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MHCTPYKIIUA
10 BETEPUHAPHOMY TIPUMEHEHHUIO JIEKapCTBEHHOTO Tpernapara
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(Opranumsanusa-paspadorank: 3AO «HIII «Dapmaxcey,
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Homep perucTpaioHHOrO y10CTOBEPEHNU:
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I. O6uue cBenenus

1. ToproBoe HaMEHOBaHMWE JICKAPCTBEHHOI'O IIpemapara /il BETEpUHAPHOIO IIpUMEHE-
Hus: buorens 5 (Biogelum 5).

I'pynmupoBoyHOE HANMEHOBAHUE: IPOIIOJIHC.

2. JlekapcTBeHHas (opma: renp Ui IpruemMa BHy TPb.

buorens 5 B kauecTBe neiicTByromero BemecTBa B 100 MII cOTEp>KUT SKCTPAKT IPOIIOIUCa
- 5,0 1, a B KaueCcTBE BCIIOMOTaTeNIbHBIX BEIIECTB: HATPUIT-KapOOKCUMETHIIIEIUIIONIO03Y OUHUIIEH-
HYIO, KaMe/lb KOH)KaKOBYI0, [NIFOKO3Y W BOAY OYHUIICHHYIO.

3. Ilo BHemHEMY BUy Ipenapar MpeiCcTaBIsieT co00M HEMpO3pauHyl0 Maccy MOIYKH/I-
KOM KOHCUCTEHIMHM (Tejib), OT CBETIO-XKEITOTO JIO XKEJITOTO ¢ KOPUYHEBHIM OTTEHKOM I[BETA.
ITpu xpaneHuu o1y ckaeTcs 00pa3oBaHUe 0CallKa, HCUE3A0Iero IPHU B30aITHBAHNH.

Cpok romsoctu buorens 5 B 3aKphITOH YIAKOBKE OpraHH3aIMU-TIPOU3BOAUTENS TIPH
COOIIONEHNH YCIIOBUH XpaHeHUs - 12 MeCsIeB ¢ JaThl IPOM3BOACTBA.

3ampenaercs NpUMEeHATh broresns 5 mociie OKOHYAaHUS CPOKa TOIHOCTH.

4. Briryckaror buorens 5 pacgacoBanusmv 1o 100, 230 M1 B monuMepHbie (GIIaKOHEI C Ha-
BUHYMBAEMBIMU KPBIIIKAMU C KOHTPOJIEM IIEPBOTO BCKPHITHS.

Kaxayro equHuUIly GacoBKM COMPOBOXKIAIOT MHCTPYKIUCH TI0 TPUMEHEHHIO.

5. XpasAT JIeKapCTBEHHBIH Mpernapar B 3aKphITOi YIIAaKOBKE OpraHU3aIliH-TIPOM3BOIUTENS, B
3alUINEHHOM OT BJIAI¥ YU IPSMBIX COIMHEYHBIX JIy4Yel MecTe, OTACIbHO OT MPOAYKTOB MUTAHU U
KOpPMOB, IIpH Temieparype ot 0 go mroc 25 °C.

6. brorens 5 ciexyer XpaHUTh B MECTaX, HEAOCTYITHBIX IS IeTEH.

7. Hencrnionb30BaHHAIM JICKApCTBEHHBIN IIperapar yTIIU3UPYIOT B COOTBETCTBUU C Tpe-
OOBaHUAMM 3aKOHOAATEIHCTRA. :

8. YcnoBus otiycka: 0e3 perenTa BeTepIHHaAPHOTO Bpada.

II. ®apmaxonoruueckue CBOMCTBA

9. buorens 5 oTHOCHTCS K (PapMaKOTEPAIIEBTUIECKOM TPYTIIe: HMMYHOMOIY/ISTODEL

10. ITpononuc, Bxopsmmii B cocTaB mpernapara, 001aiaeT aHTUCEIITHYECKIM U IIPOTHBOBOC-
NaJTUTENTbHBIM JEHCTBUEM, OKa3hIBaeT CTUMYJIMPYIOIEe NEWCTBHE HAa €CTECTBEHHYIO PE3UCTCHT-
HOCTh OpraHW3Ma TEJIAT U NOBLIIIAET UX MMMYHHTET, O0OBOIAKUBAET CIIU3UCTHIC 00OIOUKHU ¥ Mpe-
IS TCTBYET BCACBIBAHUIO TOKCHUECKIX BEIIECTB.

ITo cremenn Bo3zelicTBust Ha opranu3M buorens 5 comtacao 'OCT 12.1.007-76 otHOCHT-
Cs1 K BEIECTBaM MaJIOOIIACHBIM (4 KJIacc OMacHOCTH).

IIT. TIopsmox mpuMeHEeHMS

11. buorens 5 mpuMeHSIOT ISl TPOGMIVIAKTUKM ¥ JICYeHHs 3a00NeBaHUH SKeTyJ0uHO-
KUIICYHOTO TPaKTa Y TEJIAT.

12. IlpoTrBOonOKasaHueM K IPUMEHEHUIO Buorens 5 SBIsSeTCs MOBLIIEHHAS WHIUBHIY-
aJbHasl 9y BCTBUTCIILHOCTH JKUBOTHOTO K KOMIIOHEHTaM Ipernapara (B TOM YKCIIE B aHAMHE3E).

13. TIpu npumenernu buorens 5 cienyer cobmonars 00Iye IpaBuiIa JMIHON TUTHEHB 1
TEXHUKU O€30IIaCHOCTH, NPETyCMOTPEHHbBIE MPU paboTe ¢ JIEKAPCTBEHHBIMH IIPENapaTaMH.
JIromsiM ¢ rUTepIyBCTBUTEIBHOCTRIO K KOMIIOHEHTaM Mperapara ClIenyeT M30erars IpsMoro



xoHTaxTa ¢ buorenem 5. Ilpu ciydalfHOM KOHTAKTe Hperapara ¢ KOKell WK CIU3MCTHIME 000-
JIOYKaMH¥ IJ1a3, UX CJIEMYET MPOMBITH OOIBIIAM KOIUYECTBOM BOJLL. B ciayuae IOABICHNA ajl-
JEPrUYECKUX PeaKlUid WK MIPU CIy4YalHOM MOIaJaHuy [Iperapara B OpraHu3M 4YeloBeKa Clie-
IyeT HEMEIJICHHO 00paTUThCS B MEAUIIMHCKOE yupexaeHue (pu cebe MMETh UHCTPYKITUIO T10
IPUMEHEHUIO Iperapara Wik dTHKETKY). IlycTyro Tapy u3-Iof JeKapCTBEHHOTO IIperapara
‘3aIpelaeTcs UCIOMB30BaTh I OBITOBBIX II€JIei, OHA IOUIEKUT YTHIHU3AIUA C OBITOBBIMU OT-
XOTaMH.

14. Buorens 5 He mpeqHA3HAUEH IS IPUMEHEHUsS O€pEeMEHHBIM, JAKTUPYIOIIUM U KOp-
MSIIAM CaMKaM.

15. buorens 5 HazHaA4YalOT TeiATaM €XEIHEBHO BHYTph. llepen mpumeHeHHeM Iperapar
PEKOMEHTYeTCs IIOAOrPeTh N0 Temueparyphl (40-42) °C u TmarensHO B30ONTATH 0 IOTyYe-
HUS OJTHOPOJHOM Macchl. [Ipenapar Ha3HAYAIOT:

— € NPO(UIAKTUIECKOH IENb0 - B 03¢ 1-2 MI/KT MacChl JKHBOTHOTO 2 pasa B CYTKH
IICPE/T BEITOMKOM MOJIO3UBA WU MOJIOKA B TEYEHHE MIEPBBIX 2-3 CYTOK MOCIE POXKICHUS;

— ¢ J1e4eOHOH LENIBIO - B 103€ 3-5 MII/KT MacChl )KUBOTHOTO 2 pasa B CyTKH 3a 30-40 MuHYT
110 KopMmuleHHs B TedeHue 5-10 grei.

16. IT0OOYHBIX SIBIEHUI U OCIOKHEHUH MPY IPUMEHEHHM BHOoTels 5 B COOTBETCTBUH C Ha-
CTOsIIEN WHCTPYKIMEN, KaK IIpaBmiIo, He Habmonaercs. [Ipu MOBEIIEHHOW WHAWBYITY aIbHON
YYBCTBUTE/ILHOCTY )KMBOTHOIO K KOMIIOHEHTAM JIEKAPCTBEHHOTO ITperapara ¥ MOSBICHUM ajl-
JCPrUYCCKUX PeaKIyii ero IpUMEHEHUE MPEKPAITAOT U MPU HEOOXOIUMOCTH Ha3HAYAIOT aHTH-
rUCTaMUHHBIE TIPETIapaThl.

17. CuMnToMsl Iepeio3UPOBKY JISKAPCTBEHHOTO Mperapara y TeJIST He BEIABICHEL.

18. brorens 5 He cieqyeT NPUMEHITH OJHOBPEMEHHO C IPYTUMHE JICKAPCTBEHHBIMU IIpe-
IaparaMy Uil IepOpaJIbHOTO MPUMEHCHU.

19. OcobennocTeil nefCcTBYS T€KapCTBEHHOTO Mpernapara Mpu ero MepBoM IIPUMEHEHHN
1 OTMEHE HE YCTaHOBJICHO.

20. Cnenyer m3berars HapyIIEHUs CXEMBI IPUMCHEHUS Iperapara, Tak Kak 3TO MOXKET
IPUBECTU K CHIDKECHHUIO TepaleBTU4ecKod 3ddexruBHOCTH. B cimydyae mporrycka OmHOM T03H,
IPUMEHEHHE IIpeTiapara clefyeT BO30OHOBUTH B TOH JKe JT03€ U I10 TOM JKe CXEME.

21. I1ponyKimiro KUBOTHOTO NPOUCXOXICHIS, TIOMYICHHYIO OT YKMBOTHBIX [OCIIE IPHMEHEHNS
brores 5 B COOTBETCTBHUH € HACTOAIIEH MHCTPYKIMEH, HCIONB3YIOT 0€3 OrpaHIeHIIA.

HawveHoBanve u aipec NpousBoICTREHHOM miomak  3A0 «HIIIT «®apmaxcy, 610033,
NPOU3BOAUTENIS JICKAPCTBEHHOTO Tpemapara il Poccus, . Kupos, yin. Conaeunas, 1. 7.
BETEPUHAPHOI'O IIPUMEHEHUS.

Harivernopanme, anpec OpraHu3alliiy, yIOMHOMOdeHHOH — 3A0 «HIIII «®apmakcy», 610033,
JACPIKaTeJIEM WA BIIAJICNIBIEM PErUCTPAMOHHOIO  Poccws, I. KI/IpOB, ViL. Comnnevnas, a. 7.
YIOCTOBEPEHUS JIEKAPCTBEHHOIO IIperapara Ha

[IPUHATHE IPETEH3UHA OT MOTpeOUTEN.

M.B. Pampxarosa




