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ITACIIOPT
®APMAKOIIEMHBIU CTAHIAPTHBIA OBPA3EI]L
TOCYIAPCTBEHHOM ®APMAKOIIEU POCCUHMCKOM ®ENEPAIIMUA

INankpeaTun (IIporeonurHyeckasi akTHBHOCTD)
®C0.2.1.00025
CEPHA: 001

1. HABHAYEHHME: pnns ompefeleHUs NPOTEOJNUTHYECKOM aKTHUBHOCTH NaHKpeaTuHa B
NeKapCTBEHHBIX cpefcTBax. PapMakomneiHblii cTaHAaPTHLIM o0pasel (ganee - ®CO) npencrasieH
B (opMe maHKpeaTHHa.

2. ATTECTOBAHHA{ XAPAKTEPUCTHUKA:
[TpoTeonutudeckas akTUBHOCTL 637,54E]l/r +19,84E]I/r.
Koadduuuent oxsata k=2, yposens nosepus P=95%.

3. OIIMCAHHUE, OOIIOJIHUTEJIbHBIE CBEIEHHUA: ®CO mpencraBisieT co60d OT CBETIIO-
JKEeJITOTO JI0 TeMHO-KEJITOrO I[BEeTa, C KPeMOBATEIM OTTEHKOM, CBETJI0-KOPUYHEBLIU UJIU CBETJIO-
Ceporo IBeTa C XeJTOBAaThIM OTTEHKOM LIBETa IIOPOILOK.

Macca Bo ¢nakone (He MeHee) 1 000,00 mr.

4. TIOPAIOK ITPUMEHEHMUA: B COOTBETCTBUM C HUHCTPYKLMEN 10 IPUMEHEHUIO.
5. KOMIIJIEKT ITIOCTABKM: sk3emnnap ®CO, nacnopT, UHCTPYKLUA 110 IPUMEHEHUIO.

6. YCIIOBUA TPAHCIIOPTUPOBAHHUA U XPAHEHHUA: ©®CO poixeH XpaHUTBCA B CYyXOM
3alMIIEeHHOM OT CBeTa MecTe npu Temnepartype oT 2 °C go 8 °C. TpaHCIIOpTUPOBaHUE BO3MOKHO
npu TeMmneparype oT 2 °C go 8 °C BceMu BuUpaMu TpaHcnopTa. CTabUIBHOCTh 3HaYeHUU
aTTEeCTOBAHHON XapaKTEPUCTUKU B TedeHUe cpoka feucTBusa cepuu ®CO rapaHTupyeTcs IIpu
cOOMIONEeHNUH YCIIOBUYM TPAaHCIOPTUPOBAHUS, XPaHEHUS U TIOpsKa IPUMEeHEeHHs.

7. TPEBOBAHUSA BE3OIIACHOCTMHU: martepuan ®CO npegHa3HadeH [And 1abopaTOpPHEIX
HCIIBEITAHUY ¥ He TpeJHa3Ha4yeH A7 BBefleHus noasiM. OcoOble yCIoBUs He TpeOyloTCs.

8. CPOK HEﬁCTBHH: Oy ¢GapMaKONeWHBIX CTaHAApPTHRX 00pa3Il0B He CyL[ECTByeT
OmpefieJIeHHOT0 CPOKa JeHCTBUS MPHU COONMIOAEeHUU YCIIOBUM TPAHCIOPTUPOBAHUA U XpPaHEHUs.
Cepusi papMakKomeWHOro cTaHHapTHOTro obOpa3la [elCTBUTeIbHaA JO Tex Iop, noka O®I'BY
«HLI3CMII» Mun3gpaBa Poccuu He HU3MEHUT cTaTyC AeucTBud cepuu. UHbopMaLus o Tekyilem
cTaTyce JaHHOW CEpUU JOCTYINHa Ha caliTe: www.market.expmed.ru.

9. CIIOCOB OIIPEOEIEHHUA METPOJIOTHUYECKHUX XAPAKTEPUCTHUK: atTecToBaHHOE
3HayeHHWe CTaHJapTHOro o6paslja YCTAaHOBIEHO METOAOM CIeKTpOoPOTOMETpHUM B
yNbTPadUONIETOBOM U BUAUMON 06JIACTSIX.
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10. CBEIEHMSA O METPOJIOTUYECKOM IMPOCIEXKUBAEMOCTM: 3Ha4YeHUs NapaMeTpos
®CO npocnexusalorcs K ['OT 3-2020 ['TIO eguHUIEI MacChl (KUIOrpaMma).

11. CBEJEHHUSA OB YTBEP2XKJIEHHWHU THUIIA ®CO: tun papMakoneiHoro cTaHfgapTHOro obpasia
yTBEPXKAEH I'IaBHEIM MeTpoyioroM MUHKCTepCTBa 3ApaBooxpaHeHus Poccuiickoii Penepaunuu B
chepe obpamieHus JTeKapCTBEHHBIX CPENCTB [JIi MeQULMHCKOro npuMmeHeHus 26.05.2026
ITpuka3zom Ne 133, BHeceH B Peectp yTBepxkpaeHHbIX TUIIOB ®CO mopm Ne @CO.2.1.00025.

12. 9THKETKA:

TOCYAAPCTBEHHAR ®APMAKONER
@ POCCHHCKOW ®EAEPALLMM
©APMAKONEANHBIA CTAHAAPTHBIA OBPAJEL,

£ .x 9CO0.2.1.00025 Cepun 001

: NaHkpeaTuH
7 (NpoTteoAuTH4eckas @
—— QKTUBHOCTb) B
el g 1000 mr

PykoBopgutens Cnyx6wm ®CO wu [TaBen
bapMaKONMeHHEX HUCCIEeNOBaHUU
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WUHCTPYKILIHUA 1O IPUMEHEHUIO
®APMAKOIIEMHBIY CTAHIAPTHBIX OBPA3EIL
TOCYIAPCTBEHHOU ®APMAKOIIEM POCCUMCKOM ®EIEPALIUU

IMankpeatun (IIporeonuTHYecKasi akTUBHOCTD)
®CO0.2.1.00025
CEPHU4: 001

1. HABHAYEHME: nns onpepeneHust IPOTEONUTHYECKOM aKTUBHOCTH IIaHKPeaTuHa B MaTepuaax
U JIeKapCTBEHHEIX CcpefcTBax. PapMaKoNeHHEIN CTaHNapTHHU o0pa3el NpefcTaBied B Gopme
IIaHKpeaTHHa.

2. OBIIME YKA3AHMUA: ¢dapMakoneldHBH CTaHAApPTHHIN oOpa3sel pacdacoBaH BO (IaKOHEI
TEMHOTO cTekja. He HomyckawTCs K UCIOJIb30BaHUIO 3Kk3eMIIsIipel ®CO B NMOBpPEXAEHHBIX
dmakoHax. ®nakoH ¢ ®CO BCKpHBalOT HENOCPEACTBEHHO Iepef ompepeneHueM. [ns
npepgoTrBpamenus mnornomenuss ®CO Bnaru U3 Bo3[yXa HeoOXOAMMO Nepell BCKPHITHEM
BEIZIepXaTh (JIAKOH IPU KOMHATHOU TeMmnepaType He MeHee 30 mMuH. [Tocne BCKPhITUs (JIaKOHA
®CO xXpaHEHHIO He MOMJIEXKUT. ATTeCToOBaHHAas XapakKTePHUCTHKa «KaK €CTb» yKa3hIBaeT Ha
cofepXaHUEe OCHOBHOTO BelllecTBa B 00Ilel Macce obpaslia.

3. YKA3ZAHHUA MEP BE3OIIACHOCTH: ToibKO i Hay4YHBIX HCCJIefoBaHUM, pa3paboTok U
aHanu3a. I[Ipumenenue ®CO He TpebyeT cobniofieHUS KaKUX-THMOO CIeLUaAllbHBHIX Mep
6e3omacHoCTH. IToKymaTe Iy JOIKHEL CAMOCTOSITENIBHO ONpeesATh PUCKHY, CBA3aHHbIE C TOBapaMu
U IPUHUMATh COOTBETCTBYIOLIME MepHl 6€30I1aCHOCTH, BKJII0Yas IpeflocTaBlIeHue NelCTBYIOLeH
uH(popMaImu, 060pymoBaHus U 00yYeHUs JIUL, BCTynawux B KOHTaKT ¢ ®CO.

4. IOOTOTOBKA K INTPUMEHEHMUWIO: nepepn ucnonsloBanueM ®CO HeoOXOMUMO NPOBEPUTH
CPOK [IeMCTBUS, KOMIIJIEKTHOCTh, YIIAKOBKY U HaJluuKe 3TUKETKH.

5. YCIIOBHA U IIOPAJIOK INPUMEHEHMUS: pactBoprl, comepxamue ®CO, monxKHEL OLITH
HCIIONb30BaHH CBexenpurotroBiaeHHbMU. ®CO He mpegHa3Ha4deHBl [JIg MEOUIUHCKOTO U
BETEPUHAPHOI0 MCIOJIb30BaHUA.

6. YCJIIOBHUS TPAHCIIOPTUPOBAHHUA U XPAHEHHUA: ®CO ponxeH XpaHUTHCSA B CYyXOM
3alIMIIEeHHOM OT CBeTa MecTe mpu TeMmnepatype oT 2 °C go 8 °C. TpaHCIIOPpTUPOBAHUE BO3MOKHO
npu TeMmnepaTtype oT 2 °C po 8 °C BceMu BUAaMH TPaHCIIOPTA.

7. TAPAHTHUMU: OI'BY «HIISCMII» Mun3sgpasa Poccuu rapaHTHpyeT, 4YTO Ha MOMEHT Iepenavyu
IepeBO3YHUKY, OTBETCTBEHHOMY 3a MOCTaBKy NOKyHaTeNnio, ToBap OB NPUIOAEH [
HCIIONIb30BaHUs B COOTBETCTBUM ¢ ['® PO mo HadHayeHUI0. HUKaKUX OPYTrUX rapaHTUM, SBHLIX UK
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noppasymeBaemux, ®I'bY «HUICMII» Munsngpasa Poccuu He pgaer. ®I'BY «HLOCMII»
Mun3gpaBsa Poccuu He rapantupyet, 4to ®apMmMakoneWHHBM CTaHAapTHHIU oOpaseln Oyger
COOTBETCTBOBATh KOHKPETHHIM OXKHUIAHUAM IIOKyIaTess.

8. OTBETCTBEHHOCTDb: OTBETCTBEHHOCTH 3a NPUTOOHOCTH
dapMaKoIeHHOro CTaHAaPTHOro obpas3ija K NIPUMeHEeHHI0 B UCIILITAHUAX, He ONUCAaHHBIX B ['® PO,
7exXuT Ha none3oBartesne. ®I'BY «HIISCMII» Mun3pgpaBa Poccuu He HeceT OTBETCTBEHHOCTHU 3a
mo6oi ymep6 u3-3a ucmoab30BaHusT PapMaKoIeHHOro craHfapTHOro obpasia, BKIKYas, HO He
OrpaHWYHUBAsCh, MOTEePI0 OM3Heca, OTEPI0 NPUOBUIM, IIOTEPI0 MCIOJIb30BAHUS, YIYLU[EHHON
BEITOZIbI, 3aTPaTH Ha IPUOGpPETEeHHE 3aMEHSIOUIUX TOBAPOB, YCIAYr MM CHCTEM, WIIH 3a JIH00khe
KOCBEHHEBIe, CIlel[MajbHble, CllyyaliHbie, mTpagHble YOBITKM, He3aBUCUMO OT NPUYMH UK
BCJIE[ICTBME KOHTAKTa, MIPaBOHAPYIIEHUS WU 110001 APYroil OTBETCTBEHHOCTH, T.K. MOKYyIAaTellb
OBLI IIPeNyNpeXaeH 0 BOSMOXKHOCTY TaKUX YOLITKOB MIIM PACXOM0B.

9. IMTUPOBAHME: Iipu LIMTHPOBAHUHU ITOJIb30BATENIU NOMKHBI YOE[UThbCS, UTO JII00as CChIIKa Ha
dapMakONeHHBH CTaHOHApTHHUA o6pasen B JMo060i NyONMKalNUH, NpPe3eHTAlUM WU
001IIeIOCTYITHOM TOKYMEHTe COfepkaT TOUHOe Ha3BaHUe U PEeCTPOBLIA HOMED, a TaKkKe TOUHOE
Ha3BaHHue u agpec O®I'BY «HLI9CMII» Mun3ppaBa Poccum, yKasaHHEIe Ha IE€PBOM CTPaHUIE
NAHHOU MHCTPYKLIMH.

PykoBoputens Cinyx6561 ®CO u 5 HMapeukun [TaBen
(hapMaKONenHBIX UCCIIEeI0BaHUM BaagumMupoBuy

e,
« * hedad
JOCKBA 0t
A

HuCcTpyKnusa: $CO0.2.1.00025 Crpanuua 4 u3 4
Cepus: 001 Bepcus 01



