HAEKITAPALIMA O COOTBETCTBUM

OEKNAPAHT, MPUHUMARKLLAA OEKNAPALIMIO O COOTBETCTBUU:

000 "Actennac $apma (TpogakiH”, Micnekyus ®ejsepantHOA Hanoroeol ciaywGsl Ne 8 no r.Mockse, OIPH:
1147746234701 o7 07.03.2014, agpec: 109147, Pocous, r. Mocksa, yn Mapkcucrckas, 2 16, Ten; +7(485)780-41-30
B miue: TeHepankHoro aupexropa osaxosiya 1. '

Hosspertos nuuo: Maakoe W. B,

HoeepssHocTe Ne 6/4 or 07.11.2018

3AABISAET, YTO NEKAPCTBEHHOE CPELICTRO:

MUKaMUE®, NUOHNUSAT 4NN NPUFOTORNEHUS pacTsopa ana uHdyauir 50 wr, donakosi (1), naykv KapToHHLIE, per, ya.
N2 JICP-008005/09 ot 10,11,2009 (sara 3ameHsl PY 27.10.2018), Buigano Actennac dapma lOpon B.B., '
Hunepnargel, cepus 02720002, rogex go: 30.08.2021 , napTus: 13063 ynakosku,

BbinyCKaeMoe U3roToRuTenem: Kog GKNA2:
Actennac ®apma Tex Ko, Jita., finonua/Astellas Pharma Tech Co. Ltd., Takaoka Plant, 30 21.20.10.192
Toldesakae-machl, Takacka city, Toyama 939-1118, Japan/ AO «OPTATY», WHH 4428000115,
167092, Kocrpoucxan o6y, CycaunHekmii paitoH, ¢. CeaepHoe, mKD. XapuroHoED, cTpaHa:
Poccun :

: S Kop THB3:
COOTBETCTBYET TPEBOBAHWUAM:
NICP-008005/08-101109, uam. Ne1-8

|BEKNAPALIUA NMPUHATA HA OCHOBAHUM

MpoTokon uenbiranwi Ne 0475.0119 ot 22.01 2019, VicnbiTaTenshan naboparopus O6IUBCTBA G OrpaHNMEHHOR.
OTBETCTBEHHOCTLIO "HaunonansHas GroTexHONorMHeckas KOMNanua", aTTecTar akkpeauTalui: RA.RU.21HBO1 ot
16.06.2015, Ceprudukar coorsetcraus Ne POCC RU,®B14.C73736 or 22.01.2019

é’/_\ 7;‘ fﬁr‘vrj Tnagros W, B,

{noanucs) {Pamunpa, BHHUMANB])

CBepeHNs 0 PerucTpaLyil AeKapaLui O COOTRETCTBUMN

3A0 "Texkaqectso", 109044, r.Mockea, yn. [IMHAMOBOKAS, . 1A, 0. 400, Ten,: +7 (495) 676-5254, thakc: +7 (495)
676-5417, www.tehkachestvo.ru, tehkachestvo@gmail.com, OI'PH: 1057746285189, Arrecrar per. Ne POCC

RU.0001.110B 14 suiaan Peaepanshoi cnyGoi no HKPEANTAUNY romsermze,,
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Hara perucrpauymu: 22.01.2019
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AQ «OPTAT»
OTtaen kouTpoAs kavecrna

DPO2COI-KO-07000-39-06

Jluuensny Ha ocywmecTRAeHNE MESTEBHOCTH 110 NPOMIBOACTRY JAeKapeTBeHHbIX cpeacTe Ne 00058-JIC or 16,12.2015

157092, Kocrposickan o671, Cycanunckuii paiion, ¢, Ceneproe, mxp-1. Xapuronoso, Ten.(4942) 650-806

Haemopr Ne 1 or 15.01.2019

Maukaman® THOPHIANIAT LIS NPHIOTOBIeHES pactsopa gan widysait 50 mr da
; axon Ne |
Yaaxosano: AO «OPTATy, Poceus Homep cepmt: 02720002 Hara ynaxoswxr: 19.12.2018
Hara suinyexa: 07.2018 Fonen fo: 06.2021

KonmvecTso ynaxopox: 13063
Cepux nponssoaurens: 02720002

Npomseseno: Acrennac Dapma Tex Ko, JIra., Anonus

HJT JICP-009005/09-101109, 1334,
PY JICP-009005/09 o7 _10.1 1.2009

Nel-8
(18T 3aMensl 27.10.2016)

Haumenosanne nokasarensit
Kaveersa o HI

TpeGomauusi x kawecrsy mo HA

Pesyavrarut anannaz

Onsucanue

Hogaunnocrs:

Y®@-cnextpodoromepns

BOXX

IpmpaurocTs
HeernocTn

Bpem pacreopenus
pH
HMocropounue npusecn

Mexanureckie Bisiogenus
Buanmeie BRAuGSens
Hesuanmste mxonoaenns

Boga
OnsopoanocTs po3upoBanus

BakrepHaabHile SBH0TORCHILT
Crepuannocrn
AHOMRILAAA TOKCHYHOCTD
Konnueerneunioe onpeaeneniie

Ynakosra

Mapxuposxa

Tinoditnuzupobanman macca Georg iBeTa,

Ynerpaguonerossit cneKIp TOrAOWEHNS
HCIIBTYEMOTO  PacTBOpa No/mKeH HMers MOKCHMYM
HOFIQMEHHR NIPH JUTHHO BOMHBL 0T 267 1a 10 271 Haq,
Bpems  yxepwusamux  ocmosuoro OMKA  Ha
XPOMATOrPAMME  HCMIBITYEMOTD  PAacTBOPR  ROMKHO
COOTBCICTBOBATL  BPEMCHH  YACPKHBANHA  Mika
MHKIQYHIHHA Ha  XpoMarorpanc CTAHIAPTHOrO
pacTeopa.
Pactsop npenspata momwen Gums NIPOSPAYHLIM HAR
BHACPAHBATE CPARHENHE © ITANOROM |,
Pactsop upenapata gomken Gory GeoupernunM wan
BELICDIKHBATE CPaBHERNE ¢ TTanonoM Y.
He Gones 3 mun.
Or 501070

Tpumecs 6 pe Gonee 1,1 %

pumecs 7+8 ue Gonee 1,2 %

[Ipumecs 9 ne Gones 1,1 %

{Ipnmecs 10 5e Gonee 0,5 %
Hpyrie nensicaTdMLMpoBatLe npaMeck tie Gonee

0,3 % xaxnoit
Cymma nprumeceii ne Gonee 4,5 %

HonkHs! 0TCYTCTBOBATS
Hactuuw passepom > 10 mim: ue Gonee 2500/dpa.
HacTxuet pasmepom 2 25 Mxs: ke Goace 300/,
He Gowree 1,5 %

Orxiosenne or CONEPHAHIE MHEADYHIHHA B ORHOM
{raKone, yKasanuoM s COCTaBE, HE ZOMAKHEI
npepbintatht 15 %.

He Gonee 0,6 ED/ur MHKA(DYHIHAA
Jlomken Gutrs cTepuibEbIM
Homxen GuITy HETOKCHYHEM
Cr 100 % no 110 % or konsuecrna MukadyHrang,
FAABACHHONO B coctase: ot 50,0 no 55,0 mr

1o 52,5 mr MukadyHraua Bo daaxow ua Secuseruora | Mo 525 wmr smkadymruua B0 daakose  ua
crekma (tun 1), ykynopenunil npoGxoit, koanayxoM GecrpetHoro crexna (Tvn 1), yxynopeinonm rpoGroii,
U3 amMOMMHHS/NOJAODONURCHA M ynakosounofi | konnaskom w3 AMOMHHUVTIONHNpONINeHa W
TEpMOYCanouuolf nnenxkol, YNAKOBOUHOH TepMOyCann HON nileHKol,

lo 1 dmakony smMecre ¢ wHCTpyknuel  no | To
APHMCHCHHIO B XAPTOHHYIO Nasxy. npuMcHeRio {3aBoickie koM 155387, 25604) m
Ha JTuxeTxe duaxona 52 pycekoM g3bixe YKasBIBAIOT: | XapTOHHON nayke,

TOPTOBOC HATRANHE MpEapaTa ¢ npeaynpemmensHol | Ha rmukerve jaaxona na p
Mapinpoprolt ®, MHH, nexapersesnyin dopmy, TOProBOe HalBanHe Npepapare
NO3HPOBKY, HRIBAHWE W CTPAMY (GHpME-Branesua | s

PETHCTPAUHORHATO YAOCTOBCECHHA, CHocafT
npisichein, «CTCPHABHO.Y, HOMED CcopHM, ary
Bunycka, «foasH Ko, MOFYT  upucyn b 1(13}:
3ABOSCKHE KOS! YRAKOBKIL o i
Ha oruketke duakoua na a:(rmmcxu)j:g:z;!xe
YKaILIBaoT: NOTOTHIL thapML- &ASTILUR
PEPHCTPAILIOHNOMD  yAOCTOBepenHs  (rpafhmiscioe ||
H3I0OpaKEHHE HAAMUCE Castellasy), w2 N\
Ha xapToHHol Mu9KE HE PyCCKOM AIBIKC YA B
TOPIOBOC HAIBAHIC TPCIAPATA C TPeLyTIpeaHTe hia
mapkupeskolt ®, MHH, nexapersesuyio dophy,

i,
B

2y :
AO3HPOBKY, Hazsanue W anpec  dupMme-snatensua | Mapkaponkol  ®, MHH, sexapcrsennas  opwa,

Jiodrmnnposanyas Maces benoro uBeTA.

268 1M

Cootsercrayer cranaapry

Menee aranona |
Menee Y,

Menee 3 munyr
6.0
0.3%

0,7 %
02%
02%

02%
L6 %

Orcyrerayior
48 yacTuw/dnaxon

4 wacTHHLV G naxon
0,7%
min +4 %; max +8 %

Menee 0,6 ES/ur
CreprnsHuit
peniapat Hetokcuyey
104 %

52,0 mr

1  dnakony smecre ¢ HHCTpYXUMeH no

CKOM H3ILIKE yKa3aHO!

¢ NPENApaTa ¢ HPEAYNpeanrentnoh




Haumenosaaue noxaiarensh
wagecrss no HA

TpeSonanna x xauecray no HJL

Pesyawrare: anamisa

PCTHCTDALHONHOTO  YROCTOBCPOHMA;  Hassalie i
Crpany PUPME-npoHIBOAHTENN:
«¥naxopano/Bainyexaomii KOHTPans KadecTea: AQ
«OPTATsy, HIZBAHHC, fOroTHI, anpec, Homep
Tencdona w  davea AQ «OPTAT»;  cnocol
NPHMCHCHNS, COCTAN, KONHYECTRO faaxonos B
ynakoske, «Crepunsio.n, «Cnocof mpuroromnenss
PACTEOpA CMOTPETS B HHCTPYKUHH O TPHMEHCHTIC. »,
«Boccranortenusii PACTEOP  XpaumTR 0t
TeMIcpatype we mhune 25°C ne Gonee 48 HACOR.%,
«lotoputli  pacrmop HEQysRi  xpauurs &
CTEKRILNOM COCYRC NDH Temmepatype or 2 xo 8°C ue
Gonee 24 wacom.», «Xpamir, m HEAOCTYNHOM JUlK
ActcH  mecre», «Ortnyex no petierty»; «l Ma
BOCCIAHDBACHHONO  pactpopa cogepnt 10 Mr
Mikabynruna (B mune MikadyiruEs  Harpus).y;
YCUOBMR XDUHCHMS, MOMED cepuM, Jary BLIIYCKA,
«Topen 1oi», WTPHX-KOZ, HOMGD PErHCTRALMONHOTD
YAOCTOBEPCHHA, MOFYT UDHCYTCTBOBATh 3ABOACKHE
KOJIBI yNakosKy,

Ha xapromsol mauxe na  aurmdicxos S3bIKE
YRALIBAIOT: ROTOTHI GuprE-ERaAne LA
PETHCTPAUHONHOMO  yAOCTOBEpeHns  (rpadmdcckos
H3olpuxeine HaANHCh wastellasy).

AQIHPOBKY, HAIBAHHE H A1pec BHPML-BIAEALIA
PCIHCTDRIDIONIOTO  YAOCTOBCDSHMA:  HaspaiMe 3
“Tpana upsi-npomsommens;
«Y MakoBaHO/BLITy CRUOLME KOHTDORE xavecTsa: AQ
«OPTAT»», Haisamwe, noromm, a3pec,  HOMEp
Tenchons u  gaxca AOQ  «OPTAT»:  cnocod
TPUMEHENNE, COCTHR, WOAMYCOTBO  (aakonon b
yuakosxe, «Crepuanio.», «Cnocol npurorosneins

PH | PACTBOPE CMOTPHTE & MHCTPYKUHI 110 NPHMENCITHIO.,

«Boceranornenisilt PacTBOp  Xpamers  npu
Temicpatype 6e same 25° C pe Gosee 48 wacon.,
«Corossiit pactsop wix  HagysuR Xpakrte B
CTERAAHHOM COCYAE NPH TEMITEPATYDE 07 2 50 8° C e
Goate 24 wacon.», «Xpamuts ® wenocrymmom anz
Rerelt mecten, «Ornyex no penenry.»; «l wma
BOCCTAHOBACHHOTO  pactsopa  comepwsrt 10 mr
Mikagyuraha (8 Buge suxadyursna HATPKEL Y,
JCUIOBHT XDAHCHMA, HOMED CCPHM, JaTa BmMycka,
T'oxen 1o.», WIpHK-KOZ, HOMED perucTpaiontory
Y i, JABOJNICKEE KOAW ynaxosxy (148631,
25502).

Ha xaproxsoil nauxe na asriulickom s3sike YRasaHo:
JIOTOTHIT  PHPMBbI-BIAACNbIE PErBCTPALMONHOTO
YAOCTOBEpEHUS (rpadutcckoe HIOOPRKERHE HANTIHCE
wastellasn).

3axmouenne: Dpenapar Mukamun® amonamsar as n
cepus 02720002, ynakosaasri AG «<OPTAT»,

Hauannuk 0Tea Kourpons kauecrsa

Tyaosa E.A.

PHIOTOB/IEHHS pacTsopa aust udysuii 50 mr dnakon Ne 1
cooTBeTcTRyer TpeGonannam HIY JICP-009005/09-101109, sam, Nel-8

7507, 19




R astellas

Leading Light for Life

CEPTHOUKAT AHAJIM3A

Haumenosaune HpoNyRTA t Muxaman HHO 50 RU
Kop upoaykra : 136676

Cepus £ 02720002

Hdara srnyeia 1 23.07.2018

Cpox romioctn : 06,2021

Yeaopun xpanenus

NPH TeMueparype e Buiure 25 °C

[ MOKASATEIU

Astellas Feland Co., Lid,

Ketry Plant

Killorglin, Co, Kesry, V93 FC8S, lreland,
Tek +351-{0)66-97 92 260

> Xpﬂll!!'ﬂa B OpUTHHAALHOH ¥oakopxe p INMILCHHOM 0T ¢Bers MECTE

HOPMBI

PEIVIALTAT

Onncanye

Jhiopsnusupopan nan Macea Beroro mera

Coarmererayer

BOXX

Y®-cnexrpodioromerpia

Bpeas ynepxnsanus ocuosnoro mika Ha
XPOMATOTPAMME HCTILITYEMOLO PacTBOPA JODKHG
COOTRETCTRORATH BPEMEHHN YACPKUBARMA TTHE
Murkadly HraHa ¥a XPOMATOrpaMMe CTARNAPTHONQ
pacTBopa

YasTpacwoneronsiii crexTp normomenna
HCOWNTYSMOra pacTEOPA J0KEH UMETH
MAKCHMYM TIOTIOLIEHHS TIPH JIHHE BOMHL OT
267 unt 510 271 mat

Coorsercrayer

Cooreercrnyer

H

5.0-7.0

1137

Usernoers  w npospasnocts

BecuserHnii 1 npoipateii

Becumersnii 1 npospatsrit

Poacrnenble HpusecH

Haeurnduiviporannse eunmsse
IHKH:

RS VI He Gones 1,1 % 0,28%
RS VI u RS VIII He Gonze 1,2% 0,63%
RSIX He Gonee 1,1 % 0,23%
RS X He Gonee 0,5 % 0,26%
Hennenmudimuuposanssie e ummyssie He Gonee 0,3 % xaxgof 0,45% **
IHKH
Beero He 6onee 4,5 % 1,85 %
Bona He Gonee 1,5 % 0.6 %
QueoponaocTs noanpopaius +-15% 104.5, 107.0, 105.7, 2.4*
Cootserersyer
Konuuecrpennoe onpenenenye 01 100% 210 110% ot 3asmi1cHRoro KonHYecTDa 105 %
{30.0-55.0 mr)
Mexannueckie prmoyeHns Oreyrernyior Cootsercrayer
Henumumple prIoucHNES YHaeTHust pasmepon =10 mrs: we Gonee Coorsercrayer
2500/ hriakon
Yactumpl passepos 225 Mic: e Boree
300/dnaxon
MuxpoGueiornteckas uucrora
BaxTepuaiLIHIe IHIO0TOKCHHE Fle 6onee 0,60 ED/nr CoorsercTayer

Crepunnnocts

Tpenapar nomxen 6bTs cTepunsmbiM,
Kareropug 1.

¥ MUH, MAKE W CPE/UIee SNAUCHUC, NONYCTHMOC JFaYeHTe
*¥ 3uaUTHIC QINHIILIX pIMecelt e apenvimaer 0,3%

TMaprus: OJOLPEHO
YTBEPKIEHO:

Y00 THOMOYERNOE ANILG

Reglstered Office:

Astellas Treland Co., Ltd.

Damastovwn Road; Damastown Industrial Park,
Mulhuddart, Dublin 15, treland,

Registered in freland No. 111917

nese)

Hirotami Ohata (Japaness)
Kazuhire Sako [Japanese)




‘astellas

Astellas Ireland Co., T1d.

Kerry Plant

Kiilorgtin, Co. Kervy, V93 FCB6, treland,
Tek +353-(0)66-97 92 300

CERTIFICATE OF ANALYSIS

Material Name:

Mycamine [NF 50 INT RU

Material Code: 136676
Batch No.: 02720002
Praduction Date: 23.07.2018
Expiry Date: 06.2021
Storage: Store in original package, protect from light and not above 25°C
Attribute Spedfication Result
Description Lyophilisate of white colour Complies
Identity
The retention time of the major peak in the
HPLC Methed | sample solution corresponds to the Micafungin Complies
peakin the standard solution
The obtained spactrum shows a maximum
UV Spectrophotometry | absorption at wavelength ranging form 267nm 1o Complies
27inm.
Tests
pH 50-7.0 5.7
Colour & Clarity Colourless and clear Colourless and clear
Related Substances
RS VI Not more than 1.1% 0.28%
RS VIl & RS VIl Not more than 1.2% 0.63%
RSIX Not more than 1,1% 0.23%
RSX Not mare than 0.5% 0.26%
Not identified single peaks Not more than 0.3% each 0.45%**
Total Not more than 4.5% 185%
Water Not more than 1.5% 0.6%
*
Content Uniformity +/-15% 3042, lg:t;?;}ﬁgjj‘ &
100% to 110% of the labelled potency
e (50.0~55.0 mg) e
Foreign Insolubla Matter Absent Complies
Number of particulate matter in one container:
Particulate Matter 2 10pm: Not more than 2500 Complies
z 25pm: Not mere than 300
Bacterlal Endotoxins Less than 0.60 EU/mg {potency) Complies
Sterility Sterfle, Cat.1 Sterile
* Min, Max, Mean, Acc value
** Single peak does not exceed 0.3%

BATCH STATUS : APPROVED

DATE: :

APPROVED BY: %@MA@

Qualified Person

Registered Office;
Astellas Ireland Co., L¢d.

Daraastown Road, Damastown Industrial Park,

fulbuddart, Dublin 15, Ireland,
Reglstered In frefand Ne, 111917




Kery Document

: ! EiStﬁ‘HaS T Standard Opereling Procedure. No,/Vetshn:  SOP-kP-0sg 140
' Group; Qualty Effncliva Data; 19-Sep-2018
SubGroup: QA Stalus; Effective

Document Title: BATCH RELEASE FOR SALE OR DISTRIBUTION

Attachment No. 6 Page 1 of 1 Batch Certificate — Mycamine

Baich Certificate

> Issusd by Astolias Irefand Co, Ltd
L Product Information =1

Materlal Description: COALALL | ae SO Wt @U
Active Ingredient: Micafungin ;
Dosage: S0mig 100mg ]::[
Batch Information
il T G232 00032,
Material Number . : =
tchns S ekK Ui L@éﬂ-ﬂ-é
5 : " - -
a ize (. m:ti eeping (mf)) \‘210 O
Name of destination counfiylies
| (EU only) W\ : |
i Batch Certification

of the destination country/countries.

compliance with GMP and the Marketing Authorisation. The manufacturer of the active
ingredient operates in compliance with the detailed guidelines on GMP for starting
materials.

The batch processing, packaging and analysis records were reviewed and found to bein

Ye; B No [ ]

; Released for -
This Finished Product Sale/Distribution i g |
Is

Released by rgﬁ'ﬁ,«fw Date: l"i} i ,)'Z_(}? <
Qualified Person 2

Patricia O'Gara [ ] Mary Kissane [ | Linda Spillang F2JF, 1o:

S

Printedidownloadad documents must ba verified to ensure use of afficial curré”i:%’vg"rﬁibn&
ABTELLAS CONFIDENTIAL AND PROPRIETARY ¢ Ao
e PO




. -aszt@iﬂas

Astellas Ireland Co,, 1id,
Kerry Plant

Rillorglin, Co. Kerry, VO3 £085, Irefarc
Tel: +353-{0)66-97 92 300

.

Certificate of Manufacture

i 04 Name of product:
2, Materlal Code:
Importing Country:
Strength/Potency:
Daosage form:

o nW b ow

Package size:

Batch size:

Batch number:

8. Date of fabrication/manufacture:

9. Expiry date:
10, Name and address of manufacturing site:

2 4 13 Number of Manufacturing Authorisation:

iz, Results of analysis:
13, Certification statement,

Mycamine Inf 56 INT RU
136676

Russia

Micafungin S50mg
infuslon

Buik Vials

13,200 individual cartons

02720002
23,07.2018

06,2021 :

Astellas Pharma Tech Co, Ltd
Takaoka Plant :

3C Toidesakae-machi,
Takaoka city,

Toyama 935-118,

Japan,

M1035

Certificate of Analysis attached,

I hereby certify that the abave information is authentic and accurate. This batch of product has been

manufactured, including packaglng and quality control at the ahove-mentioned site in full comnliance with

the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing
Autherisation of the Importing country. The batch packaging and analysis records were reviewed and found

ta be in compliance with GMP.

Print Name: E{»q‘(;n)éf 2@0“-‘”&

Signed: méf g&;wm

Qualified Person

Astellas Ireland Co. Led.,

Killorglin,

Date: _[jj_LLZZQLS

Co. Kerry,

freland
Reglstered Office: % : .{mnerlcanj
Astellas Ireland Co., Ltd. Bernhardt Zelher {American)

Yusuke Ishil (Japanese)
Hirotami Ohara {Japanase]
Kazuhiro Sake (japanese)

Damastown Road, Damastown Industrial Park,
Mulhuddart, Dublin 15, Ireland,

Reglstered In lraland No, 111917




