JTEKJAPAIIUSI O COOTBETCTBHUU

JTEKJAPAHT, HPHHHMAIO]HHFI JEKJAPAIIAIO O COOTBETCTBUH

340 "CAHJO3"

Ceedenus o pecucmpayuu opzanusayuu; MexcpaiuoHHas unchekyus Dedepansroii Hano208ot cyacovl Ne 46 no
2. Mockee 01.01.2008, OTPH 1027739159601, dama npuceoenus OI'PH 06.09.2002.

Aopec: 125315, 2. Mockea, Jlenunzpadciuii npocnexm, 0.72, xopn.3. Tenecpon: 8(495)660-75-09.

B nuye: Pyxogodumens omoena nozucmuiu (npuxaz Ne GX-601 00/18 om 15.11.2018 z.) Enucees H.B.

3ASABJISIET, UTO

nexapcmeennoe cpedcmso; Kapseounon Canoos, mabnemxu 6.25 m2 10 wm., ynaxosxu aueuxogvie KOHMypHbie
(3), nauxu xkapmonnvie, PY Ne JICP-006859/08 om 22. 08.2008 (dama 3amens: 20.09.2018) evidano Carndos 0.0.,
cepus JZ7646, napmus 24070 ynakoeox, 200en 00 01 .06.2022, npouseodcmea Camomac Papma ImbX,
T'epmanusn, Salutas Pharma GmbH, Otto-von-Guericke-Allee 1, 39179 Barleben, Germany, koo OKII/2
21.20.10.140, koo TH BT 3004900002, xonmpaxm Ne 02/Candos AI/12 om 01.02.2012, ureotic Ne
4190518379 om 01.10.2019

COOTBETCTBYET TPEFOBAHHUSAM

JICP-006859/08-220808 (H/I 42-14318-06 uam. Ne 1-4)

JEKJIAPAIIMA NPUHSITA HA OCHOBAHHH

cepmughuxam anaruza npouseodumens om 30. 09.2019, Cepmughuxam coomeemcmeus Cucmembi
senedoiemenma xauecmsa & Cucmeme 0o6posonsHoi cepmugurayuu "PAPM-PETHCTP" Ne POCC

DE. DKI0.K.00172, cpox deticmeun ¢ 11.04.2018 2. 0o 23.01 2021 2., OO0 "Oxpyaichoii yenmp KOHMpPOoIA
xavecmea"” (000 "OLKK"), 115280, 2. Mocxea, yr. Macmepkosa, 0.4, am. 5, nom.I, kom. 1

HPHHSITHS] AEKJIAPATUAM 04.10.2019
[APAILLIS] '@-gﬁCTBHTEJILHA 110 01.06.2022
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CBEJEHUS O PETUCTPAITUM

OPTAH 110 CEPTH®HKAIINHA, 3APETICTPUPOBABIIUA JTEKJIAPAILIHIO

RA.RU.11®M08 OPTAH 110 CEPTH®HKALIUH ITPOAYKIIHH OFLECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTEIO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu. 115280, 2. Mockea, yr. Macmepkosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmucpurayuu: 115280, POCCHA, 20pod Mocxea, yr. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, aeb-
caium: OYxkx.pe.

JNEKJAPAITASA O COOTBETCTBHH 3APETACTPUPOBAHA M POCC RU /JI-DE.®M08.B.39141/19
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CAH/103

awen: Canorac ®@apma I'moX
KOMILAHIIS HOBAPTIC Beinywen: Canio ap

Otto-von-Guericke-Allee 1,
39179 Barleben, Germany
Tel: +03 92 03/71-0

Makc: 0392 03/71 -7770
JIMueH3ust HA NPOU3BOACTBO!

DE_ST_01_MIA_2019_0008
CEPTUO®UKAT AHAJIM3A

Ccebinka: 000000253574

Haumenoanue: Kapsennnon Canao3 6.25 Mr 30 tabnerok
Toprosoe HaumeHosanue: Kapseaunon Cannos, 6.25 mr 30 TabneTok
Homep matepuana: 578925

Marepuan Bank 1: 42002078

Homep kouTponsHoi naptun: 000407969188

Jlata npoussoactea: 27.06.2019

HamevartanHas nata ucTedenus cpoka roaHoct |: 06/22
Monyuarenb: Cannos Pocens, Poceniickas Penepaius

Cepus Cannos: JZ7646
Cepus bank 1: IX0407

[lonen 10: 06.2022

HcnbitaHus TexHuueckHe yc/oBus Pe3ynbTathl
Onucadue: Benble unu npakTuueckn Oenble,
Kpyriisle, NBOSIKOBLINY Kible | COOTBETCTBYET
TabNeTKN C PUCKOIi C ABYX CTOPOH
u Ha OOKax. Ha OAHOMH cTOpoHE
HaHeceHo «Cd»
Cpennsas macca 200,0 mr 101,0 mr
(Epp.®. 2.9.5)
OIHOPOAHOCTb MACChI 18/20 tad. = 7,5 %, 2/20 1ad. £ 15
(EBp. © 2.9.5) %o CootBeTcTBYET
PacnanaemocTts <15,00 mun <1 mMuH
(Esp.® 2.9.1)
[ToanunuocTs Kapsennnon JIomKHO COOTBETCTBOBATh CooTBeTtcTBYET
(B2XKX)
[Moanuunocts Okeua HKenesa JIONHO COOTBETCTBOBATH CooTBeTcTBYET
(XxMMHUECKas peakLns)
KonnuecTBEHHOE COIEp/KaHHE:! 5,94 - 6,56 mr 6,15 Mr

Kapeeauaon (B3XKX)

OaHOpOAHOCTH 103UPOBAHHS
(B2XKX)

85%-115% OT cpenHero 3HaYeHus
CoJepKaHus KapBeau10a

CooteetcTByeT (n=10)

PactBopeHue nocne 30 MHH
(B2AKX)

He menee 80 %

CooteetcTByeT (n 1-6)

PactBopeHue ( B cpeaHem) He menee 80 % 100 %
(B2KX)

PacTBopeHHE (MaKCHMYM) Jna undopmaunu 101 %
(B2XAX)

PactsopeHue (MMHHMYM) st unpopMauun 98 %

(BKX)

Ctp | u3 2. B naHHOM J0KYMEHTE MOCTABIEHA JIEKTPOHHAS MOAMUCH B COOTBETCTBMM cO cTanaapTom Cannos
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CAHAO3

KOMITAHUA HOBAPTHC

Ceeinka: 000000253574

Buinymen: Cantorac ®apva I'm6X
Otto-von-Guericke-Allee 1,

39179 Barleben, Germany

Tel: +03 92 03/71-0

Make: 0392 03/71-77 70
JlnueH3ua HA NPOH3BOACTBO:

DE_ST_01_MIA_2019_0008

CEPTU®UKAT AHAJIU3A

Haumenosanue: Kapseanion Canaos 6,25 mr 30 tadnerok

Homep matepuana: 578925

Homep cepun Cannos: 127646

(EBp. ©.5.14)

HUenbiTannn Texnu4eckHe yC10BHSA PesyabTatel
Jliobas  HeupeHTuguuuposanHas | He Gonee 0,2 % <0,1 %
fpHMech

(B2AKX)

Cymma npumeceit He Gonee 1,0 % < 0,1 %
(B2KX)

MukpoGuonornyeckas HucToTa: JIOKHO COOTBETCTBOBATh CoOTBETCTBYET

Ofuee uucio adpodHbIX GakTepuii
1 rpuboB
(EBp.® 2.6.12)

Menee 100 KOE/T
He 6onee 10° KOE/r

(Esp.® 2.6.13)

O61ee uncno Apox:Kei/rpudoBs He 6onee 102 KOE/r Menee 100 KOE/r
(Eep.® 2.6.12)
Escherichia coli OtcytcteuneB 1r OtcyTeTBYyeT

YnakoBka:

Martepuan yOakoBKM — COOTBETCTBYET
TpeGoBaHuAM. XapaKkTepHble MPHU3IHAKH
OJHOPOIHbIE M YETKHE CooTBeTcTBYET

nOﬂTBEp)KﬂEHIIE!
MoarsepxaeHo QC
Moarsep:xaeno QC JaTta/Bpems

Beinyck cepuu

Xupp Mapko 3¢, s3xenept no npoueccam (LQK nach
AMWHY)
16.09.2019 14:33:06

Ap. Haka Cyaad, ynotHoOMOYEHHOE JTHILO

Beinyck cepun / JlaTa ceprudukara / Bpems 27.09.2019 08:59:21
Hara cozaanusi cepTudukata / Bpemsi 30.09.2019 10:01:48
Crp 2 u3 2. B 1aHHOM JOKYMEHTE [0CTAB/IEHA 31EKTPOHHAA MOAMHCH B COOTBETCTBUH CO CTAH/L aHaR3,
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SANDO

Ccebinka; 2105200928

A Novartis
Division

Beimyiien:

Cannos Mnau Canan e Tumxaper A.C.,

Inonu Mah. GEPOSB, Ataturk Bulvari,

9.Cad No: 2, Gebze

TR-41400 Kocaeli

Typuns

Ten: +90 2164583300

www.sandoz.com

Jlnuensus:

DE ST 01 GMP 2019 0024
CEPTHOHKAT COOTBETCTBUA

IMpoaykr

Topropoe HanMeHoOBaHHe
doszupoBka

Mopma 103HPOBKH
YnakoBka

Obbem YOIAaKOBKH

Kon

Cepusa Cangos

Jdarta npousBojacrsa
Cpok roasocTu

Alpec npoOH3BOAUTEIH

KETONAL(KETOHAJ) 100MG 12SUP V1 RU
KETOHAJI

100 MI'

Cynno3utopuu

Crpun

2 cTpuna X 6 cynno3uTopues
44050632

KN3962

29.04.2020

31.03.2022

Tun Beinycka: Beinyck Ha pelHOK

Jara Beinycka: 21-05-2020
Konnuecrpo: 4078 yn.
JInuensus: DE ST 01 GMP 2019 0024
Canpnos Mnau Canan Be Tumkaper A.C.
Inonu mah. GEPOSB, Ataturk Bulvari
9 Cadde No: 2 Gebze
41400 Kocaeli

O6wmii o6bem
Anpec npoH3BOAHTE/IS

Typuus
Cocras:
[MpoaykTr KETOIMTPO®EH SUP 100MG TR02 EU 02
Kon 42027450 bank [lpoaykr Cepusi: KN3943

107.5 KG Jlunenzusi: DE ST 01 GMP 2019 0024
Canno3 Minay Canaun se Tuaxaper A.C.

Inonu mah.GEPOSB, Ataturk Bulvari

9. Cadde No: 2 Gebze

41400 Kocaeli

Typuus

[Mpoaykt
Kon
Ajpec NpoOH3BOAHTEA

Cepusi NnpoH3BOACTBA:

KETOITPO®EH N ZHIJI PW UD GE
40005050 AkrusHas @apm. CyOcraHuus
Kemxuanr Paiidoy dapmacetoTrkan
NANYNG SAN ROAD 18

LINHAI

317016 TAZHOU City

Kuraii

CN3181241

Cepusi: B523226

Crp.:1/2

*B naHHOM JOKYMEHTE MOCTABIE€HA JIEKTPOHHAA NOANHUCL B COOTBETCTBHH CO CTAHIAPTOM Canpo3




SANDO A Novartis Brinyien:

Division Canno3 Mnau Canau Be Tumxaper A.C.,
Inonu Mah. GEPOSB, Ataturk Bulvari,
9.Cad No: 2, Gebze
TR-41400 Kocaeli
Typuus
Ten: +90 2164583300

www.sandoz.com

Cebinka: 2105200928 Jluuenzus:
DE ST 01 GMP 2019 0024

CEPTH®HKAT COOTBETCTBUSI

Mpoaykr KETONAL(KETOHAJD) 100MG 12SUP V1 RU

Toproeoe HanMeHOBaAHHE KETOHAII

Homep matepuaga 44050632 Cepnsa Canno3: KN3962
3akatouenue:

HacTos MM NoATBEPA 110, UTO MPHBEICHHAS BBILIEC HH(OPMALLMS ABISETCA 10CTOBEPHOI 1 TouHOM. Cepus HTOi NpoayKuuH
Obl1a NPOU3BEACHA/M3TOTOBICHA, BKIKOUAS YITAKOBKY M KOHTPO/Ib KAYECTBA, HA BLILIEYNIOMSHYTBIX MI10IAKAX IPOH3BOICTBA B
MOTHOM coOTBETCTBHH ¢ TpeboBanuamu GMP, MecTHOro peryinpyiouero oprana u TpeSoBaHHaMu PerucTpauMontoro
Vaoctosepenns .Cepus 00padoTana. yiiakoBaHa 1 npoaxainiuposata B cootseTcTsun ¢ GMP.

Kommentapun:
B npouecce NMpoM3BOACTBA U YNAKOBKH NPOAYKTa He Obl10 3a()KCHPOBAHO KaKHX-THO0 OTKIOHEHHH, KOTOpPBIE
MOriiu Obl BIHATE HA BBIMYCK MPOAYKTa

CE® uomep: N/A- [TpoayKT ynakosaH u ripomapkupopaH B cooTeeTcTuu ¢ 1 NO13942/02-191107 u3m.1-7. Homep
Peructpaunontoro yvaoctosepenus: [1 N013942/02. Haumenoanue npoussoantens AxtusHoil apm.CyocTaHunu
Kemxuanr PaiiGoy dapmaceiotukan Ko JIta. JlekapctenHas dopma 10mKHa ObITh MHHTEPNPETHPOBAHA Kak:
CYIMIMO3UTOPHH PEKTalbHBIE.

Boinyck cepun / CepTudukar co3nan Garux Caxun, CneunanucT no onepaulsaM KauecTsa
Boinyck cepun / laTa ceprudurara / Bpems 21.05.2020 /07:28:15
JaTa co3nanus ceprudurara / Bpems 21.05.2020 /07:28:21

Ctp.:2/2  *B 1aHHOM JOKYMEHTE NOCTaBJIeHa 3MeKTPOHHAsA MOANUCH B COOTBETCTBHMMU O cTaHaapTom Canao3




