10 BETEPHUHAPHOMY IPUMEHEHHIO JIEKAPCTBEHHOTO TPEIIapaTa
I'ectpenon® Karmiu

(Opranmsanus — paspa6oryux: 000 «HBIT «Actpadapmy, 117246, r. Mocksa,
Hay4nerit npoesn, mom 20, cTpoenwe 3, aTax 3, nomemenue I, komuara 35)

Howmep perucrpanuonnoro yRocrosepeHus: 77-3-11.17-388 1 NI IBP-3-3.9/02365

I. O6uue cBemenus
1. HamMeHnoBauue nexapeTsenHOro IIperrapaTa Ajs BETEpHHAPHOTO IIpUMeHe-
HUS:
TOProBo¢ HauMeHOBaHKe: [ecTpeHon® Kammm (Gestrenol guttae);
MEXKIYHAPOJHOE HENAaTEeHTOBAHHOE HAHMEHOBAHE JACUCTBYIOIUX BEIIECTR:
[IPOITMOHAT METIPEreHO A, STHHUI3CTPA KO,
2. JlexapcTBeHHast hopMa: Karmu s IIpHeMa BHYTPb.
Tectpenon® xamm BBIITYCKAIOT B IBYX JIO3HPOBKAX, CONEPXKALINX B KAUSCTBE
JEeUCTBYIOIUX BEIIECTB B 1 MIT:
- UL KOIICK»: MPONHOHAT Memperenona — 1,500 mr u STUHUIIICTPAIUON —
0,015 wmr;
- AT KOTOB»: NPONHMOHAT Memnperenona — 4,00 mr u STHHHUI3CTPATHON —
0,20 mr.
B xadecTse BcromorarensHex Bemects I ecTpeHon® Karmm CoJiepXkKaT: coe-
BO€ MacII0, BKYCOBYIO HOOABKY - 3 UPHOE MaCIIO MSITEL
3. Ilo BHemHemy BHZY TIpeTiapaT IpencTaBister cob6oi NPO3payHyo K-
KOCTE OT JK€ITOr0 10 JKEeNTO-3eJeHOr0 1BETA.
Cpox rogHocTH nekapeTBeRHOrO lpenapata npu CoOMOMEeHNH YCIOBUH Xpa-
HCHU, B 3aKPBITOH YNIAKOBKE IPOU3BOIUTENS — 2 TOJIa CO JTHS IIPOU3BO/ICTRA.
I'ectpenon® kammm SaIPEIIACTCs IPUMEHSITE 10 HCTEYEHUH CPOKA FOMHOCTH.
4. Tectperon” xammm BEIITYCKAIOT pacacoBaHHBIMU 1,5 i 2,0 MiT BO dnaxo-
HBI IOUSTHIICHOBBIE C HACA/IKaMU-103aTopamu. Drakon TONU3TUIIEHOBEIH yKY-
OPHBAIOT HABUHYMBAEMOH KpEIIIKON C KOHTPONeM IIEPBOT'O BCKPBITHS, YIIAKOBEI-
BAOT B OIMCTEP M IOWITYYHO YIAKOBEIBAIOT B KapTOHHEIE ITaYKH BMECTE C HH-
' CTPYKIMeH [0 IpHMeHeHHIo.
5. Xpanuts I'ectpenon® xamm CJAENYCT B 3aKPBITOH YIIAKOBKE [IPOU3BOIMTE-
74, B SAIUIIECHHOM OT CBETa MECTE, OTIENBHO OT MUITEBbIX IPOJYKTOB X KOPMOB,
lpu TeMuiepatype ot 0 °C mo 25 °C.
6. l'ectperon® kammu CICMYCT XPaHWUTh B MeCTax, HEAOCTYIIHBIX IS eTell.



7. Hencrions3oBansbIi mekapcTBeHHEH IIpEnapaT yTUIU3HPYIOT B COOTBET-
CTBHH C TPeOOBaHUSIME 3aKOHOIATEILCTRA.
8. Yenosus otirycka: oTmyckaercs mo peLenTy.

I. ®apmaxonoruyeckue cBoifcTBa

9. @apmaxororuyeckas rpymma; TF'OPMOHBI ¥ MX aHTArOHUCTEL

10. Tectperon® xammu - OUrOpPMOHAIIBHBIN KOHTpALIEI THBHELI JIEKapCTBEH-
HBIA IIpENapar, CONEp/Kallliii B KadecTRe JEHCTBYIOIUX BEIECTB TOPMOHEL: Ie-
CTareH — NpONKOHAT MENPEreHola H 3CTPOreH — STHHMII3CTPAIHOIL

INponmonar Menperenona OJIOKHpyeT B rHIOTanaMyce MenuMoBGasaIbHELE 30-
HBI, BBICBOOOXKHAIONIHE TOHANOTHOEPHHbI (pommukyTOCTHMYTHPYIOIIHY U FOTe-
VHUSHPYIOIMH PHIMZHHT TOPMOHBI), KOTODbIE SIBJITIOTCS ITyCKOBLIM MEXaHH3MOM
CEKPEIHH TUIO(hH30M homuKyTOCTHMY THpPYIOIIErO (®CT) u JHoTeNHU3HpYIOLIIE-
ro (JII') TopMOHOB, OTBETCTBEHHBIX 34 Pa3BUTHE B AUYHUKAX (QOJUIHKYIOB M HX
OBYJIAIMIO ¥ KOIIEK, @ Y KOTOB 3a CHUJKEHHE YPOBHS TECTOCTEPOHA B KPOBH, yrHe-
TEHHUE MOJOBBIX Pe(IIEKCOB U CIIEpMATOreHES.

OTHHUIISCTPAIMOT B KOMILIEKCE C IIPOIIHOHATOM MEIPEreHoNla yYCHIUBAET
KOHTPAUCTITUBHEIH 3((EeKT, H3MeHss GHONIOrMYecKre cBoNcTRA BIIATraJIUIITHOM
CPEIbl y KOWIEK, BASKOCTb CIIH3H LIEWKM MATKH, YTO TOPMO3UT IIOABHKHOCTE
CIIEPMAaTO30HOB, a U3MEHEHHUS B YHIOMETPHUM MATKH NIPETATCTBYIOT HMIIIAHTA-
[THH OIUIOAOTBOPEHHOH SHULIEKIIETKIA.

ITponmonar Menperenona u STHHHIISCTPAIMON IIOCHE IIEPOPANBHOTO IIPHMe-
HEHUsI OBICTPO BCACHIBAIOTCS B KUINCUHHKE u, 6HoTparchopMupysCch B medeny,
HOJIHOCTBIO BEIBOASATCS M3 OPraHU3Ma ¢ MOYOM B BHZIE METAOOIHTOB B TeUeHIe 48
4acos.

I'ecTpeHOM"® KA MO CTemeHy BO3JICHCTBYUS Ha OPTaHU3M OTHOCSTCS K Ma-
JIO0MacCHBIM BelecTBaM (4 kiacce onacHocTd o TOCT 12.1.007-76), B pexomen-
AYEMBIX 033X HE OKa3hIBaeT OTPUIATEIHHOIO BIUSHES Ha OPraHM3M JKHBOTHBIX.

II. IMopsimok npuMeHeHwUs

11. BuropmoHansHsIi KOHTPalCIITUBHEIN JT€KapCTBEHHEIN Mpemapar I'ectpe-
HON® Karutu IIPUMEHSIIOT JUIS PEryJISIIHH IIOJIOBOH OXOTHL:

- KOLIKaM — /IS NIPEpEIBAHNS TE€YKH M MOMAePKAHMUS ycnokausaromero 3¢gdexra
(3amepIKKH TeUKH), a TakxKe Jst IIPE/IOTBPAICHHS HEXeIaTelIbHOH GepeMeHHOCTH;
- KOTaM — JULT NIPEPEIBaHMUS [IOTIOBOTO BO3OYKICHHS U YCTpaHEHHs CBS3aHHOIO C
HHM HEXCJIaTENbHOIO NOBENEHHS: arPECCHBHOCTH, MOBBILEHHOMN BO30yIMMOCTH,
MCICHUA TEPPUTOPHH, a TaKKe ULl IOMIEeP)KAHUS ycrokauBaromero sddexra
(Tpe Mympex e ys IomM0BOro BO30Y>KIeHus).

12. TIpenapat nporuBonokasam OepeMEHHBIM U KOpMAIIUM CaMKaM, >KHUBOT-
HBIM, HE NOCTHIUINM IIOJOBOH 3penocT, mpwu HOBOOODa30BaHUAX MOIOYHOMN Ke-
7e3bl, 3a00JICeBaHKAX ITOJOBBIX OpPraHOB, IIDH caXapHOM auabere, MOYEeKaAMEHHOMR
GOIe3HH M HHAMBHIYaTBHOMN HETIEPEHOCHMOCTH KOMIIOHEHTOB IIpeliapara.

13. Ilpn npumenennu JIeKapCTBEHHOro nperapata ectpernon® xammm cleny-
eT cobmomars obume OpaBuna JHMYHOU THIHEHBI U TEXHUKH Oe3omacHoCTH,
TIPENYCMOTpEHHbIE NpU paboTe C JIEKapPCTBEHHBIMH cpencteamu. Ilo oxonganum



PabOTHI PYKH BBIMBIT TEILION BOIOH C MBLIOM,

IIpu cmyyaifHOM KoHTakTe JICKAPCTBEHHOIO IIpernapara ¢ KoKel MM CIH3H-
CTBIMU O0OJIOYKAMH IJIa3 UX HEO0OXOIUMO TIPOMEITH GOJNBIIEM KOIHIECTRBOM po-
TOYHOM BOABL JIromsMm c THIIEPYYBCTBUTEIBHOCTEI0 K KOMIIOHEHTAM penapara
U30eraTh IPSIMOTr0O KOHTAKTa ¢ I eCIpeHOJI® KaIlJIIMH.

Ilyctyro ymakoBky us-mop JICKAPCTBEHHOTO Mpelapara 3alpeliaeTcs IpHuMe-
HATB JULSL OBITOBBIX LieJIel, OHA OIIEKHT YTUIIA3AIUH ¢ OBITOBEIMH OTXOIAMH.

B ciy4ae npossnenns QJUIEPrUYECKUX PeakUiid WM IIPH CIydaifHOM II0Ma-
AZHHH TIpEIiapaTa B OpPraHU3M 4eloBeKa HeMeIIEHHO 00paTUTECS B MEUIIMHECKOE

yupexnenue (rpu cebe mMeTs HHC

KETKY).

TPYKIHIO 110 IIPUMEHEHHIO nIpenapara UIu 3TH-

14. 3anpemaercs nmpumenenue I eCTpeHON" Kallels camKkaM B neproy Oepe-
MCHHOCTH M JIAKTalliH, & TakXe MOTOMCTBY O [OCTHKCHHS IIOJIOBO3PENIOro BO3-

pacra.

15. Tectpenon® xamm [IPUMEHAIOT IEPOPAJIbHO, Kamas Ha KOpeHb S3bIKa, Ha
J1a 3XUBOTHOTO ¥ LIeJIH [IPHMEHe-

HOC HIIKA B KOpM. ﬂO3HpOBKa 3aBUCHT OT MACCHI Te

HUsA (CM. TabmnuIry):

Tabmauna
Bug Hasnauenue nexapcrsennoro Macca Jo3u- Kype Hauano ITpumeyanus
HKH- npenapara TEna POBKa | pHMEHe-| mpuema
BOT- HKHBOT- HHUS
HOro HOTO
Kow- | Perynsmus momod Ho 5 kr 4 xarumm 1. HeapexrrBHO npumenenue JIeKapCTBEH-
K# BOH OXOTEI HOTO IIpemapaTa, €cliM ¢ MOMEHTa Hauaja
Tlp riep- TE4KH npoluio Sosee 2-x qHeid.
2. B OTAeNBHEIX CIy9adx npHMeHeHue npe-
3-5 BbIX MpH- lapaTta NpOMNEBAIOT [0 MOJHOIO MpeKparie-
IIpepsiBanue - 3HaKax B
Tedcd IHei nawaga | HHS M010BOH OXOTBL.
6—10 k- 58 S 3. Hawnysmmii spdexr nocruraercs, eciau
Karnens TI0CNIE YCTIOKOCHHU JKHBOTHOTO JOOABHTE elre
OIIMH JIEHE KYPCOBOTO IpHEMa.
4. Kypc npepriBamms Teuxn PEKOMEHAYeTCH
NPUMEHATE HE BoJiee 2-X pa3 B ro.
3anepxka Hesapu- | 4 kamma | 1 pase | B nepuon | 1. Moxer NpOBOAMTECA 18 MecAnes noapsa.
TEYKH, IO~ CHMO OT HEACmo | nonosoro | 2. IToBTOPHBI Kypc BO3MOXEH MOCIE BO306-
JepKaHue Macchl TIOKOS, HOBJIEHHS TCYKH.
YCIOKau- Tela KH- MERIY
BAIOLIEro BOTHOTO TeYKaMH
3¢ dekra
Tpenotepamenye Hexenarens- Hesasu- 8 xa- HBy- Henosa- | Bonee nosmmmit cpok nauu TEKapCTBEHHOTO
HOH OepeMeHHOCTH CHMO OT TIens KPAaTHO ¢ Hee 24 Tpenaparta 3HaYHTENBHO CHIDKACT 3(exT
Macchl MHTEp- 4acoB BO3MEHCTBHA.
TeJa KH- BaJIOM nocnue
BOTHOI'O 244aca | cnywgaii-
HOTO Clia-
PHBaHHS
Kot | Perymsamus nono- Ilpepsisanme | Jlo 5 xr 4 kanmm 1. Heapdexrusro mpumenenue JIeKapCTBEH-
BOH OXOTHI M CBS- | MONORO} 3-5 HOro mnpenapara, €clid C MOMEHTa Hayaja
32HHOTIO C Hel OXOTEI JHeH TI0JI0BOTO BO30YIKAGHHA MpolmIo Gojee 2-x
arpecCHBHOTO M0- Tmes, AHeH
BEACHHS, MEYCHHS BBI::HPE_ 2. Mononsm kotam B NEPBEIH IeHs Kypca
TEPPUTOPUH - HazHa4aoT § Kanesns, Iajee mo cxeMe.
5 10% 5.8 fisTeal 3. Haunysmwmit sddexr mocruraercs, ecau
- iy [10C/Ie YCIOKOCHHS KHBOTHOrO J0GABUTE ele

OIIHH [IeHE KYPCOBOTO TIpHEMA.
4. B oTHemBHEIX cnydasx mpHMeHeHue le-
KapCTBEHHOTO TIPENapara MpOMICBAIT 10
TIOJTHOT'O [PEKPALICHHS TI0T0BOM OXOTHI,




Bux Hasnavenue nexapcrsennoro Macca Jozu- Kypc Hawano ITpumevanus
HH- Tipenapara Tena POBKa [IpHUMEHe- npuemMa
BOT- KHBOT- HHUA
HOTO HOro

IMonnep:xa- Hesasu- | 4xamnm | 1pass | B NEPHOJ

HHE YCHO- | CHMO OT HEIEMO | TOI0BOro

KaHBarowe- Macchl TOKOs

rostpdexra | Tena xu-

BOTHOTOQ

MomnonsmM komkam B TICPBYIO TE€UKY NMpHMeHeHue ['ecTperon® karmeis e pe-
KOMEHALYeTCA, B CBA3M C TPYAHOCTEIO BEIBJICHHS HA9a/la ONOBON OXOTEL

Hepes 2 — 3 Mecsana mocie oTMeHE IIpernapara MpOMCXOAUT IIOJIHOE BOCCTA-
HOBJICHHE PENPOAYKTHBHON QYHKIIHK OpraHHu3Ma.

16. TIo60YHEIX sBIEHMHE U OCIOKHEHML npu npuMeHeHuu [ectperon”® ka-
TIEJIb B COOTBETCTBUM C HACTOSIIEH MHCTPYKIHEH, KaK IIpaBHJIO, HEe HabrOmaeTcs.
Ilpu vHIUBHIyaBHOM HETIEPEHOCHMOCTH KOMIIOHEHTOB JIEKApCTBEHHOTO Ipena-
pata ero IpIMEeHEHNE IPEeKPaIaroT.

17. Camirromsr TI€PEIOSUPOBKH NIPH HpHuMeHeHuu [ecTperon” kanems He BEL-
SBJICHEL.

18. Undopmarms 06 ocobernOCTSIX B3aumoneiictus [ectperon® xamens ¢
APYTHMH JICKaPCTBEHHBIMHE IIpENapaTaMu OTCYTCTBYET.

19. Ocobennocreit neiicteus OpH TIEPBOM NpHMeHeHH: | ectperon® kamens
WM TIpY BX OTMEHE He YCTaHOBJIEHO.

20. Crnenyer usberars [POITyCKOB OYEPENHOU MO3BI Ipemapara, Tak Kak 3TO
MOMKECT IIPUBECTH K CHIKEHHMIO ero 3¢deKTuBHocTH. B Clly4ae HapylleHWs ycTa-
HOBJICHHOT'O CpOKa IIOBTOPHOIO IPUMEHEHMS, Ipenapar CieayeT NPUMEHUTE Kak
MOXHO OBICTpEE, B TOM e 03¢ H Mo TOi XKe cXeMe. Ilpu mapymrenun wHTepBana
MEXIY NPUMEHCHHEM IIperaparta MeHee yeM Ha 12 9acoB, €r0 TepareBTHYeCcKas
3} heKTUBHOCTE He CHIKaeTCs.

21. 'ectpenon® xanmu me IIpeIHa3HAYEHEI IS
JKABOTHEIM.

IIPUMEHEHHUS IPOYKTUBHBIM

HaumenoBanus u anpeca
IIPOM3BOJICTBEHHBIX IIOIAI0K
[IPOM3BOJHUTENEH JIEKAPCTBEHHOIO
IIpenapaTa i BETePUHAPHOro
IPHAMEHEHHUS.

HaumenoBanwe, ampec OpraHusa-
UM, YIIOJHOMOYEHHOH mepkaTe-
JIeM WJIH BJAJENbLUEeM PerucTpariy-
OHHOTO  yIOCTOBEPEHMS  JieKap-
CTBEHHOTO IIpemnapara Ha IPUHITHE
IIPETEH3HH OT IOTpebUTES.
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