JIEKJIAPAIIISI O COOTBETCTBUM

JIEKJIAPAHT, MIPHHUMAIOLI U JEKJIAPALIMIO O COOTBETCTBHU

000 "Hoeapmuc ®apma"

Ceedenua o pecucmpayuu opzanusayuu: Mexcpaiionnan uncnexyun Dedepanvroil Hano20601 cayxncovr No 46 no
2. Mocxee 27.12.2006, OI'PH 1067761778083, oama npuceoenus OI'PH 27.12.2006.

Adpec: 125315, 2. Mockea, Jlenunzpadckuii npocnexkm, 0. 72, kopnye 3. Tenepon: 8(495)967-12-70.

B nuye: I'enepanvuviii oupexmop Konepoea H.A.

Josepennoe nuyo: Tiopun A. B., dosepennocme 6/n om 03.12.18

3ASIBJISIET, UTO

nexapcmeennoe cpedcmeo. Ko-3xkcgopoc, mabremxu noxpeimoie nrenounoit obonrouxoir 10 me+160 me+12.5 m2
14 wm., ynaxoexu sauelikogvie KoHmyprbie (2), nauku kapmounoie, pez Ne JICP-008557/10 om 23.08.2010(0ama
samenwr 18.02.2019) evioano Hosapmuc @apma AL, Llsetiyapun, cepus BJH61, napmus 14280 ynaxosox, 200en
d0 31.01.2021, npouseodcmea Hosapmuc ®apmacsiomuxa C.A., Henanus, Novartis Farmaceutica S.A., Ronda |
de Santa Maria, 158, 08210 Barbera del Valles (Barcelona), Spain koo OKII/]2 21.20.10.148, koo TH B2/] '
3004900002 , konmpaxm Ne NPHLLC-2012 om 01.05.2012, unsoiic Ne 2001430217 om 17.04.2019

COOTBETCTBYET TPEBOBAHHSsIM

JICP-008557/10-230810 uzm. Ne 1-6

JEKJIAPAIIHS ITPUHSITA HA OCHOBAHUH

npomoxoa ucnoimanuii Ne 19-002801 om 24.04.2019 OO0 "HLJIC "Buomexnonozua", ammecmam
axxpedumayuu RA.RU.21OM04, Cepmupuxam POCC ES.®@M11.C84082 om 24.04.2019

EKJIAPALIMH 24.04.2019
BHUTEJL J0 31.01.2021

. ) Tiopun A. B.
NOANHCh ®.H.0

CBEJEHMS O PETUCTPAIIMN

OPTAH 10 CEPTU®HKAILIMH, 3APETMCTPHPOBABIIUI JEKJIAPAIIHIO

RA.RU.11®MI1]1 OPIAH 110 CEPTH®HKALIHH IMTPOAYKLHH OBL[ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "®OPMAT KAYECTBA", adpec opzanuzayuu : 109428, 2. Mockea, 1-viii Basoeckuii
npoeso, . 5, cmp. 1, adpec opzana no cepmugpuxayuu: 129626, 2. Mockea, 1-as Metmuwunckas, 0. 25, mea.

i (495) 783-19-08

ALLST O COOTBETCTBHH 3APETMCTPHPOBAHA N POCC RU J-ES.@M11.A4.22095/19
UCTPA] 24.04.2019

(131 Spowenko M.A.

MOAMNHCh Pykosoautens OC




> NOVARTIS

Otaen noructuk 1. baszens
Jluxtmrpacce 35
4056, r. bazens, [lIBelinapus

JOI'NCTUYECKASA
COIPOBOAUTEJBHAS 3AIINCKA Ne CH010400795080
K cepTHPHUKATY cepHH

IIpoaykr: KO-2KC®DOPXK, TABJIETKU, [TIOKPBITHIE INTEHOYHOM OBOJIOUKOH,
10/160/12,5 MI" DUP 2X14 RU
ToproBoe HazBaHHe:

I'nobanbHblii oneHuBaemblii 721948 Cepus Neo: BJH61
matepuaJs No:

I'si06anbHbIii Cepruduxar cepuu Ne:  ES100200231371
HEOLIeHMBAaeMblil MaTepuaJ

Ne:

3aka3zuuk Ne: RU0300

3akazquk: OO0O «Hosaptuc ®apma», Mocksa, Poccuiickas denepauus

JocraBka Ha Ne: RU0300 Koxa crpanbi: RU

JocraBka cTopoHe: 00O «Hosaptuc ®apma», Mocksa, Poccuiickas Penepauus

SkcnopT papManeBTHYECKOI MPOIYKIHH

Ucxoasimuii Homep 5001780399. 10 Ne 3akasza-Hapsina 1001435966

(¢papMm. nocraBkm: KOHEYHOTO MmojiydaTeJisi:

Ne 3aka3a Ha MOKYNIKY 4700112854 JocTaBieHo

KOHEYHOI0 MoJ1yyareJis: KoJa-Bo: 14,280.000
EanHuunpi: T.

| JonosiHuTe1bHAs JIOTHCTHYECKAasi HHpopMauusi:

| MeHeaKep 1o JIOTHCTHKE: Laurence SCHMID Hara: 10-04-2019
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> NOVARTIS

BoinymeHno:
«Hosaprtuc ®@apmacerotuka C.A.»
®apmacerotukain Onepauis3
Ponpa Cra. Mapa 158
08210 bap6epa aen Bamec

JluueH3ust Ha U3roToBjeHue Ne:
1520-E

Ceptudpuxar GMP Ne:
NCF/1535/001/CAT

CEPTU®UKAT CEPUH
Ne ES100200231371

Ipoaykr:

Jlo3upoBKa / aKTUBHOCTB:

JlekapcTBeHHasi popma:
Tun ynakoBkm:

Pa3zmep ynakoBku:
PerucrpaunonHoe
YAOCTOBEpPEHHE:
CrtpaHa Ha3HAYeHUsI:
I'o6anbHbIi MaTepuas Ne:
JlaTa u3rotoBJieHus:
Jara Bpinycka:

Cpok roagHocTu:
KosunyecTBO eqUHULL
MPOAYKTA:

KO-2KC®OPX, TABJIETKH, [TOKPBITHIE INTEHOYHOU OBOJIOUYKOH,
10/160 MI'/12,5 MI' Ne28 - RU

AMJIOINIIMHA BECUJIAT 10 MI'

TUAPOXJIOPOTHUA3N/T 12.5 MI'

BAJICAPTAH 160 MI'

Ta0JIETKH, MOKPbIThIE MIIEHOYHON 000JI0UKOH

onucrep

2 x 14 wryk

008557/10

Poccuiickas @enepauus
721948

19-02-2019

08-04-2019

31.01.2021

14280.000 wtyk

Cepus Ne: BJH61

JlaHHbIe TecTOB, TpeOOBaHMS, Pe3yIbTaThl M 3aKIIOUEHNUS PUBEAEHBI B CIIEAYIOIEM cepTuduKare/cepTudukarax:

CepTuduxar Ne:
Ilpoaykr:

I'noGanbHblii MmaTepuas No:
JlokanbHblii MmaTepuas No:
Jara Bbinycka:
IlpousBoauTesib:

ES100100273841

KO-DKCDOPXK, TABJIETKU ITOKPBITBIE [IJIEHOYHOM
OBOJIOUKOM, 10/160 MI'/12.5 MI" Ne28 - RU
721948 Cepusi Ne:

721948

08.04.2019

«HoBaptuc @apmacetotrika C.A.»
®apmacbroTikas OnepaiiH3

Ponpa Cta. Mapa 158

BJH61

I'noGanbublii MmaTepuas No:
JlokasbHblii MmaTepuas No:
Jarta Bbinycka:
IlpousBoauTeib:

JluleH3usi Ha U3rOTOBJIEHHE:

08210 bapbepa nen Bannec
Jlnnen3ust Ha H3roTOBJIEHHE: 1520-E
CepTuduxar Ne: ES100100270299 .
Mpoaykr: KO-DKC®OPX, TABJIETKHU, ITOKPLITBIE TIJNIEHOYHOU

OBOJIOYKOM, 10/160 MI'/12,5 MI' COMP LAC-EC
857262 Cepus No: B5470
857262

12.03.2019

«HoBaptuc ®apmacbtotuka C.A.»

®apmacbroTukain OnepaiuiH3

Ponpa Cra. Mapa 158

08210 bapbepa nen Bannec

1520-E
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' BoinymeHno:
( ) N 0 V A RT l S «Hosaprtuc ®@apmacerotuka C.A.»
®apmacerotukain Onepauis3
Ponpa Cra. Mapa 158
08210 bap6epa aen Bamec
JluueH3ust Ha U3roToBjeHue Ne:
1520-E
Ceptudpuxar GMP Ne:
NCF/1535/001/CAT

CEPTU®UKAT CEPUH
Ne ES100200231371

Mpoaykr: KO-2KCDOPXK, TABJIETKU, [TIOKPBITHIE INTEHOYHOM OBOJIOUKOH,
10/160/12,5 MI" Ne28-RU

InobanbHblii MaTepuasn Ne: 721948 Cepus No: BJH61

3akJIlo4eHne:

Hacrosiuum yaoctoBepsito, 4To faHHasi nHGopMallus mojiuHHA U BEpHA.

JlaHHas cepus co3/iaHa/ IPOW3Be/IeHa, BKIIOYAs YIIAaKOBKY U KOHTPOITh, HA BHIIIEYOMSHYTOM MECTE TIPOM3BO/ICTBA
B COOTBETCTBUY ¢ TipaBmwiaMu GMP JI0KaJlbHOTO PeryJsiITOpHOTO OpraHa M creli(uKanueil perucTpaioHHOTO
yIOCTOBEPEHUSI UMIIOPTUPYIOLLEH CTPaHbI.

HapaboTka, ynakoBka v aHaJIu3 CepUu COOTBETCTBYIOT TpeboBaHusim GMP.

OTBeTCTBEHHOE JTHIIO: Francisco Javier GONZALEZ PASCUAL
Jarta u Bpemsi: 08-04-2019 15:17:13

JIuno, BelaaBIIEE CePTHRPHKAT: Francisco Javier GONZALEZ PASCUAL
JomKHOCTD: OTBETCTBEHHOE JIMLIO

JlaTta u Bpems: 08-04-2019 15:17:13
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> NOVARTIS

IlpousBeaexo:

«Hosaptuc ®@apmacerotuka C.A.»
®apmaceroTikal Onepauniz3
Ponna Cra. Mapa 158

08210 bap6epa aen Bamec
Hcnanus

CEPTUO®UKAT AHAJIN3A
Ne ES100100273841

Mpoaykr: KO-2KC®OPX, TABJIETKU [TOKPbITBIE INIEHOYHOU OBOJIOUKOMH,
10/160/12,5 MI" Ne28-RU

I'noGanbubiii MmaTepuan Ne: 721948 Cepusi No: BJH61

Jara u3rorosJieHusi: 19-02-2019 IIporokos anaau3za Ne: 4130109115

Cpok rogHocTu: 31-01-2021

HopmaTuBHas DP_6002195_A_R_2# A_R_2A

JOKYMEHTAILUs:

TecTbl TpebGoBaHusi PesyabTaThl

IlepBuuHas ynakoBka CootBeTcTBYeT cTaHnapty cpaBHeHusi  COOTBETCTBYET

BropuuHas ynakoBka CootBeTcTBYeT cTaHnapty cpaBHeHusi  COOTBETCTBYET

HMHcTpyKkums no npuMeHEHUIo CootBeTcTBYeT cTaHnapty cpaBHeHusi  COOTBETCTBYET

Howmep cepun CooTBeTCTBYET BTOpUYHOM yrakoBke  COOTBETCTBYET

CpoK rogHoCTH 23 mecsua CooTBETCTBYET

JlaTa npousBojacTBa CooT1BeTcTBYeT BTOpUYHOU ynakoBke  COOTBETCTBYET

3ak0ueHue:

Cepust cOOTBETCTBYET crieliuuKallii HOPMATUBHOM JOKyMeHTalu. HacTosmmm ynocToBepsto, 4To JaHHas
nH(popmauus noIMHHEA ¥ BepHa. HapaboTka 1 aHalin3 cepuu MpOBEpEeHBl U COOTBETCTBYIOT TpeboBaHusiM GMP.

OTBeTCTBEeHHOE JINIIO0: Olga DUARTE PEREIRA

JlaTta u Bpems: 08-04-2019 07:25:11

JIuno, BelAaBLIEE CEPTHRPHKAT: Francisco Javier GONZALEZ PASCUAL
JOJIKHOCTD: OTBETCTBEHHOE JIMIIO

Jarta u Bpemsi: 08-04-2019 15:17:16
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> NOVARTIS

IIpousseneno:

«Hosaptuc ®@apmacerotuka C.A.»
®apmaceroTikal Onepauniz3
Ponna Cra. Mapa 158

08210 bap6epa aen Bamec
Hcnanus

CEPTUO®UKAT AHAJIN3A
Ne ES100100270299

Mpoaykr: KO-2KC®OPX, TABJIETKU I[TOKPBITBIE INIEHOYHOU OBOJIOUKOH,
10/160/12,5 MI' COMP LAC-EC
I'noGanbublii MaTepuan Ne: 857262 Cepusi No: B5470
Jara u3rorosJieHusi: 19.02.2019 IIporokos ananuza Ne: 4130107149
HopmaTuBHas DP_6002195_A_R_2# A_R_2A
JOKYMEHTAILUs:
TecTbl TpeboBaHusi Pe3yabTathl
OnucaHue: ¢popma OBaJjibHbIE CO CKOLIEHHbIMU KpasiMu COOTBETCTBYET
TabNeTKW,  MOKPBITbIE  IUICHOYHOI
00onoukoit
OmnicaHue: KO TPpaBUPOBKA rpaBupoBka «NVR» Ha ogHoit ctopoHe COOTBETCTBYET
u «VDL» Ha npyroii ctopoHe.
OnucaHue: UBeT Bbnenno-xentoro CoOTBETCTBYET
JnvHa npumepHo 15 mm - 15 Mm
IlIupuHa npumepHo 5.9 MM - 6.0 MM
[omnmmaHOCTE MeToioM TCX: Bancapran COOTBETCTBYET CTAHAAPTY CooTBeTCTBYET
[ogmuaHOCTE MeTooM TCX: COOTBETCTBYET CTAHAAPTY CooTBeTCTBYET
T'uppoxnopruasun
IopnunHocTh MmeToom TCX: Amnonunud CoOTBETCTBYET CTaHIAPTY CoOTBETCTBYET
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> NOVARTIS

IlpousBeaexo:

«Hosaptuc ®@apmacerotuka C.A.»
®apmaceroTikal Onepauniz3
Ponna Cra. Mapa 158

08210 bap6epa aen Bamec
Hcnanus

CEPTUO®UKAT AHAJIN3A
Ne ES100100270299

MpoaykT: KO-DKC®OPXK, TABJIETKHU, [TIOKPBITBIE TJNIEHOYHOU OBOJIOUKOH,
10/160/12,5 MI' COMP LAC-EC
I'no6anbHbIi 857262 Cepus No: B5470

matepuaJs No:

TecTbl TpebGoBaHusi Pe3yabTathbl
IopnuuHocTs meTonom BOXKX: Bancapran CoOOTBETCTBYET CTAHAAPTY CooTBeTcTBYET
TopnuHHocTh MmeToiom BOXKX: T'mapoxnopruazun  CoOTBETCTBYET CTAHAAPTY CooTBeTcTBYET
IopnuHaHocTh MeToioM BOXKX: Amnoaunux CoOOTBETCTBYET CTAHAAPTY CooTBeTcTBYET
Bona He 6omee 4.5% 2.8%
ITponyxThl ruaposn3a Bancaprana Ha OCHOBaHUM He 6onee 0.2% <0,1%
3asBJICHHOTO COZIEPKaHMs BaJcapTaHa METOIOM

B2XX

IIponyxTsl pacnana, HeuneHTuguuupoBantoie, Ha  He Gosee 0.2% <0,1%
OCHOBAHMU 3asBJIEHHOTO COJEPKAHUS BaJicapTaHa

meronoM BOXKX

SUS5683 Ha 0CHOBaHUU 3as1BJIEHHOTO COAEP KAHUSA He 6onee 0.4% <0,1%

ruapoxjopotuazuaa metogom BOXX
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> NOVARTIS

IIpousseneno:

«Hosaptuc ®@apmacerotuka C.A.»
®apmaceroTikal Onepauniz3
Ponna Cra. Mapa 158

08210 bap6epa aen Bamec
Hcnanus

CEPTUO®UKAT AHAJIN3A
Ne ES100100270299

MpoaykT: KO-DKC®OPXK, TABJIETKHU, [TIOKPBITBIE TJNIEHOYHOU OBOJIOUKOH,
10/160/12,5 MI' COMP LAC-EC
I'no6anbHbIi 857262 Cepus No: B5470

matepuaJs No:

TecTbl TpebGoBaHusi PesyabTaThl

IIpoaykThl pacnana e AMHUYHbBIE He 6onee 0.2% <0,1%
HEUACHTU(PULUPOBAHHbIE HA OCHOBAHUY 3aBJICHHOTO
cojiepkaHus ruapoxsioporuasuna merogom BOXKX

[Tpumeck D Ha ocHOBaHMY 3asiBIeHHOTO coepxkanust  He Gomnee 0.5% <0,1%
amiyiogunuHa MetogoM BOKX

[IponykTsl pacnaja, Hecrienuduieckre, Ha He 6onee 0.2% <0.1%
OCHOBAHWH 3asBJIEHHOTO COJIepKaHMs aMJIOAUTTHHA

MeTtozoM BOXKX

CymMma npoayKkToB pacnajga metogom BOXX He 6onee 2.0% <0.1%
KonuuectBeHHoe onpenenenre Mmerogom BOXKX: 95.0-105.0% 99.1%
Bancapran,

KonuuectBeHHoe onpenesneHre Mmerogom BOXKX: 95.0-105.0% 98.2%
I'uopoxnopTrasun

KonuuectBeHHoe onpenenenure Mmerogom BOXKX: 95.0 - 105.0% 98.9%
AmnogunuH
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> NOVARTIS

IlpousBeaexo:

«Hosaptuc ®@apmacerotuka C.A.»
®apmaceroTikal Onepauniz3
Ponna Cra. Mapa 158

08210 bap6epa aen Bamec
Hcnanus

CEPTUO®UKAT AHAJIN3A
Ne ES100100270299

MpoaykT: KO-DKC®OPXK, TABJIETKHU, [TIOKPBITBIE TJNIEHOYHOU OBOJIOUKOH,
10/160/12,5 MI' COMP LAC-EC
I'no6anbHbIi 857262 Cepus No: B5470

matepuaJs No:

TecTbl TpebGoBaHusi PesyabTaThl
OnHoponHocTb no3upoBanus: N= 10 unu 30 10-30 10
OnHOpoIHOCTh /103UpOBaHMsA BancapraHa: cpenHee - 100.5%
3HAYCHUE

OIOHOPOIHOCTb JO3UPOBAHUS: MUHUMYM - 99.4%
OIHOPOIHOCTb JO3UPOBAHUS: MAKCUMYM - 102.0%
OmHOpPOIHOCTH T03UPOBaHMS: TipueMiieMasi BenauHa He Gonee 15.0 2.5
OnHoponHOCTb no3upoBaHus Bancaprana: koHeuHoe  CootBercTByeT — TpeboBaHusiM COOTBETCTBYET
3aKJIFOYEHUE Egp. @., ®. CIUA u An. ®.

OnHoponHocTb no3upoBanus: N= 10 unu 30 10-30 10
OOHOPOIHOCTh  JA03UPOBAHMS  THIAPOXJIOPTHA3MIA: - 100.3%

CpC€AHEC 3HAUYCHHUC
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> NOVARTIS

IlpousBeaexo:

«Hosaptuc ®@apmacerotuka C.A.»
®apmaceroTikal Onepauniz3
Ponna Cra. Mapa 158

08210 bap6epa aen Bamec
Hcnanus

CEPTUO®UKAT AHAJIN3A
Ne ES100100270299

MpoaykT: KO-DKC®OPXK, TABJIETKHU, [TIOKPBITBIE TJNIEHOYHOU OBOJIOUKOH,
10/160/12,5 MI' COMP LAC-EC
I'no6anbHbIi 857262 Cepus No: B5470

matepuaJs No:

TecTbl TpeboBaHusi PesyabTaThl
OIOHOPOIHOCTb JO3UPOBAHUS: MUHUMYM - 99.0%
OIHOPOIHOCTb TO3UPOBAHUS: MAKCUMYM - 102.0%
OIHOPOIHOCTb JO3UPOBAHUS: IpUeMIiemMas He 6omee 15.0 2.5
BeJIMUKMHA

OmHOPOTHOCTH TO3UPOBAHUS CootsetctByeT TpeboBaHmsaM EBp. CooTBETCTBYyET
TUAPOXJIOPOTHA3KH1a: KOHEYHOE 3aKIH0YEHNE ®@., . CIUA u . ©.

OnHoponHocTh no3upoBanusi: N= 10 unu 30 10-30 10
OOHOpPOIHOCTh  O3UPOBAaHUA  aMJIOJUIIMHA: - 100.3%
cpeaHee 3HaUEHUE

OIHOPOIHOCTb JO3UPOBAHUS: MUHUMYM - 98.7%
OIHOPOIHOCTb TO3UPOBAHUS: MAKCUMYM - 102.1%
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> NOVARTIS

IIpousseneno:

«Hosaptuc ®@apmacerotuka C.A.»
®apmaceroTikal Onepauniz3
Ponna Cra. Mapa 158

08210 bap6epa aen Bamec
Hcnanus

CEPTUO®UKAT AHAJIN3A
Ne ES100100270299

MpoaykT: KO-DKC®OPXK, TABJIETKHU, [TIOKPBITBIE TJNIEHOYHOU OBOJIOUKOH,
10/160/12,5 MI' COMP LAC-EC
I'no6anbHbIi 857262 Cepus No: B5470

matepuaJs No:

TecTbl TpeboBaHusi PesyabTaThl
OOHOPOIHOCTb JO3UPOBAHUS: MTpUEeMJIEMas He 60nee 15.0 2.8

BEJIMUMHA

OJHOPOAHOCTb A03UPOBAHUS aMJIOIUIUHA: CootBerctByeT TpeboBaHusim EBp. CooTBeTCTBYET
KOHEUYHOE 3aKI0YeHHe ®@., . CIUA u . ©.

PactBopenue: N=6, 12 unu 24 6-24 6

PactBopenue Bancaprana (cpeHee 3Hau€HHE) He menee 80% 99%

uepes 30 MUHYT

PactBopeHue: MUHUMYM - 98%
PactBOpenue: MakcuMym - 101%
PactBopeHue Banicaprana: koHeuHoe CootBeTcTBUE TpeGoBanusiM COOTBETCTBYET
3aKITI0YEeHUE O®.CLIA, EBp. @., An. ©.

PactBopenue: N=6, 12 unu 24 6-24 6
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> NOVARTIS

IlpousBeaexo:

Hcnanus

CEPTUO®UKAT AHAJIN3A
Ne ES100100270299

«Hosaptuc ®@apmacerotuka C.A.»
®apmaceroTikal Onepauniz3
Ponna Cra. Mapa 158

08210 bap6epa aen Bamec

Mpoaykr: KO-PKC®OPX, TABJIETKU, IIOKPBITBIE IIJIEHOUYHOM OBOJIOUKOU,
10/160/12,5 MI' COMP LAC-EC

I'no6anbHbIi 857262 Cepus No: B5470

matepuaJs No:

TecTbl TpebGoBaHusi PesyabTaThl

PactBopenue ['mapoxnopruazuaa (cpenHee 3HaueHue) He menee 80% 98%

yepe3 30 MUHYT

PactBopeHue: MUHUMYM - 96%

PacTBopeHue: MakcuMym - 99%

PactBopeHnue I'uapoxnopruazuaa: KOHEUHOE CootBeTcTBUE TPEOOBAHUAM CoOTBETCTBYET

3aKJIIOYEHUE ®.CUIA, Esp. @., An. ®.

PactBopenue: N=6, 12 wiu 24 6-24 6

PactBopeHure AmioaunuHa (cpeaHee 3HaueHue) uepe3 He menee 70% 86%

30 MUHYT

PactBopeHue: MUHUMYM - 85%

PactBopeHue: MakcuMyM - 88%
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> NOVARTIS

IIpousseneno:

«Hosaptuc ®@apmacerotuka C.A.»
®apmaceroTikal Onepauniz3
Ponna Cra. Mapa 158

08210 bap6epa aen Bamec
Hcnanus

CEPTUO®UKAT AHAJIN3A
Ne ES100100270299

MpoaykT: KO-DKC®OPXK, TABJIETKHU, [TIOKPBITBIE TJNIEHOYHOU OBOJIOUKOH,
10/160/12,5 MI' COMP LAC-EC
I'no6anbHbIi 857262 Cepus No: B5470

matepuaJs No:

TecTbl TpeboBaHusi PesyabTaThl
PacTBopeHue AmioaunuHa: KOHEYHOE CooTtBeTcTBUE TPEOOBAHUAM CoOTBETCTBYET
3aKJIFOYEHUE O®.CIIA, Esp. @., An. ®.

O01mee KOTMIECTBO adpOOHBIX

mukpoopranuzmos (TAMC) (He 6onee uem 10° <2000 KOE/r <100 KOE/r
KOE/r)

OO6111e€e KONTUYECTBO MIECHEBBIX <200 KOE/T <50 KOE/r
rpubos/npoxokeit (TYMC) (He 6onee uem 102

KOE/r) He o6uapysxeHo B 1 1 He oGHapyxeno

Cneuuduy. mukpoopranusm Escherichia coli

3akirouenue:

Cepusi cOOTBETCTBYET crieluuKalii HOPMATUBHOM foKyMeHTaluu. HacTosum y10CcToBepsito, YTo JaHHast
uH(popMalus noaMHHa U BepHa. HapaboTka u aHanu3 cepuu MpoBEePeHbl U COOTBETCTBYIOT TpeboBaHusIM GMP.
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