UHCTPYKITHA
110 MIPUMCHEHHEO [Inanenrsl AeHaTypHPOBAHHON DMYNEIHPOBAHHON s
unpexunil (I11D) st TpodHIaKIMKN W IEUEHHS 3HXOMETPHTA B MACTHTA Y KOPOB 1
CBUHOMATOK, TIPH 3aNEPAKAHMH TTOCNEAA ¥ KOPOR

(opranusauus-paspaboTank 3A0 «HIIT «Dapmakcy, T. Kupos)

I. Odume cpenenus
1. Toprosoe HamMeHOBAHME ICKApCIBEHHOTO Mpenapara: Ilmanedra JICHATY PUPOBAHHAS
oMyJaprHpoBanHad Juis uabekuuit (LI19) [Placenta denaturata emulgata pro injectionibus
(PDE)].
MexnyHApOIHOES HENATEHTORAHHOE HAZBAHUE: OTCYTCTBYET.
2. JlekapcreenHas (opma: Cycrien3us sl HHbEKIHIA,

IIAD conepxur B KauecTBe MACHCTBYIOIIEIO BEIICCTBA OGHOIOTHMUSCKH AKTHBHEE
KOMHOOHEHTHL  ([CNTHABl,  HYKICHHOBBIE  KHCIOTBI,  TEKCYPOHOBBIE  KHCIOTH)
ACHATYPUPOBAHTION NAANEHTE] - 280 MI/MII, B KA4€CTBC BCIOMOTATCHBHOTO BEMICCTRA - BOLY
s uabekuui 1o 1 mo. Tlo BHewmemy By npenapaT mpejctaBmser coGol CycreHsmio
Genoro HiK 0€J10T0 ¢ KENTORATHIM OTTEHKOM IBETA.

3. BemyckaoT npenapar pacdacosamubiM o 10, 50, 100, 200 u 250 MI B CTCK/SIHHLIC
thaakonsr wrn mo 400, 450 u 500 M1 B CreknAHHBE GYTHLIIKH IepMETHUHO YKYTIOpEHHBIE
PC3HHOBBIME IIPOOKAMH, YKPEIIEHHEIMH ATFOMHHHEBBIME KOIITATKAMH.

4. XpauaT IeKaperBeHHbIH TIpenaparT B 3aKpHITOR YIAKOBKE MPOH3BOAMTENS R CYXOM,
SALUMHICHHOM OT NPSMBIX CONHEUHLIX JIyuel MecTe, OTHeNBHO OT 1pOAYKTOB NHTAHUA U
KOPMOB, TipH Temmeparype ot 4°C no 10°C.

CpoK FOAHOCTH NEKapeTBEHHOTO HperiapaTa npy coOSMOASHNH YCI0BHi XpaHeHHs 2 rona
CO A4 TIPOU3BOACTBA. 3aTIPELIACTCS HCMOb3OBANNC [IPENapaTa MoCIe OKOHUAHITT CPOKA €TI0
FOHOCTH.

5. THID cienyer XpaunTh B HEAOCTYIIHOM [UIS IeTel MecTe.
6. Hencronp3oBaHHbIH TIPEAPAT ¢ HCTEKIINM CPOKOM TOJHOCTH YTHIH3HPYIOT B
COOTBETCTBHH C TPeOOBAHHUAMM 3aKOHOMATEIBCTRA.

1. dapmakosoruyeckue cBolicTra

7. Dapmakosoruueckas Ipynia -~ TKAHEBHE NperapaThl. BXOAANME B cOCTaR nperapara
OHOOrMYECKH  AKTUBHKIC BELUIECTRA IALCHTH  (HYKICHHOBHIE KHCTIOTBL,  TIETITHII,
I'CKCYPOHOBLIC KHCTOTHI, AMUHOKUCITIOTHE, HEHACHIIEHHBIE JKUPHBIE KNCIIOTH, BHTAMAHG! i
JAp.) YCKOPSIOT TIPOUECCHl  BOCCTAHOBNEHHS [OBPEHKISHHDIX TKAHEH, CTHMYIHPYIOT
HONOBYIO  (JYHKIWIO  SKMBOTHBEIX, OONAJAlOT  1POTHROBOCTIATHTENHHIM JeHCTBHEM,
HOJOKHTCILHO BIMAIOT HA PENapariBHEIC IPOUECCh B TKAHIX, HA GOPMHPOBALHE 0GIICr0
H IJIETOUHOrO HMMYITHTETA OPTaHU3MA B3POCIOTO TIOTONOBLA M MOJOTHSKA.



Lo crenenu BosyeitcTang Ha opranusm ITJ[D oTHOCHTCS K 4 KTacCy ONACHOCTH COJIACHO
TOCT 12.1.007 (sewecrsa manoonacHke). B pexoMeHAyeMbIX 103aX M KOHUEHTPAIHIX He
OKa3hIBACT MECTHO-PA3APAKAIONIEIO H pe30piTHBHO-TOKCHYECKOTO NICHCTBIL.

IT1. TTops ok npuMeHeHns
8. 1ILD npumensioT 1nis npodHAAKTHKH M JIeYeHHs SHIOMETPHTA H MACTHTA Y KOPOB W
CBHHOMATOK, TIPU 38A€PKaHUY IIOCTEHA ¥ KOPOB.
9. Hporuponoxazannem K mnpuMmenennto TIJD spisieTcs MOBBILIEHHAS HHAUBHIYAIbHAS
UYBCTBUTEILHOCTE JKHBOTHOTO K KOMITOHEHTAM Nperapara.
10. TLAD BBOAST JKMBOTHBIM TTOIKOKHO HIH BHYTPHMBIICUHO.

Hng  npodUNaKTHKE 3MAOMETPUTOB M 3aepiKaHus nociena Ipenapar npuMensior
ABYKPATHO - HENOCPEACTBCHHO [OCIC POAOB H uepe3 72 gyaca: KOPOBAM MOIKONKHO B 1036
20 M1, CBHHOMATKAM BHYTPUMBIIIEYHO B 03¢ 10 ML '

C neuebuoii nenLIo Mperapar BBOAT:

- KOPOBAM TOIKOKHO: TIPH 3alepiKariii 1ociena B goze 30 Ml JABYKpaTHO ¢
HHTEPBAIOM 24-36 4acoB, NPU DHAOMETPUTE WIH Macturte B goze 20 mn 5-7 paz (zo
BEI3JIOPOBIICHN) ¢ HHTepBATOM 48-72 uaca;

- CBHHOMATKAM BHYTPHMBITICUHO NPH SHAOMETPHTE HIIH CHIJIPOME METPUT-MACTHT-
aramaktin (MMA) & ioze 10 mit 4-5 pa3s (10 BEI3AOpOBIEHNS) C unrepranom 48-72 waca.

11. CHMATOMBI IIepelO3HPOBKN Y JKUBOTHRIX HE BLIARICHD.

12. OcobentnocTelt neHcTBUA NEKAPCTBEHHOTO TIperapaTta MpH ero 1IEPBOM [IPUMEHSHHU H
NPH €10 OTMEHE HE YCTaHORIEHO.

13. Crenyer usberaTh mpornycka ouepefHoil 103bl IEKAPCTBEHHOTO npenapata mpu Kypee
UPUMEHCHHA, TPELYCMOTPEHHOro cXeMoif sieuenns. Ilpu ciryualiHoM yBemuueHnn marepsana
Mexay oOpaboTkaMu npuMencHEe Hperapata BO30GHOBIIOT B TOH JKe JO3e 10 TOH ke
cXeMe.

14, Tlpy TipEMEHEHHH NMPENAPATA B COOTBETCTBHH ¢ HACTOAIEH MHCTIPYKIHCH 110009HBIX
SBICHHH K OCTOKHEHUH, KaK TIpaBIIO, He Habmoacres.

15, llpuMenenne mpernapara  He UCKIIOUAET HCMOTb3OBAHMS UPYTHX  JCKAPCTBEHHBIX
CPEeACTR.

16. llpoayKIuio KHROTHOTO NPOHCXOMICHHI BO BpEMd W 10Cie mpumeHenus [[]D
paspemaeTes UCIoib30BaTh 0e3 OrpaHHUEHHI,

IV. Meprr muiHoi npodunakTaru
17. {Ipu pabote ¢ IIJI3 cnepyver cobnionats obume IIPABHUNA JIMYHON THIMEHBI H TeXHUKH
6e30MacHOCTH, NPEAYCMOTPCHELIE TpH paboTe ¢ TCKApCTREHHBIMM  LpenaparaMu. [lo
OKOHYAHHN PabOTLl PYKH CIE/TyCT BHIMEIT TEILTON BOMOM ¢ MLITOM.
18. JIiousaM ¢ THIePUYBCTBHTENBHOCTLIO K KOMIIOHEHTAM npenapata cleayer usberarh
pamoro xourakra ¢ HAD. TIpn ciyuaitaom xonrakre JICKAPCTBEHIOrO Nperapara ¢ Koxkeit
W CHH3UCTBIME ODOTIOUKAMH INa3, X HeoOXOAUMO HPOMBITH GOJIBLINM KOJTHYECTBOM
BOADL. B cilywae HOABIEHHS aascpruveckux peakumi wim NpU  CAYYAHHOM 1OTAJAHHH
peliapata B OPraHH3M  YCINOBEKA CHSAYET HEMCLIEHHO OGpaTHThes B MEIHITMHCKOE
YUPEKUEHHE (MPu cebe UMETH HHCTPYKITMIO 110 TIPUMEHEHHIO Tpenapara UK STHKETKY ).
19. Ilyeryio Tapy ws3-nmoj sekaperBeHHOrO npenapaTta  3anpeluaeress HCmoNL30BAThL JUIs
GHITORBIX LETeH, OHA NOMIEKIT YTHIM3AWME ¢ OLITOBBIMH OTXOJIAMH.
20. Opragusaims-uponsroautens: 3A0 «HITIT « ®apmakey, 610033, Poceus, T. Kupos, yn.
Connpeunas, 1, 7.

) Anpec Mecta npoussoacTea: 3A0 «HIT « Papmakey, 610033, Poccus, r. Kupos, yil.
Cosmearas, 1. 7.



Wncrpykmms paspabotana: 3A0 «HIUI «®apmaker, 610033, Poccust, r. Kupos, i
Conneunas, 1. 7. '

C yTBep:kIeNWeM HACTOALlEH MHCTPYKIUM YTPAYHBACT CHIY HHCTPYKLHS TIO
IPUMEHEHHIO IUTALICHTHI JEHATYpUpOBAHHON SMynsruposannoit (IT1113), yTeepnennas
PoccensxosnamzopomM 25 urous 2007 ropa.

Pexomenposano k perucrpauuu B Poceniickoit @enepauin OIBY «BI'HKH»





