CEPTI/I(DHKAT COO I'BETCTBI/IH

Ha NPOAYKILIO, smmusnu}w B e,mﬁbu‘; Hepedensy npoAymﬁn,"
sm,s,.u.smu;eﬁ nﬁma’re.\mon cepruuKamg :

No POCC RU C-CH,&MO8, A.01164/19
Cpmc aedicreun ¢ 05.11.2019 ‘no
/ No 9
OFL; [AH 110 CEPT. Hd?l!}m HHH ITPOAY, K‘L[HH OEI.L;‘EC TBO.C OIPAHH ‘IEHHO 15
EHHOCTEIO "OKPWKHUH LIEHTP ROHTPO.HH KAYECTBA", udpec ap.:amtam,'!ru 115280 T Mogma, yT

ém ,.5'-'naw I Ko, adpecxopemm o cépmudpurayy: 115280, POCCHII *opac) Macxaa v
-88, pac; (495)673-47-89. - : ‘
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vipheyn Cuaar AT, Xoxurrpacee 201,
8200 Lladdxayzen, Hineiinapuy

Tenedon : +41 (0)52 630 9111 - Qakc : +41 (52 630 9444

C19072230/1
CL‘}]'I'H q)lll\"d'l' AHAJHIA
Tpemden
Koa npoaykra : 417151 Jlara npoH3IBO/ACTRA: 07.2019
Honep ceph JGS2F.AA Jlata ucTeueH s CPOKA TOAHOCTH! 06.2021
ID-cephu: JGS3500 Jakay: 0020702771
WUmnoprupytotas crpana:  Poceus Koassectro: 399 mr,
Hensitaiug Cueuuduralmg Peavintar
BueutHuit pua NepBHYHON YNAKORKH Cootseterayet cTanapty ynakosky CoorsercTryeT
H YKYTIOPKH
[igeT pacTeopa ;
CranaapT KOPHUHEBOID BETA Or Gecusetoro A0 B3 <=Bj
Cranaapt keiaro-kopuinesoro usera Ot GecuseTnoro 10 BY3S <=BY35
CranaapT sKelroro usera Or Gecupernoro 10 Y5 Y8
pH Or5.4 106, 58
OcMOIIIBHOCT Or 320 MOcw/kr 10 370 MOes/kr 345 MOew/kr
MyTtHocTb <=9,0NTU 4,8 NTU
MexaHu4ecKHe BRIOHEHHA
BHaHMBbIe NOCTOPOHHHE [IpakTHYECKH HE COACPAHT CoorseTcTByeT

Buzumpte noaynpoipaunbie no MDI
Henwanmbie =10 sy
Hesuaumpie >=25 MKM

MonucopSar 80 KoHUEHTPALHA

BHAMMBIX MEXAHHYCCKHX BIITIOUCHHH
<= 2,5 vacrun /M

<= 6000 uactHu /KoHTEHHEP

<= 600 yacTuu /koHTEHHEeP

Or 0,04 % (M/o8) 10 0,06 % (Mm/ob)

0,0 uacTHy /M1

54 vyactuu /xouTeiinep
I wacThua /kouTeiitep
0,05 % (M/00)

Hasnekaemblit obbes Or 1,0 ma o 11 ma 1,0 ma
CriocoSHOCTb K CKOJBAEHHIO

YCHIHE CABHIA [IOPLIHA <=6,0H 42 H

Veuane Xo/a NopuiHs <= 15,0H 7.9 H
[ToaunnocTs Metoaom aor-Gaottnra  Tlonummuocts rycenskymada CooTBeTcTBYCT

HOATBEPIKICHA

HeoaHopoaHoCTh 3apsiia

KM@ ~CcymMMa KHCAOTHBIX THKOB Ot 21 % a0 34 % 29%

kMID - ocHoBHOM NHK Or63% no 75% 68 %

kMW - cymaa OCHOBHLIX TTHKOB <= 5,0% 2,9 %

kUDD — 0TCyTCTBHE HOBLIX NHKOB Hosute nuku >= 2,0 % e cpastiennn CoOTBETCTBYET

CO CTARAAPTHBIM COPAZIOM
OTCYTCTBYIOT

TPEM®ES! 1X100MI USAFEPL.
POCCHA

Crpannua 1 w3 3
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8200 [Uaddxayzen, Hiseliuapun

Tenedon :+41 (052 630 9111 - ake : +41(0)52 630 9444

C19072230/1
CepruduiaTt aHII30
Tpemden

Kou npoaysra: 417151 Jlata npoH3soacTsa: 07.2019
Howmep cepun JGS2F.AA Jlata HCTEUCHHA CPOKA IOAHOCTH: 06.2021
[D-cepuit: JGS5500 3axa3: 0020702771
Hmmoprupytowas ctpana:  Pocenst Koauvectro: 399 wr.
Hensiraune Creundurauns PeavibTat
Yperora merojom k2@ JICH
(BOCCTAHARIHBAIOIIHE YCI0BHA)
Yucrtora % >=97,0% 97.9 %
OTeyTCTBHE HOBBIX TTHKOB Hoesbte nukn > 0,4 % b cpasueunn  COOTBRTCTBYET

€O CTaHJAPTHRIM 00pa3LoM

OTCYTCTBYIOT
YuctoTa metogom kD IICH
(HEBOCCTAHABAHBAIONIHE YCIOBHA)
Yuerora % >=95,5-% 97,0 %
OTCyTCTBIE HOBBIX [THKOD Hogble nukn > 0,4 % b cpasuenn  COOTBETCTRYET

co crataapTHbM 00pasiom

oTeyTeTBYIOT :
Yyctora (8yXBOIHOBIA 3KCKAIOIMOHHAA
B2WX)
Mouomep % >=98,1 % 98.9 %
Arperar % <=15% 1,1 %

OB it Gesok ¢ nomoulsio A280 Or 90 mrfya a0 10 mr/an 99 ar/wa
Crieupguueckan aKTHBHOCTE

U208 Guoanaauns (% aKTHBHOCTb NO Or80 % no 125 % 106 %

CPABHEHHIO €O CTAHAAPTHEIM obpazutom)
IMuporen (DUA0TOKCHH)
MHKpOOHOJIOHUECKOE 3arpA3HEHNE

CrepunplocTs
Buayaabhbie gedertnl / GyHKUHOHAIBHOCTD
[Mposepka, YTO NPELOXPAHHTEAL HILI
BLIABHHYT 32 MPEIEAbl HIIIbI B
3aB10KHPOBAH A0 HCMONB30BAHHA
Npe3anoNHEHHOrO WIPHUA

<= (0,29 ED/mr Gedika
QreyTeTBHe pocTa

[IpefOXPaHNTE b HITbl BLIABHHYT
1 3a010KHpOBaH

0,01 E/ur Genxa
CooTBercTyer

CooTBeTcTBYCT

Hudoprmanusa
Jarnouenne: CoorBercTyeT TpeboBammIM

Orruer cnetHpuKaLmH: DS-SPE-33261 (1.0)
Oruet cnewsskaumn: DS-SPE-23782 (4.0)

TPEM®ES 1X100MI" USAFEPL. Crpansia 2 13 3
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8200 Uladdxayseu, Hlseciinapus
Teaedon : +41(0)52 6309111 - daxc : +41 (0)52 630 0444

C19072230/1
Ceprudurar AHAIH3A
Tpemden
Koa npoykra 417151 Jata npouasoacTsa: 07.2019
Homep cepuu JGS2F.AA Jlata vicTeueHHA CPOKA FOAHOCTH: 06.2021
[D-cepuu: JGS85500 3akai: 0020702771
WUmnoprupytomas cpata:  Pocenst Konuuecrso: 399 wir.

Tun ynakosKrH: UINPHIL
Homep perueTpalHOHHOTO YAOCTOBEPEHIHA: JIT-005686
Homep AMieHt Ha NPOIIBO/ICTBO H HOMED cepTuduKara COOTBETCTRHA GMP Ne 504517 u 19-0195

Coctap: rycenskyMa0; L-rucTiania ruipoxiopitia MOHOTHAPAT; L-THCTHIAMH; Caxapo3a; noaucopoat 30
BOJA A4 HbeKuui

JlOnonHHTE/bHAS  HCIILITATENLHAA  [UIOLWAKA: M) Jeseaonsent Aftpaana Jlta, Crpoenne C,
Fappukacta Buztec & TekHOA0DKM IMapg, Ataon, Ko. Becrvear, Mpnasams, HOMEP THUCH ML L032

HacToSIuM  Mbl  [OJTECPAUIAEM, HTO IHINOKEHHAS  BBILIC uHQOPMALIHA  ABAACTCA MOAMHHNON M
MpaBHILHOI,

JlanHaa ceps npenapara Obuta MpoHIBeeHa, BRAIOMAA YHaKoBKY/MapKHPORKY W KOHTPO:IL KAHECTBA, Ha
BLILICYMOMAHYTOM(bIX)  yuacTke(ax) 8 ROAHOM coorperciBin ¢ Tpebosaniamu GMP  mecTHOrO
PeryJIHpYIOIIETD OPraa H cnelHpUKALUIAMU B PErHCTPALHOHHOM YAOCTOBEPEHHH CTPAHBI-HMTIOPTEPA.
JlaHibie N0 NPOHIBOACTREHHBIM ONEPALHAM, YAKOBKE H aHaIn3y cepus OblIH NPOBEPEHbL H MPHUIHAHD
coorsercTayiomiyi GMP.

Hacrosauwil ceprudukar ananu3a Osut BeilylLeH 24 centadps 2019 B 14:51 ( Llesrrpanproesponetickoe
BpeMs) W MEPBOHAYATLHO YTBEPAKICH 31eKTPOHHOH NOIITHCBIO Bosbgranra Dunie, YHoAHOMOUEHHOTO
nuua, 24 centadpa 2019. Jannwiii cepTHdUKAT TIOAFOTOBACH BATHAHPOBAHIHON CHCTEMOH YNpaBICHHA
naGoparopuoli HiopMAaLHed H NOITOMY HE COACPHHT [OCTARCHHOI BPYUHYIO NOATNHCH.

TPEM®EA 1X100MI" USAFEPL. Crpaniua 3 u3 3
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