTi i Beranosneno ix sinnosinmicrs sBumoram GMP».

Certification statement: «On this I certify, that the above mentioned information is true and accurate. This product batch was
produced (including packaging / labeling) and conducted for its quality control at the above mentioned manufacturer
according to all relevant GMP requirements, established by Local Health Authority, and according to the specification,
contained in the registration dossier of the importing country. Records of manufacturing, packaging and analysis were
reviewed and determined for their compliance with the GMP requirementsy.

ol

29 |12)2020
KepiBHHK IpyIH KOHTPOIIO SKOCTI Menemxkep Bianiny 3a
Quality control group manager Quality Assurance

~Sakm
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o ) JEPYUTIKCITY KBA
/  NTEPYKABHA CJY¥KBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHCBI

Byn. Bepesnakiscrka, 29, Kuis, 02098, Ten./daxc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dis.kyiv@dls.gov.ua https://www.dls.gov.ua, Kog €APIIOY 37079035

BHCHOBOK
Hpo SIKICTh BBe3eHOro B YKpaiHy JkapchbKoro 3acody

24.02.2021 Ne 8013/21/26

AJIEH]IPA®

(natiMeHyBanHs Jikapchkoro 3acofy 3rifHO 3 peecTpanifHIM NOCBi AICHHSM)
Tabaerxn mo 70 mr, mo 4 Tabaerku y 6icrepi, no 1 Gicrepy y KapToHHIH ynakoBmi

(popma BumyCKy, RO3yBaHHS, BHA NaKyBaHHA JiKapChKOTo 32c00y)
Howmep peecrpaiitroro nocrimaenns UA/7210/01/02 crpox aii peectpaniiisoro nocsizuenns HEOOMEXKEHMH
Cepis nikapcpkoro 3aco6y Ne 2003133 KinskicTs BBe3€HOrO Nikapcskoro 3acoby 180

BrpoGHuK KYCYM XEJITXKEP IIBT JITJL, Isnis

(naiiMeHyBaHHs BUPOOHKKA JiKapchkoro 3acofy, KpaiHa IOXOMKEHHS)

Bae3ero B Vipainy Tosapucrso 3 06Mexenolo BignopinaasnicTio "T'nendapm JTHA",
inent. xox: 20075891

(uatiMenyBanns Ta xoz 3a €JPTIOY ropuauynoi ocobu abo npizsuiie, iM's, no 6arskosi GizuuHoi
0cobH ~ mianpuemus, it Miciie poxuBaHHA Ta peecTpalifiHui HoMep 00/1ik0oBOT KapTKy MIATHUKA
nojarkiB abo cepis Ta HoMEp Nacnopra)

TIporokon Bisyansnoro kourpomo Big 03.02.2021 Ne 268/1.
JlaGoparopuuii ananis akocTi JixapchKoro 3acoby 3AiHCHeHHH:

®inis J]I1 "LienTpansna naboparopid 3 aHanisy AKOCTI JIKapchKUX 3ac00iB i MEAUMIHOI IPOAYKIi"
y M.JIpBiB (M.JIbBiB, By Kynbnapkischka,131)

(naliMeHyBaHHs Ta MiCLIE3HAXOKEHHS 1aGoparopii, 1o npoBena 1abopaToOpHUH aHali3 AKOCTi)

BHCHOBOK IO0 AKOCTI Jikapchkoro 3acoly, Buxanmuit maGoparopiewo rig 23.02.2021 Ne 46

PeaybTaTh NaGOPAaTOPHOTO aHANI3Y AKOCTi Nikapchkoro 3acoy 3a NepeBipeHMMHU NOKa3HHKaMK BIANIOBIIAIOTH
BHEMOTaM METOZIB KOHTPOJIO AKOCTi (aHANITHYHO-HOPMATHBHOI JIOKyMEHTALiT).

3a pesyibTATAMM JIEpXKABHOTO KOHTPOMIO BCTAHOBIEHO, INO JiKapchbkuii 3aci6 BBeseHo B VkpaiHy 3

Muxona XOJIOJJEHKO

(mianuc) (ininianu Ta npispume)
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