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i comRES Cunar Al Xoxwrpacce 201

o et 8200 LLlachdpxay3eH, LLiBeiuapus
TenedoH: +41(0)52 6309111 — dakc: +41 (0526309444
Ceptudpukar aHanusa
NAPWET, TabneTtku, NOKpbITbie KMLweYyHopacTBopUMoOil obonoukoit,10 mr, 14 TabneTok.
Poccus
Koa npogykTa: 090805 [laTa uaroToBneHus: 04.2020
Homep cepwun: KDSSDO0 [lata ucTeueHus cpoka rogHocTh:  03.2022
ID cepuum: KDSSDO00 3akas: 0020750401
CrtpaHa-umnopTep: penyapus KonuyecTso: 24180.000 yn.
UcnbiTaHue Cneuvdurauma PesynbTtart
Onucaxue Po3oBble ABOSIKOBbINYKNble TabneTku, nokpbiTele  CooTeeTcTBYeT
oBono4yKoi, Ha OOHOW CTOPOHE MapKUPOBKa
yepHbIMU YepHunamn «E241»
MopnuHHocTe (BOXX) Bpems yaepKuBaHUA Nuka coBnaaaeT ¢ CooTeeTCcTBYET
BpeMeHeM YepXMBaHWA Nika CTaHAapTHOro
pacTsopa
MoanuHHoCTL (Y&- OT 289 HM go 293 HM 291 Hm
cnekTpooToMETPA)
MoTeps B Macce npy BbICYLUIMBAHUM <= 2,5 % 1,7 %
BeicBoboXxaeHue:
KncnoToycToR4nBoCTb: CpedHee >=90 % 99 %
KncrnoToycTORYMBOCTb! >=90 % 97 %
MUHUMYM
KucrnoToycToirumsocTb: Makcumym — >= 90 % 102 %
PacTteopeHue: cpefHee Q = 75% 3a 30 MUHYT 94 %
PacTBopeHwue: MUHUMYM 94 %
PacTeopeHue: MakcMmym 95 %
Xpomarorpadguyeckas YicToTa
ER-21584/CEBI <=0,10 % < 0,05 %
ER-82811/BCPP <=0,15% <0,05%
ER-16089/SHBI <=0,10% < 0,05 %
ER-14854/SUBI <=1,0% 0,6 %
ER-14853/PTBI <=0,20% <0,05%
EAVHWYHON HenageHTUULMpO- <= 0,10 % <0,05%
BaHHOW NpUMecH
CymmapHoe cofepxaHue <=0,30 % <0,05%
eAVHWYHBIX HenaeHTUdMuUnpo-
BaHHbIX NpUuMecen
CyMmMapHoe cofepxanie <=1,50 % 0,62 %
npumecen
O4HOpOAHOCTh A03UPOBAHUA!
Cpentee 85 - 115 % (konuyectBo <= 1 0
TabneTok BHE Avana3oHa)
CpegHee 75 - 125 % (konu4ecTBo 0 0
TabneTok BHE AvanasoHa)
KonuuecTteeHHoOe onpeaeneHue OT1 95,0 % go 105,0 % 99,5 %

WHdopmaumsa:

3aknoueHue: CooTBeTCTRYeT TpeboBaHUAM

OTyeT cepTucukaummu: DS-SPE-17543 (2.0)

MAPUET 10 mr 14 Tabnetok POCCUA

Crpanuua 1 u3 2
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et 8200 Wadpcpxayse, LUseiuyapus
TenedoH: +41(0)52 6309111 — dake: +41 (0)526309444

Ceptudhmkar aHanuaa

NAPUET, Tabnetku, nokpbitbie KulweyHopacTBopumon obonoykoi,10 Mr, 14 TabneTok.

Poccus
Koga npogykra: 050805 [ata warotosneHus: 04.2020
Homep cepuu: KDSSDO00 [ata ncteyeHus cpoka rogHocTh:  03.2022
ID cepuu: KDSSDO00 3akas: 0020750401
CtpaHa-vmnopTep: Weenuapusn Kenuyectso: 24180.000 yn.

Tun ynakosku: 6nuctep

Cocras: Pa6enpa3son HaTpus 10 mr; MaHHWTON; MarHWsa OKCWA, ruapOKCUNPONUNUENnon03a
Cnabo3ameLyeHHas; rMAPoKCUNPONMALENIONO3a: MarHus CTeapar, 3TUNUennno3a; runpomMennossl
dhTanar; AMaueTMNUPOBaHHbIN MoHornuuepua; Tanek; TutaHa avokeug (E171); xenesa oKcug
kpacHeii (E172); kapHayBekuit Bock; YepHuna (nuwesble cepble YepHuna FB)

Homep nuueHsuu Ha npoussoacTso u HoMmep cepTudwukaTa cootseTcTBMS GMP Ne 511726-102624701 u GMP-
CH-1000993

HononHuTtensHas NpoM3BOACTBEHHAS W WCMbITATENbHAS nnowaaka: bywy ®dapmacsiotukans Jita. Mucaro
®aktopu, 950, Xupoku, Oxasa, Mucaro-mauu, Kogama-raH, Cautama-keH., 367-0198, AnoHus; JluueHsus Ha
npounasogcTteo: 11AZ200101

YnakoBka:

Mo 14 TabneTok B BNnCTEp U3 2-X CNOEB amioMUHNS.

Mo 1 6nucTepy BMecTe ¢ MHCTPYKUMER MO NPUMEHEHUIO B KAPTOHHYHO NauKy.

Cpok rogHocTu: 2 roga

XpaHeHue:

lNpv Temnepatype He Bbilwe 25 °C.

He 3amopaxusats.

HacToswum ygoctosepsiem, 4To npueeaeHHas BbiLle WHbopMaLms ABNAETCS AOCTOBEPHOW U TOYHOM.

faHHas cepus nekapcTBeHHOro npenapata Gbina NPOU3BEAEHa, BKNtOYas ynakoBKy/MapKUPOBKY M KOHTPOMb
Ka4eCTBa, Ha BbILUEYNOMSAHYTOM(bIX) Y4acTKe(ax) B NOMHOM COOTBETCTBUM C TpeBosaHuamm GMP mecTHoro
PEryNMpytoLLero oprata v cneyndukaLmnsMu B pervcTpaLmvoHHoM YOOCTOBEPEHUMN CTpaHbI-MMIopTEpa.

HaHHble No nNpow3BoACTBEHHBIM Onepauvsm, YNakoBke W aHanusy cepun Gbinv NpOBEpeHbl U NPU3HEHbI
cooTeeTcTByoWwumn GMP.

HacToswwuit ceptuchukar aHanusa 6uin BbiNyLUeH 28 asrycTa 2020 B 15:32 (4eHTpanbHoeBponeickoe Bpems) u
NEpBOHAYanLHoO yTBEPXAEH 3NEKTPOHHOI Noanuchio Bonbdranra 3nnne, YnonHoMoYeHHoro nuua, 18 aerycra
2020. [aHHbid cepTudMKaT NOArOTOBNEH BanWaupoBaHHOW CUCTEMOW ynpasneHvs naGopaTtopHou
WHbOpMaLmei U NOITOMY HE COAEPXUT MOCTABNEHHOM BPYYHYHO NOANUCH.

MAPUET 10 mr 14 TaBnetok POCCUSA

CTpaHuua 2 13 2



