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I O6urue cBeAeHHq
1.1 fouaarEn (Gonadinum). 

i

MexgyHapoAHoe HerIareHToBaHHoe Har.rMeHoBaHr.re aKTr.rBHofi saprvraqeBTr.rqecKofi cy6cmnquu:
roHaAopenuu (gonadorelin).

1.2 JlerapcrBeHHffI Qoprr,ra: pacrBop AJrfl rroAKoxnoro u BHyrpr.rMbrrrreyHoro BBeAeHrE.f,.
1.3 B 1 MJI npe[apara B Katlecrne AeftcrByrouero BerrlecrBa coaepNrl{c s 0,0524 Mr rcHaAopeJrr.rHa

auerara (coornetcrnyet 0,050 Mr roHaAopenuna), BcrroMorareJrbHbre BeurecrBa: HarpLtflx.[opr.rA, Ha-rparfl,
AurugpoQocSat guruApar, Al{Harpraa Qoc$ar AoAeKarr{Apar, 6eusruonrrfi rcrrxpr, BoAa An, uHrerquii.

1.4 IIo BHeIrrHeMy BI{A}'[pelapar [peAcraBJrrer co6ofi pacrBop or 6ecqnerHoro Ao cBerJro-xeJrroro
uBeTa.

1.5 llpeuapar Bblrlycraror Bo $raxonax r.r3 reMHoro creKJra uo 10 MJr, Koropbre yKynopr.rBaror
pe3IIHoBbIMtl upo6rarra[ I,I 3aKarblsa]or KoN,r6r.rHr4poBaHHhrMr.r KoJrlaqKaMr.r.

1.6 llpeuapar xpaHsr LI TpaHcnoprr{p}'}or B yraxoBKe npeAlpr4srr.rs-npor.r3BoAuTeJrr, B 3arrlr4rrleHHoM
or cBera Mecre npu reMneparype or 2 "C lo 25 oC. Xpanurb B Mecrax, He4ocryrrHbrx Anrr ,uerefi!

1.7 Cpox roAHocru rlpelapara - ABa roAa or Aarbr rpor43BoAcrBa npu co6ruo reHkru ycronufi
xpaHeHufl LI TpaHcnoprl{poBaHllq, rocJre nepBoro BcKpbrrr{s ynaxoBKr.r -- 28 cyroK npr.r yxa3aHHr,x
ycnoBl'If,x xpaHeHHr. He npuueusrb rro t4crer{eHur4 cpoKa roAHocrr.r upeuapara. flpenapal yH}rqroxaror
B coorBercrBr.r[ c rpe6onauusMr.I3aKoHoAarenbcrBa. .1

1.8 Oruycraerc, 6es peqeura Berepr{Hapuoro Bpaqa

2 OaprvrarcoJrorrrrrecKue cnoft crna
2.1 llpenapar oruoclITcx x $apuaKoreparreBru.recrofi rpyflfle: ropMoHbr rr.rrrorarraMyca, runo{lu:a,

f oHaloTpolr{Hbr r.I r{x aHTatoHHcTbr.
2.2 Bxomruufi e coclaB rpenapara cuHTeruqecxuft rosaAopenlrH arlerar npeAcraBnser co6oft

aHaJIor ecrecrBeHHoro roHa,qorpolr4H-peJru3HHr-ropMoHa. Auaroru.{uo npupoAHoMy roHaAopeJrr.rHy
npenapar I{HAyUHpyet o6paronauue LI BblAeneuue Qorrr.rKynocrr.rMynr{pyrcUero r.r Jr}orer.rHr{3r.rpyrculero
ropMoHoB I,I3 aAeHorl,Ilo(fusa. fouagopenuu npr.rBoAr.rr K yBenr.rqeHurc ceKpeuulr rnuo$u:ou
JIIoreHLI3LIpyIouero ropMoHa. flosHmeuuufi yponeub JrroreHr43upyrcqero ropMoHa B KpoBr{ xr.rBorHbx
cuoco6cmyer Sol.uuxyJloreHe3y, oBynf,rlr4[ (ponmrxynoB H flporBneHr.rlo nbnonofi oxorbr.

2.3 tlpu [apeHTepanbuoM BBeAeHLIu nepuoA nonypacrraAa roHaAopenr,rHa arlerar]a cocraBJrrer
8-i0 rr,tuuyr. llpeuapar 6srcrpo Naera6orprsrapyercs B opraHrr3Me xr.{BorHbrx r.r Ao 90 % BbrBoArzlc, c
uoqofi B Br.rAe aMuHoKr,rcJror.

2.4 llper,apar no crerreHll sosAeftcrsI,I, Ha opraHr,r3M orHocrarcfl K BerrlecrBurM MirrroolacHbrM
(4 KJIacc oracHocru Iro |OCT 12.1.007-76), a raKxe He o6raAaer certculutu3r.rpyroruuM,
su6puororcuqecKr.rM, TeparoteHHhrM r.r MyrateHHbrM,{efi crsprela.

3 lloprgox rprrMeHeHrrfl
3.1 llpenapar rIpLIMeHflIor Anfl perynflrlr.ru Bocrpor43BoAr4TeJrbHofi Qynxuulr y KpynHoro pomroro

cKora, cnuuefi, lorua4eft, co6ax r.r KpoJu4Kos. Ha3uaqaror KpynHoMy poraroMy cKory 4nfi vHAyKrrrr[
oBynsqLIH (ponnr,rrynoB IIpH Aeouqure JrroreHHr.r3r.rpForuero ropMoHa, 

.cHHxpoHr{3arIHH oByJrrrluu,
crLIMynf,III{u Qyuxqnn ,urrH[KoB B [ocnepoAoBoM rrepproAe, a raKxe npr,r (polmKynrrpHbrx Kacrax
.flI,ItIHlIKoB. CeuHoN{atraM flpenapar [pHMeHqIor Anfl cr.rHxpoHr43auraLr oByJIflIII{u, rloBbrrrreH}rs
ornoAorBopseMocru. Jloruau.su flpenapar npr{MeHsror npr{ HapyrreHuu flonoBoro qrrKJra (orcyrcrnue
TerrKI4, aIILIKnLIvHaiI reuxa) u ilIts. r{HAyKrlr.ru oBynflqr.ru. Cyrala r,r Kponbqr.rxaM Anq crr.rMynflur.ru oBynr{rIHH
r.I MHOrOIIJIOI.IJ'fl.

l&

u rrpoAoBenbcrBexrroro xagaopa)5q * so"ro



3.2 KpynuoMy poraroMy cKory rpenapar BBoArr BHyrpr{MbrrueqHo B ro3ax:
- flpu repcrlcreHquz QonnuKylra il 3aAepxKe oBynrqru - 2 MJr Ha xr.rBorHoe za 2 uaca go

rdcKyccrBeHHoro oceMeHeHus r..r qepe3 2\acalocJre Hero;
- .{n, clIHxpoHI43aIII.Iu oBynrIIIaI{ nocJre cHHxpoHH3arIr.rH oxorbr - I un Ha xr.rBorHoe;
- In crl'lMynflIJuLr ftynrquu .f,IasHLIKoB B nocnepoAonufi nep]roA - I rrm Ha xr{Boruoe Ha 12 gew,

locne poAoB;
- Ars JIeqeHut onap'wmbHblx ($onnnrynxpurrx) Kr.rcr - 2 vl naxr.rBorHoe.
3.3 CsHursN,I rnri cL{HxpoHH3aIIpIu oBynflrlr{u u noBbrlreHpu olnoAorBopreMocrr{ BBoAflT

BHyTpr{MbrrxerrHo t4Jrr{ noAKoxHo B AO3aX:
- cBrrrroMarKaM - 0,5-1 un Ha xr,rBorHoe;
- peMoHTHbrM cBr,rHr(aM - 1-1,5 MJr Ha xr4BorHoe.
3.4 llottl'alaM npLI orcyrcrBllu reqKr.r, arlprrrr.rrrHofi re9xe, AJrfl Br,r3oBa oBynrqprr4 [pelapar BBoArr

olHorparHo BH),Tpr,IMbrlrreqHo B Ao3e 2y,ltua xr{BorHoe.
3.5 Cyxau Anfl cl'I,IMynrqLIH oBynil\Lrvr 14 MHoronnorr,rfl BBoArr oAHoKparHo noAKoxHo Hn1r

BHyrpr.rMbrrxer{Ho, nepeltr nepnofi u3Koft, B.qo3e 0,5-1 nrn Ha xHBorHoe.
Ko6eJrqN,I npLI KpI{1rropxI,I3Me, AJIfi cruMynrqrlu cnepMaroreHe3a pr uolonoft floreHrlr{H BBoArr

noAKoxHo I4JII'I BHyrpHMbIIuer{Ho B Ao3e - 0,5-1 MJI Ha xr.rBorHoe, Tpr,r-r{erbrpe pa3a c r.rHTepBanoM
4-5 luefi. ,

3.6 Kponrquxanr 'ans I4HAyKIII,Iu oBynrqr,ru npenapar BBoAflT oAHoKparHo roAKoxHo urrur
BHyrpilMbrlreqHo B Ao3e 0,2 ut Ha xrrBorHoe.

3.7 IIpouaBonoKuBaHI4eM K npnMeHeHr.rrc [penapa'ra flBrflercq rroBbr[reHHtur HHAr.rBr.rAyanbHarr
tIyBcrBI4TeJIbHocrb xt4BorHblx K KoMnoHeHTaM IIpeflapara. 3anpeqaercx fipr.rMeHrrb npeflapar
ocla6lenrruu, He AocrHttrII4M norosofi 3penocrr4 xr.rBorHbrM, a raKxe np, ocrpbrx Sop1aax
:a6oresaHufi.

3.8 CrarranroMbr nepeAo3r{poBKr,r y xr,rBorHbrx He BburBJreHbr.
3.9 3anpeqaerc, npuMeHrrb nperapar 6epenaennuM xr.rBorHbrM.
3.10 IIo6oqHbIx ,BJIeHufi u ocloxHenuft y xllBorHbrx rpu rrpnMeHerruu rrpetrapara B coorBercrBr,ru

c Hacroquefi uHcrpylcquefi, KaK IlpaBr.rJro, He ua6lroAaercs. y xr,rBorHbx c nosuueHuofi
uugunugyalluofi qyBgrBI'ITeJIbHocrbIo K KoMnoHeHTaM npeflapara Bo3MoxHo rrpofiBneHlre
anneprrqecKl{x peaKuuil. B sToM cnyqae np}rMeHeHr.re npelapara nperparqarcT, npu ueo6xoguruocru
rla3Haqaror aHTLIrHcraMzHHbre cpeAcrBa, npoBoAflT cLIMlrOMarI,IqecKoe JIeqeHI,Ie.

3.11 Cnnepretu'Iecrufi e0{erct rpIa npr{MeHeHr,rr4 npenapara ua6rrcgaerc, or xou6HuzponanHofi
repanHl'I c $olJruxynocrl,IMynllpyrctullM ropMoHoM, oco6euno y xuBorHhx c HapyueHHbrM
[ocnepoAoBblM noJIoBbIM III'IKIOM. C 4pyruull ropMoHzInbHbIMLI [peflaparaMr.r coBMecrHoe [pr,rMeHeHr.re
He peKoMeHlyercr. flpenapar He cneAyer cMeIIrI4Barb B oAHoM rxnpuue c Apyrr.rMr.r Berepr.rHapHbrMg
neKapcTBe HHbTMH [penapaTaMr].

3.12 rlpo4yrqraro x,BorHoro npoucxoxAeHrr, flocJre npr,rMeHeHr,rfl [penapara pa3perxaercfl
r{cnoJrb3oBarb B nr,rueB}Jx rleJlf,x 6ea orpanuqenufi.

t 
nMeprr npo6n;raxrrrKrr

4.1 llpr'r pa6ore c fipenaparoM cneAyer co6rroAarb Mepbr ru.rnofi rnrrreHbr r.r rpaBr.rna rexHurr.r
6eeouacuocrl'I, [peAycMorpeHHble trpu pa6ore c Berepr.ruapHbrMr.r neKapcrBeHHbrMr.r flpeflaparaMr.r.

4.2 lrtolsu c r[repuyBcrBl,ITeJlbHocrbro K KoMrroHeHTaM flpeflapara cneAyer r,rs6erarr rrprMoro
KoHTaKTa c npefiaparoM. B cnyqae [poqBneHl4, aJrJreprr.r.recxofi peaKrlr4r,r urfii rrpil clyraftuou
II0IIaAaHI'II'I npenapara B opraHll3M rreJroBeKa cJreryer HeMeAneHHo o6parurLc, B Me.{HrIuHcKoe
yrrpexAeHl'Ie (npu ce6e Iauem LIHcrpyKuLIm no npuMeHeHr4ro npeflapara nma erurerxy).

4.3 IIpu pa6ote c npeflaparoM 3anpeqaercf, [r.rrb, Kypr.rrb, flpurrr{Marb uur{y. flo oxoH.raHupr
pa6orrr neo6xoAlllto rIrIareJIbHo BrlMbrrb pyKr.r c MburoM. flpu cnyuafinona KoHTaKTe [peflapara c roxefi
r4[tu cIrvI3ucrbIMI'I o6oloqrauu, ux Heo6xoAr.rMo npoMbrrb 6olrruprrrt KorurrecrBoM BoAbr.

4.4 Ilycryro ynaKoBKy I'I3-noA rlpeflapara 3alpeqaerc, r{c[oJrb3oBarb grr 6srronrx qerefi, ona
no.qnexuT yrr4lrfi3apu c 6rnonuMr.r orxoAilMr.r.

:

s.l B cnyqae Bo3r{r.rKHoB:#'#HX##'r'J#;J"'#J#}}'Jo.r,uoura, ero ucnon'3oBaH,e
npeKpalqalor vt norpe6urelr o6paqaetcx B rocyAapcrBeHHoe BerepnHapHoe yqpexAeHge, Ha
Teppr{Topura KoToporo oH HaxoArrTcr.



BerepuuapHblMll crretluilnucrilMu groro yqpexAeHufl [por.r3Bo [!rrcs, r.r3yqeHue co6ruoAeuufl Bcex
lpaBl{n no npI{MeHeHLIro npenapara B coorBercrBr{r.r c r{HcrpyKuuefi. IIpu rroATBepxAeHr.ru BErqBJreHr.r,
orpl{UareJlbHoro nosAeficTsufl npenapara Ha opraHpl3M xr,tBorHoro BerepuHapHbrMr.r c[eq]ranrrcraMg
or6upalorcr upo6u n ueo6xoAtlMoM KoJILIqecrBe Anfl npoBeAeHr,rq la6oparopHbrx Hcrrbrraur4it,[uurercs
arr or6opa npo6 n HaflpaBnflercfl B rocyAapcrBeHHoe yqpexAeHr.re <Beno:pyccxufi rocy,qapcrBegnufi
netepunapnrtfi IIeHrp> ('Pecuy6nraxa Eerapycr, 220005, r. Mnncx, yjr. Kpaqrera, 19A) Irrfl
nOATBepXAeHI{.f, COOTBeTC'IIBLI{ HOpMaTI,IBHbTM AOKyMeHTaM.

6 Ilo.nuoe HaHMeHoBaHrre flpou3BoArrreJrfl
6'l O6ruecrBo c orpaHuqeunofi orBercrBeHHocrbro (EEJI3KOTEXHI4KA), rep. flpolrururennbrfi,

9,222823, r.n. Cnuclour, flyxou.rcxplfi pafion, Muucrag o6racrr, Pecuy6.rruxa Eelapycs.
Aapec npol{3BoAcrseHuoft rrJrorrlaAKr.r: uep. llpounuueuusrft ,913, r.n. Csrcroqr.

I'lncrpyrqnq no [pnN{eHeHLIIo nperapara pa:pa6oralra corpyAHr.rKaMu YO <Burelcrcas opAeHa
<3uax floqera> rocyAapcrBeHHarr axaAeMr.r, Berepr4Hapuofi rraeArrlr.rHbr) (B.B. IlerpoBbrM, A.A. E'enxo,
!.C..flryceBllr{eM, H.B. Eapranonoft) z OOO (EEJI3KOTEXHI4KA) (M.IO.rlafxo).
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