JEKJAPAIUSI O COOTBETCTBHH

JEKJIAPALLT, IIPII HHMATOHHI JIEKJIAPALIHIO O COOTBETCTBHH:

340 "BHOKAL"

Ceedenus 0 pecucmpayuu opeanusaytu: Mexcpationnas unenexyus Gedeparbhol Ha1020601 cayxmciol
Nal5 no Canxm-IlemepGypey 03.03.2016, OFPH 1025002867196, oama npucsoenus OI'PH: 24.09.2002
Aopec: 198515, 2. Canxm-IlemepGypz, Hempoosopyossiti p-u, n. Cmpenona, yi. Ceasu, 0. 34, Jlum. A.
Tenechon: 8(812)380-49-33

B auye: lenepainieiti Oupexmop Mopozos J1.B.

Hosepennoe mago: Yynaxos A. A. Jocepennocme: Ne 1749 om 05.12.2018 2.

3ASABJBIET, UTO

nexapemeenioe cpedcmeo: 300¢PURC KONYeHmpam On pUoMOGAEH S pacmeopa 01 ungysul 0.8 me/ua
5w, aakonot (1), nawku kapmonnwie, pee. yd. Ne JICP-002263/10 om 18.03.2010 (0ama samens Ly
19.02.2018), cepus 21020419, napmus 21360 ynaxosox, 200en 0o 01.04.2021, npoussodcmea 340
"EHOKA", HHH 5024048000, 143422, Mocxosckas obaacms, Kpacnozopekut patio, ¢.
ITemposo-Hanvuee, Poccus, kod OKIII2 21.20.10.227

COOTBETCTBYET TPELOBAHHWSIM
JICP-002263/10-190218 uzx. Ne ]

JEKJAPAIMS HIPHIISITA HA OCHOBAIIITH

Cepmughuxam coomeememeus cuemevl Meneoxcvenma xavecmea Ne 1 8.0780.026, cpok delicmeun ¢
19.06.2018 2. do 19.06.2021 2., Opean no cepmughuxayui CUCRIEM MEHEOJCMEHNIA KAYECMEa ACCOYUay U
no cepmucpuxayuu « PYCCKHH PETHCTP», 190121, Poccus, 2. Cankm-ITemepGype, np.
Pumcroeo-Kopearoaa, 0.101, ofhuc |

JATA IIPHUATHS JEKTAPALINH: 27.05.2019 ¢,
JNEKJARPALMS AIETNCTBUTEILHA J10: 01.04.2021 2.
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CBEJIEHUMS O PETUCTPAIIUHA
OPFAH 110 CEPTHOUKALIL, 3APEIHCTPHPOBABLIMI AEKJAPAIIHIO

Opean no cepmuurayuu npooyxyuu

Obugecmea ¢ 02panusennot Omeememeernocniuio « OKpYICKOll Yenmp Cepmuurayuu»,
adpec: 620014, POCCHA, Caeponosckas ofnacmy, Examepunbype, Xoxpaxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axkpedumaruu Ne RA.R U. 11PMOS

TEKJAPAILMSI O COOTBETCTBHH A POCC RU I-RU.DMU5.B.27976/19
JATA PETHCTPAIINM: 27.05.2019 .
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3A0 "EMOKAA" /JSC "BIOCAD” (Dopma anJ'ION(EHHE Nz2 K
PD(SCMSI, 198515, r.CaHK‘r—l'leTepﬁypr. NeTpoascpyorL OkeEREo HABheEarm: 345 Oiii-agdts-10
pasow, n.Crpensia, yn, Cenau, 34, Nur. A, / Russian Yy
Federation, 198515, Saint Petersburg, Petrodvorsovly district, B' WAD

Strelna, Svyazi st..bld. 34, Liter A Ten.ftel.: +7 495 992-66-28:;

Dakc/Fax: +7 495 992-82.98 Biotechnology Compa

OO A

Macnopr Kadecrsa / Certificate of analysis N:18874/19

3onepukc®, KOHUeHTpaT gngn NpuroTosneHus PacTBopa ansn UHDY3UIR 0,8 Mr/mn / Zolerix®,
concentrate for solution for infusion 0.8 mg/mi

Homep cepun (raptuu) / Batch No: 21020419

Ucneitanua nposegens, No / The tests performed in @Crn /Es JICP-002263/10-190218, uam. /amend.
accordance with: N1 (22.06.20 8)

Konuuecrso MPoAyKuuu 8 cepuu, en. u3M. / Batch
Size, units: 21360 yn. Nel / packs Nel

HaTa U3roToBneHus / Manufacture date: 25.04.2019
Cpok rogHocTy / Expiry date: 01.04.2021

N3rotosurens / Manufacturer: 340 «BUOKAL», Poccus Mockosekas 06n.,
KBnaCHoropcmM p-H, C. €Tposo-flancHee /|SC
"BIOCAD", Petrovo-Dalneye’ Krasnogorskiy District,
Moscow Regian, Russia

Homep cepuun un-6ank / Batch No in-balk: 130419n

Perucrpauuonnnin HoMep / Registration number: NCP-002263/10

Mokasarens / As

CooTeercrayer / Conform

XPaHUTs Npu Temnepatype He Beile 30°C, He
33MOpaxMBaTh. / at temperature not mere than 30°C. Do not
freeze.

XpaHewue / Starage

Cpok rogHocTy / Shelf © 2ropa./ 2 years, CooTeetcrsyer / Conform
life

Onucanue / Description fipo3payHan GecyuseTHas MULOKOCTE. / clear colorless salution. Coome‘rc'rayer { Conform
flofnuHHocTs, TCX ! NaTHO Ha XpoMmatorpamme MCNLITyemoro PacTBopa fO/MKHO CooreeTcTayeT / Conform
Identification. TLC COOTBETCTBOBATL NO MO0 eHNIO, pasmepy u MHTEHCUBHOCTM

ORKpPackn MATHY 301e1poHOBO KUCNOThI Ha XxpomaTorpamme

CTaHOapTHoOro pacteopa. / Position, size and degree of

coloration of the spots on the chromatogram obtained with

the test liquid corresponds to the major spot on the

chromatogram obtained with the Reference Standard of

zoledronic acid,

NounurnocTs. B3XKX / Bpems ypepxusanua MUKa 0CHOBHOr o BeutecTRa Ha CooTeercrayer / Conform
ldentification. HPLC ApoMaTorpaMmmMe ncnelTyemoro pacTeopa g4onxHo

coo TBETCTBOBATL BpemexHn YaAepxusaHua MuKa

301eAPOHOBON KUCNOThI Ha XpomaTtorpamme CTaHABPTHOrQ

Pacreopa. / The retention time of the major peak on the

chromatogram of the test liquid corresponds to the peak of

zoledronic acid on the chromatogram of standard liquid.

pH/ pH 075,7 no 6,7 (pacTsop npenapaTa & HaTpua xnopuaa ~ 5.85

Vi3Bnexkaemeiit obbem / HE MeHee HoMWHanbHOro (5 MN). [ extractable volume is not © 5.1 mn{mi
Extractable volume less than the labeled volume (5 mi),

Mpeo3pastocTs / Clarity Pactsop npenapata 8 HaTpus xNnopwna pacreope 0,9% (0,04 CooTeercreyer / Conform
Mr/Mn 30neapoHoson KUCNOThI) RONMeH BbiTe NPO3pavHbIM
no CPaBHEHWIO ¢ pacmopmenem Wnn BblAEpDXMUBATL
CPABHEHUE C 3TanoHoM |, / The liquid of the drug in sodium

MacnopT kavecTra / Certificate of analysis N: 18874/19 CTpanuua 1 ns 2 / Page 1 of 2




UseTHacTs pacTsopa /
Degree of coloration of
solution

PONCTBEHHbIE
NpumMecn / Related
substances

MocToporHue npumecy,
Cymma npumeces /
Related substances,
Total impuritiee

OnTuveckas
ANOTHOCTL / Optical
density

Mexaﬂwqecxwe
BRIOYEHUA / Particulate
matter

Mexaruyeckue
BRIYEHNS / Particulate
matter

MexaHuyeckue
BrMoYeHuA / Particulate
matter

BakTepnansubie
3HROTOKCUHBI / Bacterial
endotoxines
AHoMansHan
TOKCUNHOCTS /
Abnormal toxicity
CrepunbHocTe / Sterility
KonusectaerHoe
onpeaenenue / Assay

Ynakorka / Package

Mapknposka / Labeling

Bellweykazanubii MPOAYKT cooTeeTcTRyeT Tpe
product meet the requireme

NacnopT kavecrsa / Certificate of analysis N: 18874/19

Chioride liquig 0.9% (0.04 Mg / ml zoledronic acid) should be
tr_ansparent Compared to the Solvent or Withstand comparison
with the standard |.

chleride liquid 0,92, (0.04 mg / m| 2eledronic acid} shou|d be
cglorless compared to the solvent or withstand comparison
with the standard B9,

Eannunynon Hewnemmphuupoaauuoﬁ pUMECH - He Bonee
0.2%. / Any unspecified unidentified impurity - not more than

0.2 %,

Cymma npumecers - He Bonee 0,4% / Total impurities - not
mare than 0.4%.

He Bonee 0,05, / NMT 0.05.

YacTuye PazMepom 10 MM y Gonee - He onee 3000 w/thn p
O4HOM dnakone. / Particles equal to or greater than 10 um -

not more than 3000 p/vial in ane vial.

HacTuue: PA3MEPOM 25 MkM 1 Banee - He Bonee 300 Sfon, /
Particles equal to or greater than 25 HmM - not more than 300
in one vial,

HacTuubl PasMepom 25 Mkm 1 Bonee - He 6onee 500, /
Particles equal to Or greater than 25 Hm - not more than 500,

He 6onee 34 E3/mn npenapara. / Not more than 34 EU/mI of
drug.

AonxeH GbiTh HETOKCUYHLIM. / should be nontoxic.

A0NXKeH BbiTe CTepuneHteIM, / should be sterile,

0T 95,0 % no 105.0 % (C5H10N207P2) 30NeApPoHOBOR
KWCNOTL! OT yKalaHHoro Ha 3TuKeTke. / From 95,0 % to 105,0
% (CSH1ON207P2) of zoledronic acid of labeled amount,

No 5 mn 8o dnakonws BecuseTHoro HelTpansHora CTekna |
ruaponuTUlecKoreo Knacca, repmetuyHo YKYNopeHkHbie
PE3MHOBLIMU Npobkamu, ¢ oBKaTkon aNoMUHMEsIMI
KoNnaskamu ¢ NNACTUKCBOM KpbIWKOM TUNa «flip-off». Ha
KaAplit GNakoH HakneupawoT ITUKETKY caMokneswyocs, Mo

2 S —— b
B cooTBeTcTRMM ¢ H u yTBeDMpefipg makdfey, |
accordance with RD ang 3pproyve Si <

g
12

Coome'rcmyer / Conform

0.14 %

0.19 %

0.000

COOTBeTCTHyET ! Conform

12 Y-ufpn. / part./vial

6 “-u/pn. / part./vial
Metiee 34,0 / Less than
34.0, E3fmn ¢ EU/mi

HeTokcuyHoe / Nontoxic

Crepunso / Sterile

100.70 %

CooTsetcrayer / Conform

! | ¥
MMBHBIX ﬁoﬂ(yuenron / This batch of
Ity |

{ 7/

Ctpanuya 2 p3 2 / Page 2 of 2




