NHCTPYKILIMA

no npuMmeHeHuo [Ipumanakra i JeyeHUs: MaCTUTAa B JJAKTALIMOHHBIH MePHO.
¥ 3HJIOMETPHUTA Yy KOPOB

(Opranuzanus-pazpadorunk: OO0 HIIIT «Arpodapm»; Poccus,
394061, Boponexckas 0601., r. Boponex, npocriekt Tpyaa, .10, k 18)

I. O6uue cBeneHus

1. ToproBoe HaMMeHOBaHHE JIEKAPCTBEHHOro Ipenapara: [Ipumanakt
(Primalactum).

MexyHapoaHble HEaTeHTOBAHHble HaUMEHOBaHHS: 1leOoTakCUM, HEeOMH-
IIUH U TPeJHU30JIOH.

2. JlexapcTBeHHas (opma: cycreH3us I MHTPAlMCTEPHAIBHOIO U BHYT-
pPUMAaTOYHOrO BBEICHHS.

JlexapcTBeHHBIH Npenapar B KayecTBe JCHCTBYIOIIMX BEILIECTB COJAEPIKHUT Lie-
doTakcum Hatpus - 62,7 Mr/mi, HeoMuiMHa cyabdar - 9,0 MI/Ma U PeIHU3OJIOH -
2,7 Mr/mMn M BCrioMoraTtesbHble BelleCTBa: MOHOTJIHUIIEPHIBI, 3MYJbratop «PuUKIH
JIMI" tun I1 (B)» 1 macna BazenrHOBOE - 10 1 ML

3. Ilo BHemIHEMY BHIY Ipernapar MpeAcTaBisieT co00H MacISHUCTYIO CYCIIEeH-
3110 O€JI0ro ¢ JKeNTOBAThIM OTTEHKOM I[BETA.

CpoK roIHOCTH JleKapCTBEHHOro Ipernapara INpH COOMIOJAECHUH YCIOBUMI
XpaHeHHUs — 2 rofia ¢ JaThl IPOU3BOACTBA.

3anpewaercs npuMeHeHue IIpumanakra 1o HCTeYeHUH CPOKa FOJHOCTH.

4. Tlpumanakt BeIMycKaroT pacgacoBaHHbIM 1o 100 M BO (uakoHsl H3
OpaHXEBOI0 CTEKJIa, YKYIIOPEHHbIE Pe3MHOBBIMH NPOOKaMH, YKpEIUIEHHBIMH aJIiO-
MHHHEBBIMH KOJINMAa4YKaMH; 110 5 M ¥ 20 MJ1 B IINPUIBI-A03aTOPBI OJHOKPATHOTO
NPUMEHEHHS, YKYIIOPEHHBbIE 3alllHTHBIMU Konnaukamu. Kaxnas exuHuna gacos-
KM COIIPOBOXK/1a€TCsl HHCTPYKIUEH 110 PUMEHEHHIO.

5. IlpumanakT XpaHAT B 3aKpBITOM yIaKOBKe MPOU3BOJAUTENS B CYyXOM, 3a-
IMAIIEHHOM OT CBETa MECTe, OTAEIBHO OT IPOAYKTOB NMHTAHHS H KOPMOB, IPH
temneparype ot 5°C no 20°C.

6. IIprManakt ciemyer XpaHUTh B MeCTax, HEJAOCTYITHBIX /IS JETeH.

7. Hencrnionp30BaHHbIHM JIEKapCTBEHHBIH Npenapar yTHIM3HPYIOT B COOTBET-
CTBHUH C TpeOOBAaHUAMH 3aKOHOIaTENILCTBA.

8. Otnyckaercs [Ipumanakt 6e3 peuenta BeTepuHapHOIO Bpaya.




II. ®apmakooruyecKue cBOMCTBa
9. [puManakT OTHOCUTCSH K KOMOMHHPOBAaHHBIM aHTHOAKTEpHAIBHBIM IIpera-
param.

10. Bxoasiiuii B cocraB npemnapara LeOoTakCUM HaTpHs - LedanocropuHo-
Bbli aHTHOMOTHK III mokoneHus. AKTUBEH B OTHOLLEHHH OOJIBIIMHCTBA IPAMIIONIO-
KUTENBHBIX M  TPaMOTPHULATENbHBIX MHKPOOPraHM3MOB, B TOM  YHCIE:
Staphylococcus spp., Streptococcus pyogenes, Streptococcus agalactiae, Proteus
spp., Fusobacterium spp., Escherichia coli, Klebsiella spp., Neisseria spp.,
Enterococcus spp., Enterobacter spp., Haemophilus influenzae. Mexanusm Gakre-
PHLIUIHOTO NEHCTBUSA 1ieOTaKCUMa 3aKIF04aeTcsi B MOJaBICHUU (PYHKIMOHAIBHOM
aKTUBHOCTH OaKTepHalbHBIX ()EPMEHTOB TpaHCHeNTHAa3 M KapOoKcumenrtuaas,
Y4aCTBYIOLIMX B CBSI3BIBAHHH OCHOBHOTO KOMITOHEHTA KJIETOYHOM CTEHKH MHKPOOp-
raHU3MOB — MENTHIOMIMKAHA, YTO MPUBOJUT K HApPYIIEHHUIO OCMOTHYECKOro banaH-
ca ¥ pa3pyllIeHUI0 OaKTepHaAIbHON KJIETKH.

HeomuuH — aHTUOMOTHK TpyIIbl aMHHOIVIMKO3UAOB, aKTUBEH B OTHOILIE-
HUM psAfa TPaMIIOJIOXKHUTENBHBIX U TPaMOTPHILATENBHEIX adpOOHBIX MUKpOOpra-
Hu3MoB: Staphylococcus spp., Streptococcus spp., Corynebacterium diphtheriae,
Listeria monocytogenes, Escherichia coli, Salmonella spp., Shigella spp., Proteus
spp., Enterobacter aerogenes, Klebsiella pneumoniae, Vibrio cholerae,
Micobacterium tuberculosis, Haemophilus influenzae. Mexanu3sm GakrepuiuaHo-
ro neicrBus o0yciioBieH HeoOpaTHMBIM CBSI3BIBAHMEM HEOMHIIMHA CO CreludH-
YEeCKMMHU pelentopamu OakrepuaibHbIX pubocoM U OJI0KHMpOBaHUEM CHHTe3a Oel-
Ka B MUKpOOHO# KJeTKe.

IIpeHH30/10H — CHHTETHYECKUH INTIOKOKOPTHKOCTEPOH I, OKa3bIBasi IIPOTHBO-
BOCIIAJIMTENILHOE JIEHCTBHE, CHIXKAET BOCIIAJICHUE U YMEHBIIIAeT OTeK TKaHel BbIMEH!
M H/IOMETPHSL.

IIpu MHTpalUCTEPHATEHOM M BHYTPHMATOYHOM BBEIEHHH Ipernapara medo-
TaKCHUM M HEOMHIIUH c1ab0 BCacBIBAIOTCS M OKa3bIBAIOT aHTHOAKTepHAIbHOE JIeii-
CTBHE B OCHOBHOM B NapeHXHMMe MOJIOYHOH JKejie3bl M B MOJIOCTH MaTKH. Lledo-
TaKCMM M HEOMHLHMH HE NOABEprarwTcs OHoTpaHchOpMallMK; BCOCABIIASACH YacTh
BBIBOJIUTCS] M3 OPraHW3Ma XKUBOTHOIO B HEU3MEHEHHOH (opMe IpeHMyLIeCTBEHHO
MIOYKaMH, [TPH UHTPALUCTEPHAIBHOM BBEJACHHU — C MOJIOKOM.

[TpeqHU30I0H M3 MOJIOYHOM KeJe3bl 1 MaTKH BCACHIBAETCS B HE3HAYMTEIIb-
HOM cTerneHH. BeIBOOUTCA B OCHOBHOM B HEM3MEHEHHOW (opMe U B HEOOJBIIOH
CTEIIEHH - B BHJIE HEAKTUBHOIo MeTabo/MTa IpeJHHU30HA: MOCJIe HHTpaIHCTEp-
HaJIBHOT'O BBEIECHHS — C MOJIOKOM M B HE3HAYHUTEJIBHOH CTEIEHH C MOYOM, Iocie
BHYTPHMAaTO4YHOIO BBEJIEHUS — B OCHOBHOM C MOYOIA.

[IpyManakT 1o cTeneHd BO3JeHCTBHA Ha OPraHM3M OTHOCHTCS K BEIIECTBaM
«majnoonacHeIM» (4 knace onacHoctd o 'OCT 12.1.007-76). Ilpu unTpanucrep-
HAJbHOM BBEJCHHUH B MOJIOYHYIO )Kejle3y KIMHHYECKH 3JI0POBBIX JaKTHPYIOLIHX
KOpOB IIpenapar BbI3bIBa€T HE3HAYHTEIbHOE, OBICTPO MPOXOJsilliee pa3apakeHHe
TKaHEN BBIMEHH.




I1I. ITopsimox npUMeHEHHUS

11. IIpuManakT NpUMEHSIOT AJIs JeueHHs JaKTHUPYIOIIUX KOPOB NpH CyO-
KJIMHUYECKOM, KaTapaJlbHOM, CEpPO3HOM M MHOHHO-KaTapajibHOM MacTHUTE; Ui Jie-
4YeHHs KOPOB IIPU NMOAOCTPOH M XPOHHYECKOH (popMax 3HIOMETPHUTA.

12. TlpoTuBonoka3anueM K npuMeHeHHIO IIpuManakTa siBisieTcsl MOBBILIEH-
Hasi MHJUBUyallbHasi 4YyBCTBUTEIbHOCTh KMBOTHOIO K KOMIIOHEHTaM Mpernapara, B
TOM YHCJIE B aHAMHE3e.

13. Jns neyenus mactuta [Ipumanakt BBOAST MHTPALUCTEPHAIBHO 110 5 Ml
B MIOPa)KEHHYIO YeTBEPTh BEIMEHH OJUH pa3 B CYTKH:

- IpH CyOKJIIMHUYECKOM MacTHTE - B TeYeHHE 2-3 HeH;
- IpH KIIMHUYecKuX (popmax MacTura - B TedeHue 3-4 THeM.

Ilepen BBeneHueM npenapara U3 OOJBEHOM YeTBEPTH BEIMEHH CEKpeT BbIJIau-
BAIOT, @ COCOK J1e3uHGUIMPYIOT 70 % 3THIOBBIM CIIUPTOM.

[pumanakT repes NpuMeHeHHeM rogorpesaiot 10 36-39 °C u B3banrsiBa-
10T. IIpy HCIIONB30BaHMHM IINPHLIA-103aTOPa HA S MJI ero KaHIOJIO IUIOTHO TPHXKHU-
MalOT K OTBEPCTHUIO COCKOBOTO KaHayla M BBOJAT mpenapar. M3 ¢nakona npenapar
HaOUpPalOT CTepUJIBHBIM ILIPHIIEM M BBOJAAT B COCOK MOPa)XeHHON 4YEeTBEPTH BbI-
MEHHM IIpH TIOMOIIM KaTeTepa. [locie BBeeHUs MPOBOJAT JIETKUH Macca)k BBIMEHH
CHHU3Y BBEpX.

JUis nedeHUs: noJOCTpoH M XpoHHUYecKod ¢opm s3HIoMerpuTa [IpuManakt
BBOJAT BHYTPUMAaTO4HO B 03¢ 20 MJI Ha )KMBOTHOE 2-3 pa3a ¢ HHTepBaJloM 24 4a-
ca He paHee, yeM 4yepe3 14 queil nocie orena.

Ilepen BBeeHHMEM Mpenapara MPOBOJST CAHUTAPHYIO 00paboTKy HapyKHBIX
TOJIOBBIX OpPraHoOB M KOpHA XBocTa. IIpu HeobOxonumMocTu ocBOGOXKAAIOT MOJIOCTh
MAaTKH OT BOCMAJIUTENILHOTO dKCCyAaTa.

[IpumanakT nepes NprMeHeHHEM TogorpesaroT 10 36-39 °C u B36anTeiBa-
10T. U3 ¢uakona npenapat HabUparOT CTEPHJIBHBIM IINPHIIEM H MPH ITOMOIIHU Ka-
TeTepa I HCKYCCTBEHHOIO OCEMEHEHHs BBOJAT B IOJOCTH MaTKH. IIpu ucnomns-
30BaHUH LINPHIIA-103aTOPa HA €ro KaHIOMIO Ha/eBalOT KaTeTep ¥ BBOAAT Ipenapar
B I10JIOCTh MaTKH.

14. CuMIITOMOB nepeI03UPOBKHU Y )KUBOTHBIX HE BBISBIIECHO.

15. OcobeHHocTeH nelicTBHS JIeKapCTBEHHOTO Iperapara MpU ero MnepBoM
NPUMEHEHHH U OTMEeHE He YCTAHOBJIEHO.

16. Cnenyer uzberars mpomycka odepelHOM J03bI Ipenapara, Tak Kak 3TO
MOXKET NPUBECTH K CHIXKEHHIO €ro TepaneBTHYecKOH 3¢ ¢dekTuBHOCTH. B ciyuae
NPOITyCKa OHOM J03bI MPHMEHEHHE MpenapaTa BO30OHOBISAIOT KaK MOXXHO CKopee
B TOM e JIO3UPOBKE M 110 TOH JKe cxeMe.

17. Tlpm npumenenun [IpumanakTa B COOTBETCTBHH C HACTOAIIEH HHCTPYK-
1Mel MoOOYHBIX ABJICHUH U OCIIOXKHEHHH Y KOPOB, KakK NpaBWIo, He Habmoxaercs. B
Clly4yae IOSIBJIEHUS aJIEPrHYECKUX peaklMii UCIONIb30BaHUe Iperapara npekpaiia-
IOT ¥ Ha3HAYaroT )XHBOTHOMY aHTUI'MCTAMUHHBIE U CHMIITOMaTHYEeCKHE NTperapaThl.

18. 3anpemaercsa npumeHaTh [IpiManakT 0JIHOBPEMEHHO C APYTUMH OTO- U
He(POTOKCHYHBIMH IpernapaTtamMi (CTPeNTOMHIMHOM, MOHOMHIIMHOM, KaHAMHIIK-
HOM, '€HTaMHIIMHOM, NMOJHMMHUKCHHOM B M «netrneBeiMu auyperukamu»). He pe-




KOMEHJyeTcss NpUMeHATh [IpuManakT OZHOBPEMEHHO ¢ APYrMMH IIpernaparaMu
JUISL FHTPalMCTEPHAIIBHOTO U BHYTPUMATOYHOTO BBEJICHHUS.

19. Bo Bpems sieueHus U B TedeHue 60 4acoB mocie nocieaHero npuMeHe-
Hus [IprManakTa MOJIOKO U3 MOPaKEHHBIX YeTBEPTEH BEIMEHH YTUIM3UPYIOT, a U3
OCTaJIbHBIX - MCIIOJIB3YIOT MOC/IE KHIISTYEHUS B KOPM XHBOTHBIM. B nuIEBsIX 1€e-
JSX MOJIOKO MCIIOJIB3YIOT He paHee, ueM depe3 60 yacoB Iociie mocieJHero UH-
TpaLMCTEpHAIBHOrO BBeZieHUs [IpumManakra npu yCJlIOBHH MOJHOIO MCYE3HOBEHUS
IPU3HAKOB MacTUTa, MOATBEPKASHHBIX MAaCTHTHBIMH T€CTAMH.

ITocsie BHYTPHMaTOYHOIrO BBEJEHHUs Ipernapara MOJIOKO MOXXHO HCIOJB30-
BaTh 0€3 orpaHUyYeHHH.

Y6oii KOpOB Ha MSICO pa3pelIaeTcs He paHee, YeM 4epe3 5 CyTOK Ioclie Io-
CIIE[IHEr0 WHTPALMCTEPHAJIBHOIO WM BHYTPHMATOYHOIO BBEIEHHS IIpernapara.
MsiCO JKUBOTHBIX, BEIHYKACHHO YOMTHIX 10 UCTEYEHHS YKa3aHHOIO CpoKa, MOXeT
OBITH UCIIOJIB30BAHO B KOPM ITyIIIHBIM 3BEpSIM.

IV. Meps!l 1U4HO# TPOdUIaKTHKH

20. I'lpu npoBeneHuu 1e4eOHBIX MEPOTIPHATHH C HCIoNIb3oBaHueM [IpumanakTa
cnenyer cobimonarth oOIIMe MpaBWiia JTMYHOH T'MTHEHBI M TEXHUKH 0e30IacHOCTH,
IIpelyCMOTPEHHBIE IIPU paboTe ¢ JIKapCTBEHHBIMU IperapaTaMy.

21. Bo Bpems paboTsl ¢ npenapaToM 3alpeniaeTcs MUTh, KYpUTh U NPUHUMATH
mviyy. [To okoH4anuu paboTel pyKU clieyeT BBIMBITE TEIUIOH BOJIOH C MBLIOM.

IIycTyro Tapy u3-I10/] IEKapCTBEHHOTI'O IIpernapara 3arnpelaercsi UCIob30BaTh
IU1s OBITOBBIX LieJiel, OHa MOIEXKUT YTHIH3AIHH ¢ OBITOBEIMH OTXOJIaMH.

22. JlroasaM ¢ runepyyBCTBUTEIBHOCTBIO K KOMIIOHEHTaM IIpernaparta CleayeT
u3berats npsMoro koHrakTa ¢ [IpumanakroM. [Ipu ciyyaifHOM monajaHuy mperna-
para Ha KOXY WM CIM3HCThle 00OJOYKH ero HeoOXOUMO CMBITh CTpye#l MpoToY-
HOH BOJBl. B cilydae mosiBIeHUs alleprudecKUX peakluil W/WIU MpH CIy4aiHOM
NoNaJaHuH JIEKapCTBEHHOI'O Ipernapara B OpraHU3M 4YelloBeKa ClielyeT HeMe JIeH-
HO OOpaTUTBCS B MEIHUIMHCKOE yupexaeHHe (npu cebGe MMeTb MHCTPYKLHIO IO
IIPUMEHEHHIO [IperapaTa WiH 3TUKETKY).

C yTBepxaeHHeM HACTOSIIEH MHCTPYKIHH YTpaYHBaeT CHIIY MHCTPYKLHS IO
npuMeHeHHuro [Ipumanakra, yrBepxkaenHas Poccenbxo3nanzopom 31 mapra 2014 1.

HaumeHoBaHue u azipec OOO HIIIT «Arpodapm»; Poccus,
IIPOU3BOJICTBEHHOM IUIOMIAKH 394087, Boponexckas 0011.,
IIPOU3BOJUTENS JIEKAPCTBEHHOTO r. Boponex, yi. JlomoHocosa, 1.114-6

NpenapaTta 4Jisi BETEpHHapHOI'0
[NPUMEHEHUA




HaumenoBanue, ajpec opraHu3aiuu, OOO HITIT «Arpodapm»; Poccus,
YIOJITHOMOYEHHOH JiepKaTesieM WU 394087, Boponexckas o001,
BJIaJI€JILLIEM PETHCTPALIHOHHOIO r. Boponex, yi. JlomonocoBa, 1.114-6
YAOCTOBEPEHHA JIEKAPCTBEHHOTO

npernapaTa Ha PUHATHE PETEH3UH

OT MoTpeduTeNs
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