3apeructpmnpoBaHo B MuHiocte Poccnm 23 anpena 2013 r. N 28259

MWUHWUCTEPCTBO 34PABOOXPAHEHUA POCCUMCKOMN ®EAEPALIUMA

NPUKA3
ot 15 ¢peBpana 2013 r. N 70H

OB YTBEPXAEHUU TPEBOBAHUN
K KOMNAEKTALUU NEKAPCTBEHHbIMUW NPENAPATAMMU
M MEOUUUHCKUMU U3AENNAMUN KOMNJIEKTA UHAUBUAYANBHOIO
MEOMULUMHCKOrO rPAXXAAHCKOM 3ALLUMUTBI A1 OKA3AHWUA NEPBUYHOMN
MEOMNKO-CAHUTAPHOM NOMOLLM U NEPBOX NOMOLLMU
Cn1CcoK U3MEHAIOLWMX JOKYMEHTOB
(8 pea. Mpukasa MuH3apasa Poccum ot 09.02.2016 N 79H)

B cootBetctBMM C nyHKTOM 5.2.12 MonoxeHna o MuHucTepcTee 34paBoOXpaHeHnA Poccmimnckomn
depepaunn, yTBEpKAEHHOTO noctaHoBneHMem [pasuTtenbctea Poccuiickon Pegepaunmn ot 19 utoHs
2012 r. N 608 (CobpaHue 3akoHopgaTenbcTBa Poccuitickoii depepaumm, 2012, N 26, cr. 3526),
Npu1Ka3sbiBato:

1. YtBepanTb TPeboBaHUA K KOMMIEKTAUUN NIeKapCTBEHHbIMM NpenapaTtamn U MmeauuMHCKUMMU
N34eNNAMM  KOMNAEKTA MHAVMBUAYAZIbHOTO MEAMUMHCKOFO TPa*KAaHCKOW 3awuMTbl A8 OKasaHuA
NnepBUYHON MeANKO-CaHUTAPHOM MOMOLLM M NEPBOM MOMOLLM COT/TaCHO NMPUIONKEHMUIO.

2. Hactoawwmit npukas Bctynaet B cuay ¢ 1 masa 2013 roaa.

MuHucTp
B.N.CKBOPLOBA

MpunoxkeHune

K NpuKasy MuHUcTepcTBa 34paBoOOXpPaHEHMA
Poccuiickoin Pepepaumm

ot 15 ¢peBpana 2013 r. N 70H

TPEBOBAHMKA
K KOMNNEKTAUUU NEKAPCTBEHHbIMU NPENAPATAMMU
n MEANUUHCKUMU U3OAENUAMU KOMNNEKTA UHOUBUAYAZIbHOIO
MEAULMHCKOrO rPAXXAAHCKOM 3ALLMUTBI AN OKA3AHUA NEPBUYHOMN
MEOWNKO-CAHUTAPHOI NOMOLLM U NEPBO NOMOLLMU
CNnNCOK M3MEHALWUNX LOKYMEHTOB
(8 pea. Mpukasa MuH3gpasa Poccum o1 09.02.2016 N 79H)

1. HacTtoawwue TpeboBaHMA yCTaHaBAMBAlOT TPebOBaHWS K KOMMJEKTaLUMWU J1eKapCTBEHHbIMU
npenapaTtamu U MeAULUNHCKUMU U34eTUAMN KOMNIEKTA MHANBMAYA/IbHOMO MeANLMHCKOTO FPpaXKaaHCKOM
3awumTbl (ganee - KUMI3), kotopbim obecneymsaeTcs:

JIMUYHbIN COCTaB CUN FPaXKAaHCKOM 060pPOoHbI (Aanee - INYHbIN cocTaB GOpPMUPOBaHUIA), PabOTHUKMK
0c060 paanaLMOHHO ONacHbIX N AAEPHO ONacHbIX NPOM3BOACTB U 06bEKTOB B 06/1aCTU MCNOJIb30BaHNSA
aTOMHOV 3Heprun (aanee - paboTHUKM 0COBO paanaLIMOHHO ONACHbIX U AAEPHO ONacHbIX NPOU3BOACTB U
06BbEKTOB), M HacefieHMe B LenAxX CaMoCTOATENbHOro BbINOAHEHUSA MMM Ha3HaYeHUN MeaULIMHCKUX
paboTHMKOB No NpoduUNaKTUKe (NpeaynpesxaeHNIO NN CHUNKEHUIO TAXKECTU NOCeACTBUIA) MOpaXKeHni B
MUPHOE N BOEHHOE BpeMms;



(8 pea. Npukasa MuHsapasa Poccmm o1 09.02.2016 N 79H)

NINYHBIN cocTaB GOPMUPOBAHUI B LLENAX BbIMNOJIHEHUA MM MEPONPUATUMIA MO OKa3aHUIoO NepBoW
NMOMOLLM NOCTPAZABLUNM.

NMpnmeHeHWe nekapcTBEHHbIX NpenapaTos, Bxoaawmx B coctas KUMI3, ocywectsnaeTca ToNbKO NO
Ha3HaYeHUIO MeSULMNHCKMX PabOTHMKOB.

2. KUMTI3, KoTtopbiMm obecneumBaeTca ANYHbIA cOCTaB GOPMUPOBAHNIA, BbINOAHAIOWMA 3a4a4n B
palioHax BO3MOXHOIO0 XMMMUYECKOro 3arpA3HeHus (3aparkeHus) pocdopcoaepalMmm opraHnyeckmumm
COeAMHEHMAMM, BKIOYAA OTPABAAIOWME BELLECTBA, KOMMJIEKTYETCA /SIEKAapCTBEHHbIMM MpenapaTamu,
obecneynBaloWMMN aHTUAOTHbBIN, aHTUIMETUYECKUIN N aHKCUOIUTUYECKMI 3PdEKTbI, B KONNYECTBAX He
MeHee:

KapboKcum, pacTBop A4 BHYTPUMbILIEYHOro BBegeHua 150 mr/mn, amnynbl 1 ma - 1 amnyna;

OHAAHCETPOH, TabneTKn, NOKPbITble 060/104KOM, 4 Mr - 2 TabNEeTKN.

KUMI3 ponyckaeTcA KOMMJIEKTOBATb B3aMeH JIEKAapCTBEHHOro npenapaTta  KapboKcum
JIeKapCTBEHHbIM MpenapaTom MNesIMKCUM, PacTBOp 418 BHYTPUMBbIWEYHOrO BBeAeHMA, 1 M B Wwnpuy-
TIOOMK, B KOIMYeCcTBe He MeHee 1 Wwnpuu-TiobuKa.

3. KUMT3, KoTopbim obecneunBaeTcs MYHbIN cocTaB GOPMUPOBAHNIA, BbIMONHAIOWMIN 3a4a4m B
palioHax BO3MOMHbIX MOXapoB, KOMMNEKTYETCS JIEKAaPCTBEHHbIMKU Mpenapatamn, obecneymBatoLmMmm
aHTUAOTHbIN, aHTUIMETUYECKUIM U aHKCUOAUTUYECKUI 3DDEKTDI, B KOIMYECTBAX HE MeHee:

UMHKa BMCBUHUAMMKMAA30Ma AMaleTaT, Kancyabl 120 mr - 1 Kancyna;

OHZAHCETPOH, TabNeTKM, MOKPbITble 060/104KON, 4 Mr - 2 TaBNETKM.

KMMI3  ponyckaetca KOMMJIEKTOBaTb  B3aMeH  JIeKAapCTBEHHOro  rnpenaparta LMHKaA
bucBMHUAMMMAA301a  AuaueTaT, Kancyabl 120 Mr, /JIeKapCTBEHHbIM  MpenapaToMm  UMHKa
BUCBUHUAMMMAA301a ANALLETaT, PacTBOP AR BHYTPUMbILWEYHOro BBeaeHna 60 mr/mna, 1 ma B amnyine, B
Koanyectse He meHee 1 amnynbl.

4. KUMT3, koTopbiMm obecrnieunBaeTca JIMYHbIMA cocTaB GOPMUPOBAHUIA, BbINMOJIHAOWMA 334341 B
palioHax BO3MOXHOFO PaAMOaKTUBHOTO 3arpsa3HeHUs (3apa’keHus), KOMMNIEKTYeTC JIeKapCTBEHHbIMM
npenapatamu, o6ecneynBaloLLLUMmN PaSN03aLLNTHBINA, aHTUIMETUYECKUIN U aHKCUOAUTUYECKNI 3bdEKTI,
B KOZIMYECTBAX HE MeHee:

Kanusa noang, Tabnetkn 125 mr - 1 tabnetka;

Kannin-keneso rekcaumaHodeppart, Tabnetkn 500 mr - 2 TabneTku;

OHZAHCETPOH, TabNeTKM, MOKPbITble 060/104KON, 4 Mr - 2 TaBNETKM.

KMMI3, KoTopbiM obecneymBaeTcs JIMYHbIA CcOCTaB GOPMUPOBAHMIA, BbIMNONAHAOWMA 334a4M B
oyarax, B TOM 4YMC/Ee BTOPWUYHbIX, PALMOAKTMBHOIO 3arpA3HEHMA (3aparkeHus), [OMNOJHUTENBHO
KOMMNNEKTYETCA Pagno3allmMTHbIM JIeKapCcTBEHHbIM Npenapatom b-190, TabneTkn 150 Mr, B KoanyecTee He
MmeHee 3 TabneToK.

5. KUMTI3, KoTopbiM 0obecrneymBaeTca ANYHbIA cocTaB GOPMMUPOBaAHUIA, BbIMONHAIOLWNIN 3a434n B
palioHax BO3MOXKHOrO OMOIOrMYECKOro 3arpasHeHMsA (3aparkeHWus), KOMMAEKTYeTCA JIEKapPCTBEHHbLIM
npenapatom, obecneymBaloWwmm baKTEPUOCTATUYECKMI IPPEKT B LUMPOKOM CNEKTPE, AOKCULMKIMUH,
Kancynbl 100 mr B KOMYECTBE He meHee 2 Kancyn.

6. KWUMI3, KoTopbim obecneymMBaeTca JIMYHbIA CcOCTaB  GOPMUPOBAHWUIN, KOMMIEKTyeTCA
JIeKapCTBEHHbIM NpenapaTom, obecneynBaroLmnm obesbonmnsatowmii adpdeKT, B KOMYECTBE HE MEHee:

KeToposak, TabneTtkm 10 mr - 1 TabneTka.

KUMTI3 ponyckaeTca KOMMNJIeKTOBaTb B3aMeH JIeKapCTBEHHOrO NpenapaTta KeToposak, Tabnetkm 10
MI, JI€eKapCTBEHHbIM MNpenapaToM KeTOpoJiaK, PacTBOP ANA BHYTPMBEHHOIO M BHYTPUMBbILIEYHOTO
BeegeHua 30 mr/mn, 1 mAa B amnyne, B KOANYECTBE He MeHee 1 amnybl.

KMMI'3, KoTopbiM 0b6ecneumBaeTca /IMYHbIA COCTaB GOPMUPOBAHUI NPU ero NpusBaeYeHUn AnA
npoBeAeHUA KOHTPTEPPOPUCTUYECKOW OnepaLum U B BOEHHOE Bpems, A0MyCKaeTcs AOMOJAHUTE/IbHO
KOMMNNIEKTOBaTb JIEKAaPCTBEHHbIM npenapaTtom 6ynpeHopduH, pacTBOp ANA BHYTPUBEHHOTO MU
BHYTPMMbIWeYHoro BeegeHua 0,3 mr/mn, 1 mn B WNpuUu-TIobKKe, B KOMYecTBe He MeHee 1 wnpuu-
TiobuKa.

7. KUMTI3, KoTopbim obecneumBaeTcs AUYHbIA cocTaB GOPMMPOBAHUA AN NPODUNAKTUKK
(NpeaynpexXaeHns  MAM  CHWMKEHUA  TAXKECTM MOCNEeACTBMIA) MOPArKEHUM € MCNONb30BAHUEM
JIeKapCTBEHHbIX MPEenapaToB B BUAE PACcTBOpPa A8 BHYTPUMbILEYHOTO BBEAEHWA WMAM pacTBopa ANA
BHYTPMBEHHOIO W BHYTPUMbILLEYHOTO BBEAEHWA, KOMMNAEKTYETCA MEAUUMHCKUMU U3LeNUAMN B



KoanyecTBe:

LWNPUL, UHBEKLMOHHBIA O4HOKPATHOIO npumeHeHus, 1 ma, ¢ urnoit 0,6 Mm - NPONOPLMOHANBHO
KO/IMYeCTBY aMMy/l NEKAPCTBEHHbIX NPenapaToB B BUAE PAcTBOPA A1 BHYTPMMbILEYHOrO BBEAEHMA U
(nnu) pacTBopa A8 BHYTPUBEHHOIO M BHYTPUMbILLEYHOTO BBEAEHMS;

candeTKa aHTUCENTUYECKAA U3 HETKAHOTO MaTepuana CNMPTOBAA - NMPOMNOPLMOHANBHO KOIMYECTBY
JIeKapCTBEHHbIX NPENapaToB B BUAE PacTBopa AN BHYTPMMbILEYHOro BBegeHUA U (Man) pacteBopa and
BHYTPMBEHHOIO M BHYTPMMbILLIEYHOTO BBEAEHMA.

8. KUMTI3, KoTopbim obecneumnBaeTca HaceneHune (B3pocaoe HaceneHue n AetTu B Bo3pacTe cTaplie
12 net), NpoXuBaloWee MAU HaxoAAleecs B paoHax BO3MOXKHOIO PafMOAKTUBHOINO 3arpsAsHeHus
(3aparkeHus), KOMMNNEKTYeTCA NeKapCTBEHHbIMU NpenapaTtamu, obecrneymBaloWMMM PaAN03aLLMUTHDIN,
AHTUIMETUYECKMI N aHKCMOAUTUYECKUI 3D DEKTbI, B KONMYECTBAX HE MeHee:

Kanua noana, Tabnetkm 125 mr - 1 Tabnetka;

Kanunin-keneso rekcaumnmaHodeppart, Tabnetkm 500 mr - 2 TabneTku;

OHAAHCETPOH, TabneTKn, NOKPbITbie 060/104KOM, 4 Mr - 2 TabNEeTKN.

9. KUMTI3, koTopbim obecneunsaeTcs HaceneHme (B3pocioe HaceneHre n AeTu B BO3pacTe cTaplue
12 neTt), npoxKuBatoliee UM Haxo4ALLeecA B PalloHaX BO3MOXHOIMO OMONOrMYECKOro 3arps3HeHus
(3aparkeHunn), KOMNAEKTYETCA SIEKAPCTBEHHBIM MpenapaTtom, obecneymBaloWUM HaKTEPMOCTATUUECKUIA
3ddEKT B LLMPOKOM CMEKTPE, AOKCULMKAUH, Kancynbl 100 Mr B KOIMYECTBE HE MeHee 2 Karcy/l.

10. KNMI'3, KoTopbim obecneumBaeTca HaceneHue (aeTun B Bo3pacTe A0 12 neT), nporKmBatoLLee Uau
HaxoAAlweecs B paloHax BO3MOXHOIO PafMOAKTUBHOIMO 3arpsA3HEHWUA (3aparkeHus), KOMMNEeKTyeTcA
NIeKapCTBEHHbIMM  Npenapatamu, obecneymBaloWMMM  PALMO3ALLMTHBIN,  aHTUIMETUYECKUA W
aHKcHonuTUYeckmii apdeKTbl, B KOIMYECTBAX HE MEHee:

Kanua noana, Tabnetkm 40 mr - 2 TabneTku;

Kanuin-Keneso rekcaupaHodeppat, Tabnetkn 500 mr - 1 TabneTkKa;

OHAAHCETPOH, TabNeTKK, NOKpPbITble 060104KOM, 4 mr - 1 TabneTka.

11. KNMT3, KoTopbim obecneumBaeTca HaceneHue (aeTu B Bo3pacTe Ao 12 neT), npoxusatollee nam
Haxogslleecs B palioHaX BO3MOXHOro 6MONOrMYECcKOro 3arpAsHeHus (3apakeHus), KOMNAeKTyeTcA
JIeKapCTBEHHbIM MpenapaTom, obecneymBatowmm BakTepnocTaTUyecknini spdeKT B LUMPOKOM CMEKTPE,
aMOKCUUMIIMH + KNaBy/laHOBAs KMUC/10Ta, TabIeTKM, NOKPbITbIe NIeHOYHON 060104KOM, 250 mr + 125 mr,
B KO/IMYecTBe He MeHee 2 TabneTok.

11.1. KMMT3, KoTopbiMm obecneuymBatoTca paboTHMKM 0COBO paamMaLMOHHO OMacCHbIX U AAEPHO
ONaCHbIX MPOM3BOLCTB U 06 BEKTOB, KOMMNIEKTYETCA IEKAPCTBEHHBIMM NpenapaTaMmm, obecneymBatoLLmMmm
PaAMO3aWMNTHBIN, AHTUIMETUYECKUIA U aHKCMOAUTUYECKUI 3 dEKTbI, B KOIMYECTBAX HE MeHee:

Kanua noana, Tabnetku 125 mr - 1 TabneTka;

Ka/nMi-Keneso rekcaumaHodeppart, Tabaetkn 500 mr - 2 TabneTku;

OHZAHCETPOH, TabNETKM NOKPbITble 060/104K0M 4 Mr - 2 TabneTKu;

B-190, Tabnetku 150 mr - 3 TabneTKu.

(n. 11.1 BBeaeH Mpukaszom MuHsgpasa Poccum ot 09.02.2016 N 79H)

12. KMMT3, KoTopbiM obecneunmBaeTca JIMYHbIMA cOCTaB GOPMUPOBAHUIN A1A BbINONHEHUA WM
MEPONPUATUIA MO OKA3aHWIO MEepPBOM MOMOLWM MOCTPAAABLLUMM, KOMMIEKTYETCA MeAULMHCKUMU
U3[eNMAMM B KOMYECTBAX HE MEHee:

YCTPOICTBO A8 MNPOBEAEHUs MUCKYCCTBEHHOro AblxaHua "poT-ycTpomncTBo-poT" ogHopasosoe
naeHo4yHoe - 1 WITyKa;

KIYT KPOBOOCTaHABAMBAOLWMIA MaTepyaTo-3/1acTUYUHbIN - 1 WITYKQ;

nakeT NepeBA30YHbIN MeANLUNHCKUA CTEPUIbHBIN - 1 WTYKA;

candeTKa aHTMCeNTUYECKasA U3 HETKAHOIo MaTepuMana C NepeKkncbio Bogopoaa - 1 WryKa;

CPeAcTBO MepeBA30OYHOE TMAPOreneBoe MNPOTUBOOMKOIOBOE CTEPU/IBHOE C OX/JaXKAAWUM Wt
obesbonusarowmm gelicteuem (He meHee 20 cm x 24 cm) - 1 WITyKa;

e iKonacTblpb PYNOHHbIN (He meHee 2 cm X 5 m) - 1 WwTyKa;

nepyaTkM MeaANUMHCKUE HECTEpPUbHbIE, CMOTpOBbIe - 1 napa;

MacKa MegMLMHCKAn HeCcTepuabHan TPEXC/IOMHAnA M3 HETKAHOrO MaTepuasna C Pe3NHKAMMU UAKU C
3aBsi3Kamu - 1 WTyKa;

candeTKa aHTUCENTUYECKan N3 HETKAHOro MaTepuana cnupToBas - 1 WTyKa.

KUMI3, KoTopbim obecneymBaeTca /AMYHbLIN cOcTaB GOPMUPOBAHWUI ANA BbINOJHEHMA WM



MEeponpuATUIA MO OKasaHMIO NepBOM NOMOWM MOCTPaAaBLWIMM, AOMNyCKaeTca AOMOAHUTENbHO
KOMMNAEKTOBATb CNeAyoWnUMnN MeSULUHCKUMU N3AENNAMMU:

CpeacTBo NnepessA304YHOE reMocTaTUYecKoe CTePUIbHOE C aMUHOKANPOHOBOMW KUCIOTOM (He meHee
6 cm x 10 cm);

CPeACTBO  MepeBA30YHOE remMOCTAaTMYeCKOe  CTepuibHOe Ha OCHOBE  LEOJIMTOB WU
a/IlOMOCUIMKATOB KafbUMs U HaTPUA UK TMAPOCUMAMKATA Kanbuma (He meHee 50 1);

CpeancTBo NepeBsA30YHOE rngporeaneBoe gas MHPULMPOBAHHbIX PaH CTEPUIbHOE C AaHTUMUKPOOHbIM
n o6e3bosiMBatoOWMM AENCTBUEM;

candeTKa M3 HETKAHOIo MaTepmrana C pacTBOPOM aMMMAKa.

13. KMMI3 nognexut KOMNNEKTauMuM NeKapCTBeHHbIMM npenapataMmm M MeaULUHCKUMU
N34ennsaMM, 3apermcTpMpoBaHHbIMM B YCTAHOBAEHHOM nNopsgKe Ha Tepputopun Poccuinckoit
depepaunn. Jonyckaetca komnnektauya KMMI3 nekapcTBeHHbIMM NpenapaTamMmyv U MeanUMHCKMMU
n3gennsamm nepes ero Bblaadyen IMYHOMY cOCTaBy GOPMUPOBAHUIA NN HACENEHMIO A1A UCMO/Ib30BaHMS.
YCNoBUSA BPEMEHHOIO pPasMELLEHUS JIEKAPCTBEHHbIX NpenapaTtoB U MeAULMHCKUX WU3OeNNn Ao KX
MCNONb30BaHMA MO HA3HAYEHWUIO AO0/KHbI COOTBETCTBOBATb YCTAHOBJIEHHbIM WX MNPOU3BOAUTENAMM
TpeboBaHMAM NO XpaHEHMU!IO.

14. JleKapcTBeHHble npenapatbl M MeOUUMHCKUE WU3OeNna, KOTOPbIMM B COOTBETCTBUM C
HacToswummn TpeboBaHMAMKM KomnseKTyeTca KUMI3, He nopneskaT 3ameHe JIeKapCTBEHHbLIMMU
npenapatamm n MeAULMHCKUMWN N3LENNAMMN APYTUX HAMMEHOBAHUMA.

15. KonmMyectBa NEKApCTBEHHbIX MPEnapaToB B HacTOAWMX TpeboBaHUAX NpUBEAEHbI U3 pacyeTa
OLHOKPATHOrO BbINOJIHEHWUA HAa3HAYEHUI MeAMULIMHCKMX PabOTHUKOB.

16. Mo ncre4yeHMn CPOKOB rOAHOCTU NEKAPCTBEHHbIX NPENAPATOB U MELOULIUHCKUX U3AENUA UK B
cnyyae wmx npumeHeHus KWMMI3, B ciyyae npeanosiaraemMoro AasibHeillero ero Mcrnosib30BaHus,
NOANEXNT NOMOJIHEHUIO.

17. He ponyckaeTcs WCNO/b30BaHME, B TOM YUC/e MOBTOPHOE, MEeAULMHCKUX WU3Oenuni,
3arpA3HeHHbIX KPOBbIO U (MAN) APYTUMM BUONOTUYECKUMM HKUOKOCTAMMU.




