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MACIIOPT
®APMAKOITEMHBIY CTAHIOAPTHBIU OBPA3EIL
TOCYOIAPCTBEHHOM ®APMAKOIIEU POCCUMCKOM ®EIEPAIIUH

ITankpeaTuH (JIumoIuTHYECKasi aKTHBHOCTD)
®C0.2.1.00027
CEPH4: 001

1. HABHAYEHME: pgns onpepejieHUs JUNONUTUYECKOUM AKTUBHOCTU IaHKpeaTHHa B
JIeKapCTBEHHHIX cpefcTBax. ®apMakomnelHblii cTaHAApTHHIN 06pa3sel (nanee - ®CO) npeacrasiet
B opMe maHKpeaTHHa.

2. ATTECTOBAHHAA XAPAKTEPUCTHUKA:
JlunonuTuyeckas akTUBHOCTh 5 655,16E[l/r +181,27E]I/r.
Koagpoduuuent oxBata k=2, ypoBeHb nosepus P=95%.

3. OIIMCAHHUE, TOMNMOJIHUTEJIbBHBIE CBEJIEHUA: ®CO npepacraBnseT cob0oil OT CBETIIO-
JKEeJITOr0 OO0 TEMHO-XKEeJITOro LiBeTa, C KpEMOBAThHIM OTTEHKOM, CBETJIO-KOPHUYHEBBIM UJIU CBETIIO-
Ceporo IBeTa C XeJITOBATHIM OTTEHKOM I[BeTa I1OPOIIOK.

Macca Bo ¢nakone (He meHee) 500,00 mr.

4. TIOPAOOK ITPMMEHEHMA: B COOTBETCTBUU C UHCTPYKI[MEU 110 IPUMEHEHHUIO.
5. KOMIUJIEKT ITOCTABKM: sk3emmisip ®CO, nacrnopt, UHCTPYKLUS 110 IPUMEHEHUIO.

6. YCIIOBUA TPAHCIIOPTUPOBAHUA U XPAHEHHUHA: ®CO ponxkeH XpaHUTHLCS B CyXOMm
3alUIIeHHOM OT CBeTa MecTe Ipu TeMmmepatype oT 2 °C go 8 °C. TpaHcropTUpOBaHUE BO3MOKHO
npu temneparype oT 2 °C go 8 °C BceMu BugaMu TpaHcmnopTa. CTabUIbHOCTL 3HAYEHUU
aTTECTOBAHHOM XapaKTEpPUCTUKHU B TedyeHUe cpoKa aeucTBus cepuu ®CO rapaHTUpyeTcs Mnpu
COOMIONEeHUH YCIIOBUHM TPAaHCIOPTUPOBAHUS, XpaHEHHUS U NOPsgKa IPUMEHEHUS.

7. TPEBOBAHHUSA BE3OITACHOCTHU: matepuan ®CO npeaHa3HayeH a5 nabopaToOpHLIX
HCIIHITAHUH U He IIpeiHa3HaueH 15 BBefeHus moasMm. Ocobble ycloBUs He TpebyloTcs.

8. CPOK NEMCTBMHA: nnst bapMakomeiHbBIX CTaHZAPTHHX 06pas3loB He CyLleCTBYET
ONpefieJIeHHOT0 CPOKa AeMCTBUSA NPH COOIIONEHUHU YCIOBUAM TPAHCIOPTUPOBAHUS U XpaHEHUS.
Cepusi ¢dapMakomelHHOro cTaHfapTHoro obpasmna AelCcTBUTeNbHa A0 Tex mop, noka OI'BY
«HLI3CMII» Mun3gpaBa Poccuu He U3BMEHUT CTATyC AeUCTBUS cepur. MHbopmauus o Tekyliem
cTaTyce MaHHOU CepUU OOCTYNHA Ha caiTe: www.market.expmed.ru.

9. CIIOCOB ONPEJENEHHA METPOJIOTHYECKHX XAPAKTEPHCTHK: arrtecroBaHHoe
3HaYeHHe CTaHJapTHOro obpaslia yCTaHOBIEHO METOOM TUTPUMETPHH.
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10. CBEJEHHMA O METPOJIOTUYECKOM NPOCIIE2XKUBAEMOCTH: 3HauyeHus rnapaMeTpoB
®CO npocnexusatorcs K 'OT 3-2020 I'TI9 eguHUIEI Macchl (KUIorpaMMma).

11. CBEJEHHA OB YTBEP2KJTEHUWUHU THUIIA ®CO: Tun dhapMakomnenHoro CTaHgapTHOro obpasija
yTBEpPXKJEH IJIaBHEIM MeTposoroM MuHucTepcTBa 3apaBooxpaHeHus Poccuiickoi ®epnepauuu B
chepe oOpaleHHs JIeKapCTBEHHBIX CPEACTB OJI MeOHULMHCKOro mpuMmeHeHus 26.05.2026
[Tpuka3om Ne 133, BHeceH B Peectp yTBepxkpeHHbiXx TUOB ®CO momg Ne ©CO.2.1.00027.

12. 9THKETKA:

TOCYAAPCTBEHHAR ®APMAKOTER
p—— @ POCCHACKON OEAEPALLUM
PAPMAKONERHBIA CTAHAAPTHBIA OBPA3EL,
Sl ©C0.2.1.00027 Cepun 001
m NaxkpeaTuH
% (I\M NOAUTHYHECKORA ®
— QKTUBHOCTD) :

PykoBoputens Cnyx6m ®CO wu [TaBen
bapMakomeiHHX HUCCIEeNOBaAaHUU
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HHCTPYKIHUA 110 IPUMEHEHHIO
®APMAKOITIEMHBIN CTAHIAPTHBIH OBPA3EILL
TOCYIAPCTBEHHOM ®APMAKOIIEM POCCUMCKOM ®EIEPAILIMU

ITankpeaTus (JIunonuruyeckasi aKTUBHOCTH)
®CO0.2.1.00027
CEPHA: 001

1. HASHAYEHME: nns onpeneneHys NUIOIUTUYECKOM aKTUBHOCTY IIaHKpeaTUHA B MaTepuasax u
JeKapCTBEHHHX cpefacTBax. PapMakomelHL CTaHAapTHHE o0pa3el] IpefcTaBlieH B Gopme
ImaHKpeaTHUHA.

2. OBIIME YKA3AHUSA: odapMakomnelHbN cTaHAapTHEN oOpa3el pacdacoBaH BO (pIaKOHEI
TéMHOT0 cTekna. He momyckaloTcs K HCNonb30BaHUI0 3k3eMmusapl ®CO B MOBPEXAEHHBIX
¢nakoHax. ®makoH ¢ ®CO BCKpHBAIOT HENOCPENCTBEHHO mepef omnpepeneHuem. s
npepoTrBpamenus nornomenus ®CO Bnaru u3 Bo3fyXxa HEOOXOAMMO Iepesl BCKPLITHEM
BEIZIepXaTh (JIAaKOH TP KOMHATHOU TeMmnepaType He MeHee 30 MuH. [Tocne BCKphITUS (hIaKOHA
®CO xXpaHEHHIO He TOMJIEXKUT. ATTeCTOBaHHas XapaKTepPHUCTHKa «KaK €CTh» yKa3blBaeT Ha
cofepXaHHe OCHOBHOTO BelllecTBa B 00Ilell Macce obpasla.

3. VKA3AHHA MEP BE3OIIACHOCTHM: TonbKO [N HayYHBIX MCCJIefOBaHUU, pa3paboTok U
aHanu3a. [Ipumenenue ®CO He TpebyeTr cobiiOfeHUS KaKUX-NHOO CIeLMaAllbHBIX Mep
6e3omacHoCTH. [ToKymaTe U HOMKHBEL CaMOCTOSTENIBHO OIIpefesiiTh PUCKHM, CBSI3aHHbEIE C TOBapaMu
U IPUHUMATh COOTBETCTBYIOIIME Mephl 6€301MacHOCTH, BKIIl0Yas MPefoCTaBlIeH’e JeiCTBYIOIIen
uHpopMaLuu, 000pyaoBaHus U 00y4eHuUs JIUIl, BCTynawmux B KOHTAakT ¢ CO.

4. TIOOTOTOBKA K IIPUMEHEHMIO: nepep ucnonb3oBaHueM PCO He0OXOAUMO NPOBEPUTH
CPOK [IeHCTBUS, KOMIIEKTHOCTh, YIIAKOBKY U HaJIUuKhe 3TUKETKH.

5. YVCJIOBUA U INNOPAIOOK INPUMEHEHMUS: pactBopsl, comepxkamue ®CO, monKHE OLIThH
KHCIO0JIb30BaHH cBexenpurotoBiaeHHbIMU. ®PCO He mpegHa3Ha4deHBl NI MEOUIUMHCKOTO U
BETEPUHAPHOI'0 MCIIOJIb30BAHHUS.

6. VCIIOBUA TPAHCIIOPTUPOBAHUA U XPAHEHHUA: ®CO fonkeH XPAaHUTLCS B CyXOM
3allMIIeHHOM OT CBeTa MecTe IIpu TeMmepartype oT 2 °C go 8 °C. TpaHcnopTHpPOBaHKE BO3MOKHO
npu Temnepartype oT 2 °C po 8 °C BceMu BUIaMH TPAHCIIOPTA.

7. TAPAHTHH: OI'BY «HIIOCMII» Mun3npaBa Poccuu rapaHTUPyeT, 4YTO Ha MOMEHT Mepenadu
IepeBO3YUKY, OTBETCTBEHHOMY 3a HOCTaBKy IMOKyIaTenl, ToBap ObJI MPUIOMEH [Jis
HCII0JIb30BaHUs B COOTBeTCTBUY C ['® PO 1o HadHaueHUI0. HUKaKUX APYTUX rapaHTHH, ABHBIX UK
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nogpa3ymeBaeMuix, ®I'BY «HIIOCMII» MunisnpaBa Poccuu He pmaer. ®I'BY «HIIDCMII»
MunspgpaBa Poccuu He rapanHtupyetr, 4to PapMakonelHHN CTaHAapTHBIM oOpasel OypeT
COOTBETCTBOBATh KOHKPETHHIM OXHIOAHUAM IOKYyIaTes.

8. OTBETCTBEHHOCTDb: OTBETCTBEHHOCTH 3a NPUTOOHOCTDH
dapMaKoIeHOro CTaHOAPTHOro o6pa3iia K NPUMEHEHHUIO B UCIIBITAHUSX, HEe ONUCAHHBIX B [© P,
JIeXXUT Ha nonb3oBaTtene. PI'BY «HIIOCMII» Mun3npaBa Poccuu He HeCceT OTBETCTBEHHOCTHU 3a
mo6oii ymep6 u3-3a ucnoib3oBaHus PapMakKoIeHHOro CTaHAAPTHOIrO oOpaslia, BKIKYasd, HO He
OrpaHHYHUBAsCh, MOTEePI0 OU3Heca, OTepl0 NPUOBIIM, NOTEPI MCIOJb30BaHUs, YIYL[EHHOU
BBITOIbI, 3aTPaThl Ha MpUOOpeTeHHe 3aMEeHSIOUMX TOBApOB, YCIYT UJIU CUCTeM, WK 3a JIH0ne
KOCBEHHEBIE, CIlelMaJibHble, ClaydYaiiHble, mTpadHble yOBITKY, HE3aBUCUMO OT NPUYUH MK
BCJIE[ICTBME KOHTAKTa, ITPaBOHAPYIIeHUs UIU 1100601 APYrod OTBETCTBEHHOCTH, T.K. IIOKYIIaTellhb
OB IpeaympexXaeH 0 BOSMOXKHOCTH TaKUX YOBITKOB UJIH PACXOM0B.

9. HIMTUPOBAHHME: npu UTUPOBAHUHU I10JIb30BATENIU JONKHBE YOEMUTHCS, UTO JII00asd CChIIKa Ha
dapMaKONeHHEH CTaHOApPTHHU o6pa3sel B no060# nybnukanuu, Npe3eHTALUW HIIH
006IIIeJOCTYITHOM JOKYMEHTE COflepkKaT TOYHOe Ha3BaHMe U PeeCTPOBHIM HOMEp, a TaKkKe TOYHOE
Ha3BaHHe ¥ agpec O®I'BY «HLI9CMII» Mun3npaBa Poccuu, yKa3aHHBIe Ha II€PBOM CTPaHUIE
OAHHOU UHCTPYKIUH.

PykoBopuTtens Cinyx6s ®CO u
(hapMaKonenHbIX UCCIIeTOBaHUMI

CTangaptiny
X O
bapmakoneiiyesy

&9@ . %
N * MOCKEA 002
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