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O BHeceHnn n3meHenmii B Pemenne CoBera EBpasuiickoi 9KOHOMHYIECKOM KOMUCCHH OT 3
HOs10ps 2016 r. Ne 88

Pemenne Coeta EBpaszuiickoii s3xoHOMHU4YeCcKor komuccuu ot 19 mas 2022 romga Ne 80.

B cootBercTBUHM cO cTarthsimu 4 u 8 CorjameHus O €IUHBIX NPUHIMNAX U MpaBUiIax
oOpalieHus JIEKapCTBEHHBIX CPEACTB B paMKkax EBpazuiickoro s5KOHOMHUYECKOTO COr03a OT 23
nexadps 2014 roga u nynkrom 98 npunoxenus Ne 1 k Permamenty pabotsl EBpazuiickoit
DKOHOMUYECKOM KOMMCCHUHU, YTBEpkIAeHHOMY Pemenuem Breicmero EBpasuiickoro
SKOHOMHUYECKOTO coBeTa oT 23 nekadpsa 2014 r. Ne 98, Coset EBpa3uiickoil 3KOHOMHUYECKOU
KOMMCCHUY PEIMIMII:

1. Buectu B Pemenne CoBeta EBpa3zuiickoil s5koHOMUYeCKOi komuccuu ot 3 Hoa0ps 2016
r. Ne 88 "O06 yTBepxkaeHNUU TpeOOBaHUN K WHCTPYKIIMU TIO METUIIMHCKOMY MPUMEHCHHIO
JIEKApCTBEHHBIX MpENapaToB W OO XapaKTepHUCTHKE JEKAPCTBEHHBIX IMpENapaToB s
MEIUIMHCKOTO MPUMEHEHUS N3MEHEHHS COTJIACHO MTPUIIOKEHHUIO.
2. Hacrosimee PemieHne BCTynaeT B CHIy IO MCTE€YEHHM 6 MECALIEB C AAThl €ro
o(pUIMANTBHOTO OIyOJINKOBAHUS.

Ynienrr CoBeta EBpa3uiickoif 2KOHOMHYECKOH KOMHCCHH:

Or Pecrrybnnkn Apmeddm PecriyOnnkn benapy®es Pecriy6mnkn Kazax€raKsiprozckoif Pecmy@mBaccutickoii eneparmmn

M. I'puropsun H. IletpuiieHko b. Cynranos A. KosxorrreB A. OBepuyk

MMPUIJIOXEHUE
k Pemrenuio CoBera
EBpazuiickoil 3KOHOMUYECKOW KOMUCCUU
oT 19 mas 2022 r. Ne 80

HN3MEHEHW I,
BHOCHMEIE B Pemenne CoBera EBpasmiickoit 3xoHOMIIecKo# komuccrn oT 3 Hos0ps 2016 r. Ne 88

1. B HauMeHOBaHMM M B NMYyHKTE | cioBa "JIEeKapCTBEHHBIX MpenapaToB U 00IIeH
XapaKTEPUCTUKE JIEKapCTBEHHBIX IMpenapaToB" 3aMEHUTh CIIOBAaMU 'JIEKAPCTBEHHOTO
npenapara u o01Iel XapaKTepUCTUKe JIEKapCTBEHHOIO mpenapara’.

2. B TpeGoBaHMAX K MHCTPYKIIUU MO MEAUITMHCKOMY MPUMEHEHHUIO JEKapCTBEHHOTO
npenapata U oOIIEH XapaKTEPUCTUKE JIEKApCTBEHHOrO Mpemnapara s MEAUIMHCKOTO
MIPUMEHEHUS, yTBEPKACHHBIX YKa3aHHbIM PerieHueM:

a) B ab3arie msitom paszzena I cinopa "B npuioxkeHusx Ne 2, 3 u 13" 3ameHuTH ciioBamu "B
npustoxeHusx Ne 2, 3, 13 u 19",

0) B IpeJIOKEHHUSIX BTOPOM U TpeTheM ab3aria BToporo npuioxkenus Ne 4 K yKa3aHHBIM
TpeOOBaHUSIM CJIOBa "JIEKAPCTBEHHBIX IpenapaTroB" 3aMEHUTH CIOBaMH 'JIEKapCTBEHHOTO
npenapara';



B) B npmiioxeHuu Ne 12 k yka3aHHBIM TPeOOBaHUSIM:
B ITyHKTE 4.1 cnoBa "JIeKapCTBEHHOTO CPEACTBA" 3aMEHUTH CIIOBaMU '"JIEKapCTBEHHOIO
npenapara';
B noanyHkre "B" myHkTa 4.10 ci10Bo "nekapcTBEHHO'" 3aMEHUTH CJIOBOM 'JIEKAPCTBEHHOTO
", ciioBa "JIeKapCTBEHHBIX NIPENapaToB’ 3aMEHUTH CIOBaMH "JIEKapCTBEHHOIO Ipenapara';

B a03ane nepBom nyHkrta 4.20, a03ane nsATHaguaToM nyHKTa 5.1, ab3amax mectom,
BOCBMOM U TPUHAALATOM IyHKTa 5.2, ab3amne BTOpoM MyHKTa 5.3, ab3alie 4eTBEpTOM MyHKTa
6.1.2, aG3aime BTOpoMm myHKTa 6.4, ab3ane AecsiToMm myHkTa 6.5, ab3are BTOpoM myHKTa 7.2
CJI0Ba "JIEKapCTBEHHBIX IIpenapaToB’ 3aMEHHUTH CIIOBaMU 'IEKapCTBEHHOr 0O Ipenapara';

r) B a0b3are BocbMOM MyHKTa 3.3 mpunoxeHus Ne 14 k yka3aHHBIM TpeOOBaHUSM, B
ab3alie TpeTbeM MyHKTa 2.7, ab3aiax BTOPOM U YETBEPTOM MyHKTa 5.2 mpuiioxeHus Ne 16
YKa3aHHBIM TPeOOBAaHUSAM, B MPEIJIOKEHUAX IEPBOM U BTOpOoM MyHKTa 11 npunoxenus Ne 17
K yKa3aHHBIM TpEOOBaHUSAM CJOBa "JIEKapCTBEHHBIX IPENAapaToOB U OOILIEH XapaKTEpPUCTUKE
JEKApCTBEHHBIX MpENapaToB" 3aMEHUTH CIOBaMH 'JIEKapCTBEHHOrO Ipemnapara U 0OIei
XapaKTEPUCTHKE JIEKAPCTBEHHOIO Ipenapara';

1) TOMOJTHUTH npuioxkeHueM Ne 19 cnenyromiero coaepxaHus:

"ITPUJIOXKEHUE Ne 19
K TpeOOBaHUSIM K MHCTPYKLIUH MO
MEIULIIHCKOMY TPUMEHEHHIO
JeKapCTBEHHOTO Iperapara 1
o011el XxapaKTepHCTHKE
JIEKapCTBEHHOT'O IIpenapaTta Jyis
MEIUIIMHCKOTO TPUMEHEHHS

YKA3AHWA

[0 IOATOTOBKE TEKCTa mpeaynpexaaromei madopmManuyn 00 MHEKIMOHABIX areHTax B 00mmx
XapaKTEPHCTHKAX JICKAPCTBEHHEIX MPEMAPaTOB M JIMCTKAX-BKIAIBINAX JIEKAPCTBEHHEIX
IpemnaparoB, MOTy9Y€HHbIX 3 KPOBH HJIM IUIa3MBI KPOBH 9€JIOBEKA

I. O6mme momoxeHus

Hacrosmue VYkazanus coaepxar cTraHmapTHbIe (DOPMYIUPOBKH TEKCTa
npeaymnpexaaronieil nHhopmaluu 0 pucke rnepeaayu ¢ KpoBbio U (WIHM) €e KOMIIOHEHTaMH
BO30yauTENEd MH(PEKIUNA, KOTOPhIA JOJKEH ObITh BKIJIOYEH B OOIIHME XapaKTEPUCTUKHU
JIEKapCTBEHHBIX MPENapaToOB U JUCTKU-BKIIA BN JIEKAPCTBEHHBIX MPEMAPATOB, MOIYYCHHBIX
13 KPOBU WJIH TJIa3Mbl KPOBH YEJIOBEKA.

[Ipu BBeIeHNM JIEKAPCTBEHHBIX MPENAPATOB, MOJIYYEHHBIX U3 KPOBH WM ILJIa3Mbl KPOBH
YeJ0BeKa, HEBO3MOXKHO MMOJHOCTHIO HCKJIIOUMTH Tepe/layy TeMOKOHTAaKTHBIX areHTOB U
pa3BUTHE MHPEKIIMOHHBIX 3a00JICBaHUM.

Mepsbl, mpuHHMaeMble ISl TPEAyNpexICHHUs Mepeladyd C KPOBbIO U (MIIH) €e
KOMITOHCHTaMu B030yauTenell WH(PEKIuid mpu NMPUMEHEHUH PACcCMaTPUBACMOUN TPYMIIBI



JEKapCTBEHHBIX MPENapaToB, BKIIYAIOT OTOOP JOHOPOB, CKPUHUHT HHIAWBUYATBHBIX
JNOHALMW W IMYJOB IJIa3Mbl HA COJEPKAHUE MAPKEPOB U3BECTHBIX BUPYCOB, NEPEAAIOIINXCS
yepe3 KpOBb U €€ KOMIIOHEHTHI, M BKJIIOUYECHHE CTaWii WHAKTUBALMU U (WJIU) SIUMUHAIIUN
IIMPOKOTO CIIEKTPA BUPYCOB.

B o0wmield xapakTepuUCTHKE JIEKapCTBEHHOTO IpernapaTa W JIMCTKE-BKJIaJbIIIe
JIEKapCTBEHHBIX IIpENapaToB, IMOJYYEHHBIX M3 KPOBHU WM IUIa3Mbl KPOBHU YEIOBEKA
UCIIOJIB3YETCs CTaHAapTHas (POPMYJIMPOBKA € LEIbI0 HHPOPMUPOBAHUS Bpauyeil U MallMEHTOB
O pHUCKe Tiepeiadyu BO30OyAuTeNeld BUPYCHBIX HH(PEKIINA, 00YCTOBICHHOM BBEJCHUEM JTIOOBIX
JIEKapCTBEHHBIX MPENAapaTOB, MOJYYEHHBIX U3 KPOBU WJIU IIJIa3Mbl KPOBH YEJIOBEKA.

Tekcr npexynpexaarone nHPOpMAIIMK O PUCKE Mepeadyu BO30OyAUTENeH BUPYCHBIX
MH()EKIUH MOCTOSTHHO MepecMaTPUBAETCS C 1ENIbl0 00OHOBIEHHS. TekeT MHPOPMAIIMK TaKKe
M3MEHSIETCSl B ClIy4yae, €ClIi HEKOTOPhIE MPEAYNPEKICHUS MEPECTaHyT ObITh aAKTyaJbHBIMU
IUTsl KOHKPETHOTO MPOIYKTa U3 KPOBU WJIU IJIa3Mbl KPOBU YEJIOBEKA.

B cootBercTBHuM ¢ rnaBoy "OLeHKa KayecTBa JIEKAPCTBEHHBIX MPENApATOB, MOJIYYEHHBIX
U3 IUIa3Mbl KpoBu uyenoBeka" I[lpaBui mpoBeneHHs UCCIENOBaHUN OHUOJOTHYECKHUX
JIEKAPCTBEHHBIX CPEACTB EBPAa3UMCKOTO SKOHOMUYECKOTO COKO3a, YTBEPKICHHBIX Pemennem
Coseta EBpasuiickoii 5KOHOMHUYECKOH KOMUCCHHU OT 3 HOs1Opst 2016 r. Ne 89, MenumimHCKOMY
MEPCOHAITY HEOOXOANMMO JOKYMEHTHPOBATh HAUMEHOBAHUE U HOMEP CEPHUH JIEKAPCTBEHHOTO
npernapara npu KakJioM BBEJECHUHU €ro NallMEHTy C LEIbI0 MOepKaHusl 00OpaTHOM CBSI3H.

[TarmenTsl Takxke HHGOPMHUPOBAHBI O HEOOXOAUMOCTH JOKYMEHTHUPOBAHUS

HaVMEHOBAHUSA U HOMEPA CEPUM JIEKAPCTBEHHOI'O Ipenapara IpHU KaXI0M €ro BBEACHUU C
HEeIbI0 TOJAJIepKaHUsI OOpaTHOW CBS3U IMOCPEJACTBOM MPEAYINPEKIAIONMIETO yYKa3aHUs B
JINCTKE-BKJIA/IBIIIE JIEKAPCTBEHHBIX MPEIMAPATOB, MOJIYUYCHHBIX U3 KPOBHU WM IUIA3Mbl KPOBHU
YEJI0BEKA.

[Ipenynpexnatomas uHGopManus 0 pHUCKE Mepeaadd BO30yIUTENIe BUPYCHBIX
nH(DEKIUH BKIIIOYaeTCs B 0OIYI0 XapaKTEPUCTUKY JIEKAPCTBEHHOTO MperapaTa B pasfen 4.4,
coAepKallui KIMHUYECKA BAXKHBIE YKa3aHUs U MEPbI MPEAOCTOPOKHOCTH MPU NMPUMEHEHUHN
JIEKapCTBEHHBIX MTPENAPATOB, MOJIYUYECHHBIX U3 KPOBU WIIH IUIA3Mbl KPOBU YEIIOBEKA.

B cBsi3u ¢ 3TUM JaHHYI0 (QOPMYIMPOBKY HE JOIMYCKAETCS PACIIUPATH 3a CUET JIPYTHUX
CBEJICHUI, HE SIBISAIOMIMXCS OCOOBIMU YKa3aHUSAMHU WIM MEPaMHU MPEIOCTOPOKHOCTH (
HalpuMep, OMUCAHUEM CTaAud HHAKTUBAIMKM U (WJIM) DIMMHUHAIIMKA BUPYCOB WIIHU
HCTIBITAHUSAMHU Ha OTHENIbHbIE BUPYCHI). PaccMoTpeHHass (GopmylnpoBKa OTHOCHUTCS M K
o0beMy HH(pOpMaALIUU I TOTPEOUTEINCH, BKIIFOUaeMON B JIMCTOK-BKJIAJIBIII JIEKAPCTBEHHBIX
IIPENapaToB, MOJIYYEHHBIX U3 KPOBH WIH IUIa3Mbl KPOBU YEIOBEKA.

Hacrossmue Ykazanus conepkaT 1Ba U3MEHEHHUS B CPaBHEHUHU C TPAJAULHOHHBIM
NOAXOJIOM MO COCTAaBICHHUIO NpeAynpexiaroiieil uHpopMaluu O pHUCKE Nepenadu
BO30yuTeNel BUPYCHOM HH(EKITNH:

He TpeOyeTcs CChUIKAa Ha KOHKPETHBIE 0053aTeNIbHbIE MEPBI, IIOCKOJIbKY OHA HE SBIISIETCS
MpeAyNpEeXACHUEM WA MEPO 0€30MacHOCTH, U YKa3aHHbIE CBEACHUS JOCTYIHBI B IPYTUX



UCTOYHUKAX (0O0s3aTe’abHbIE Mepbl MYyOJHMKYIOTCS B 4YacTHOM cratbe Papmakoreu
EBpazuiickoro saxonoMuueckoro cotosa (nainee — @apmakones Coroza) "[lna3zma uenoBeka
st (ppakIMOHUPOBaHU", @ B ClIydyae OTCYTCTBHS 3TOM CTaThbU — B YACTHBIX CTaThAX
(dbapMakoneld rocynapcTB — WiIEHOB EBpa3uiicKoro 3KOHOMHUYECKOTO colo3a (maiee —
rocyJ1IapCTBa-UJICHBI));

npeaynpexaaronias nHpopMarus CoIepKUT CBeIeHus 00 o01ei 3 HEeKTUBHOCTH BCEX
Mep, NPUHATHIX I 00ecredeHus: BUPyCHOM 0€30MacHOCTH JIEKApCTBEHHOrO Mpenapara us3
KPOBM WJIM TUIa3Mbl KPOBHM 4YEJIOBEKAa, U HE COJIEPKUT CBeICHUS 00 3(PHEKTUBHOCTU
OTJENbHBIX CTaJNI WHAKTUBALIMHU U (WJIM) SIIMMUHAIIMN BUPYCOB B MPOIIECCE TPOU3BOICTBA.

Nudopmarnus, oTHOcsMIasCS K MpoIeaypaM WHAKTUBAIMU WU (WJIM) DIMMUHAIINH,
croco0OHa BBOJAUTH NOTPEOUTENS B 3201y IeHHEe, OCOOCHHO B OTHOLIEHUU NapBoBupyca B19.
Hampumep, ecnu B mpoiiecce IpoU3BOJCTBA MpeaycMoTpeHa 3G (GeKTHUBHAs CTaaus B
oTHolIeHUH napBoBupyca B19 (To ecTh cTaaus, cnocoOHasi CHU3UTh HAa HECKOJIBKO MOPSIKOB
YPOBEHb BUPYCHOH Harpy3ku), OJHAKO BO3MOKHOCTH CTaJWH OYyIyT 3aBBHIIICHBI B CiIydae
BBICOKOM BUPYCHOM HArpy3KH B ITyJI€ MJIa3MBbl.

[Ipenynpexnaronee ykazaHue cooOLIaeT O MOTEHIMAJbHOM pHUCKE Nepenayu
BO30OyAuTeNe BUPYCHBIX HH(EKUUH NpU NPUMEHEHUH JIEKapCTBEHHBIX IpEenaparos,
MOJIy4YEeHHBIX W3 KPOBU WMIU IUIa3Mbl KPOBU deloBeka. OCHOBHOW TEKCT JOKyMEHTa
pa3bsACHAET HCIOJIb30BaHUE MPEIyNPExKIAAIONINX YKa3aHUM, MPUBEICHHBIX B HACTOSIIHUX
Vkazanusx. B Tekcre npenynpexaaronied MHPOpMAIMU YIOMHUHAIOTCS OMNpEeIeHHbIE
BHPYCHI, KOTOPbIE B POILIOM MEPEAABAINCH IPU MPUMEHEHUH JIEKaPCTBEHHBIX MPENapaTos,
MOJIyYEHHBIX M3 KPOBHU WM IJIa3Mbl KPOBHU YeJIOBEKA.

Mepsl, npuHUMaEMBbIE I MIPEAYNPEKICHUS Mepeadnd TaKuX 000J0UYEYHBIX BHPYCOB,
Kak BUpyCc uMMmyHojedunurta yenoreka (BUY), supyc renarura B (BI'B) u Bupyc renatuta
C (BI'C), paccmaTpuBatoTcs B kKauecTBe 3(h)(PEKTUBHBIX I BCEX KOMMEPUYECKUX MPenapaToB.
Takue 6e3000m0uedHbIe BUPYCHI, Kak Bupyc renatuta A (BI'A) u mapBoBupyc B19, tpynno
NOAJAI0TCS WHAKTUBAUMM U (MIM) JNUMUHAIMU, a 3P()EeKTUBHOCTH MEp YyIaJeHUS
6€3000J104€YHBIX BUPYCOB OTJINYAETCA I Pa3HBIX JIEKAPCTBEHHBIX MPENapaToB.

B cBs3u ¢ 3TUM cBeieHus, coepKalirecs 1 IoTpeOuTeNnei B 0011ei XapakTeprucTruKe
JICKapPCTBEHHBIX MPEMapaTOB U JTUCTKE-BKJIA/IbIIIE JEKAPCTBEHHBIX MTPEMapaToB, MOIYIEHHBIX
U3 KPOBU WM IUJIa3Mbl KPOBHM UEJIOBEKAa, ITOJKHBI COJEpKaTh HHPOPMAIUIO O
MOTEHIIMAILHOM pHUCKe Tiepenayn 6e300010ueunbix BUpycoB (BI'A u mapBoBupyca B19) ¢
y4eTOM IMPUHUMAEeMbIX Mep 0€30MacCHOCTH M Pe3yJIbTaTOB HCCIEIOBAHUM MHAKTUBALUU U (
WIM) STTUMUHAIINA BUPYCOB, MMPOBEICHHBIX JIEPKaTEIeM PETUCTPALMOHHOTO YIOCTOBEPECHHUS
JIEKapCTBEHHOT'O Tpernapara, HoJyuYeHHOTO U3 MIa3Mbl KPOBU YEJIOBEKa.

HeB03MOKHO COCTaBUTh OT/IETBHOE YKa3aHHUE O MOTEHIIMATBLHOM pUCKEe MH(ULIIUPOBAHUS
6e30005104eyHBIMU BUpYCcaMU. B mporiecc mpou3BOACTBa BCEX JIEKAPCTBEHHBIX MPENapaToB
U3 KPOBU WJIM IUIa3Mbl KPOBH YEJIOBEKA JOJKHBI OBITh BKIIOUEHBI 3(P(GEKTUBHBIE CTAJAUU
WHAKTUBALMM W (WJIX) 3JIMMHHAIIMU [IAPOKOTO CIEKTpa BUPYCOB, 00JIaJAIOIINX Pa3HbIMU



($u3UKO- XMMUYECKUMU CBOMCTBaMH. DTO Jae€T YBEPEHHOCTh B A3P(HEKTUBHOCTH UHAKTUBAIIH
u (WIM) SIMMHHALMM BUPYCOB, HE H3BECTHBIX B HACTOSIIEE BpEeMS WM HEIABHO
MOSIBUBIIINXCSL.

Bupyc nuxopanku 3anagnoro Huna nosiuiicss B CeBepHOM AMEPHUKE U IepeiaBajcs
yepe3 KOMIIOHEHTHI KpoBU. BMmecTe ¢ TeM ciyyau nepenadu BUpyca JUXOpPaaKH 3anagHoro
Hwuna depe3 sexapcTBeHHBbIE INpenaparsl, IMOJYUYEHHbIE W3 IIJIa3Mbl KPOBU YEJIOBEKa, HE
3apeructTpupoBanbl. Mcrnosib3yemble B HAcTosllee BpeMs CTaAuy WHAKTHBAUMUHU U (WUJIN)
AIMMUHAIIMYA JIOCTATOYHBI JIJIsi oOecriedeHus 0€30MacHOCTU JIEKAPCTBEHHBIX MPEnapaTos,
ITOJIYYEHHBIX U3 IUIa3Mbl KPOBH YEJIOBEKA, B OTHOLIEHUHU BUpYycCa JUXOpaaku 3anagHoro Hua

C yyerom 3TuxX (HakTOpOB B MpEAyNPEKIAOIMMNX YKa3aHUsIX MH(OpMALUs O TaHHOM
BHUPYCE HE yKa3bIBACTCH.

PaccmatpuBaeTcss BOIpoc 0 HEOOXOIUMOCTH OTAEIBHOIO YIIOMUHAHHS O BApUAHTHOU
oone3nu Kpeittudenpara — Axoda (BBKS) B mpemynpexnaromux ykazanusx. IIpunsaro
pelieHue O Helenecoo0pa3HOCTH BKIIIOYEHUS OTIEIBHOTO YIMOMHHAHUS O TMOBBIIICHHOM
OMacHOCTU B CBSI3M C MOTEHIMAJIBHOM Mepenadeil Bo30yauTeNs BapuUaHTHOW OoJie3HU
Kpeiitudensara — SIxkoba yepe3 jeKkapCTBEHHBIC MpenapaThl, MOJTYYEHHbIE U3 KPOBU WIIU
IJ1a3Mbl KPOBU YEJIOBEKA, U MPOJOKEHUN MPAKTUKU MPEACTABICHUS YaCTHBIX CBEJACHUN B
IPYTHX IOKYMEHTAaX.

Nudopmanus B npeaynpekIaolieM yKa3aHuu COACPKUT oOIIee MpeayrnpexaeHue o
HEBO3MOXXHOCTH TOJTHOTO UCKJIIOYCHHS Mepeaadn Bo30yauTenell BUPYCHBIX HHPEKUUN Tpu
NPUMEHEHHUH JIEKAPCTBEHHBIX MpENapaToB, MOJYYEHHBIX U3 KPOBH WM IUIa3Mbl KPOBHU
YEJI0BEKA.

Coo0mienrs 00 UHPUIIMPOBAHUU BUPYCaMU MPU BBEJEHUU JIEKAPCTBEHHBIX MPENapaToB
Ha OCHOBE ajlbOyMHHA, MOJYYEHHBIX CTAaHJAPTHBIMU METOJAMH U COOTBETCTBYIOLIUX
dbapmakoneiinpiM cTaThaM @Dapmakomneun Coro3a, a TpU OTCYTCTBUM B HEW — CTaThsIM
(dapmakoriell rocy1apcTB-4JIEHOB, He ocTynaiu. Ecinu anb0yMUH UCIIONb3yeTCs B KAUeCTBE
BCIIOMOTATEJIbHOTO BELIECTBA B IPYTUX JIEKAPCTBEHHBIX MperapaTax, He TpeOyeTcsl BKII0YATh
Kakue-mu0o OTHENbHBbIE MPEIyNpexICHUSI, 4YTO OOBIACHSAETCS JIUTEIbHOM HCTOpUEi
0e30MacHOro NPUMEHEHHUs JIEKAPCTBEHHBIX IIPENapatoB Ha OCHOBE anbOymuHa. B
PACCMOTPEHHOM Cily4yae albOyMHUH YKa3bIBA€TCAd B MEPEYHE BCIIOMOTAaTENbHBIX BEIIECTB,
HCIIOJIB3YEMBIX JUIsl IPOU3BOACTBA IPYTOro JIEKAPCTBEHHOIO Mpenapara.

I1. Ilpexynpexnerue 06 HMHGEKITMOHABIX areHTaX B 00mell XapakTepUCTHKE JIEKapCTBEHHBIX
IpenaparoB, MOTyYeHHBIX H3 KPOBH MM IUTa3MbI KPOBH JEJIOBEKa

B o0mieit xapakrepucTuke JiekapcTBEHHOTO Tipernapara B pasuene 4.4 "OcoOble ykazaHus
U MEpPBI MPETOCTOPOIKHOCTH TIPU IPUMEHEHUH" BBHIOOP (POPMYITHMPOBKH, 3aKIIFOUCHHON B < >,
3aBUCHUT OT 3 (HEKTUBHOCTH MEP B OTHOIIICHUH COOTBETCTBYIOIIETO BUPYCA.



1. JIekapcTBeHHEIE IIpeNapaThl, HOJXyIeHHEIE 03 KPOBU MM IUIa3MbI KPOBH deJIOBeKa (3a
ACKIIOYCHHEM MMMYHOTITIOOYJIMHOB U anb0yMuHa)

"CrangapTHbIE MEpbI IPEIYTPEKICHUS Pa3BUTHS BUPYCHBIX HMH(EKIHI, 00yCIOBICHHBIX
IPUMEHEHHUEM JIEKAPCTBEHHBIX MPENapaToB, MOJYYEHHBIX M3 KPOBU WIIHM IJIa3Mbl KPOBU
YeJIoBeKa, MPeyCMaTpUBatoT 0TO0p TOHOPOB, CKpUHUHT MHIUBUAYAJIbHBIX JOHALMM U ITyJIO0B
I1a3Mbl Ha crenuduueckre Mapkepbl MHPEKUHUNA U BKIIOUYEHHE B MPOIECC MPOU3BOJICTBA
3¢ (PEeKTUBHBIX CTaaUi MHAKTUBAIIMU U (WJIM) JIMMHUHAIIMU BUpYycoB. HecmoTps Ha 310, 1pu
BBEJICHUHM JIEKAPCTBEHHBIX IIPENAPaTOB, NOJYYEHHBIX U3 KPOBH WJIU IIJIa3Mbl KPOBHU YEJIOBEKA,
HEJb3s MOJHOCTHIO UCKIIOYUTH BOZMOXHOCTh NIEpeiaun BO30yAUTENe BUPYCHBIX HH(EKIIHI
, OCOOEHHO B OTHOIICHUN HEM3BECTHBIX U HOBBIX BUPYCOB, a TAK)KE APYTUX MATOTE€HOB.

[IpunsiThie MEephI cunTatoTCs 3PGHEKTUBHBIMUA B OTHOIIEHUH TaKUX 000JI0UEYHBIX BUPYCOB
, Kak BUpyc unMmyHojeduuunta yenoseka (B1Y), Bupyc renatura B u Bupyc renatura C.

<, a TaKXe B OTHOIICHHH 0€3000JI09eYHOT0<bIX> BHpPyCa<oB> <remaTuta A> <u> <
napeoBupyca B19>>.

<I[IpuHsTHIE MEPHI HE CUUTAIOTCS JOCTATOUHO 3()DPEKTUBHBIMU
B OTHOILIEHUU TaKUX 0€3000J104€YHBIX BUPYCOB, KaKk <BUpYC renatuta A> <u> <mnapBOBUPYC
B19>>.

<Uuduuupoanre napsoBupycom B19 omacHo mis GepeMeHHBIX KEHIIUH (
MH(ULIUPOBaHHUE TJI0JA) U JIUL C UMMYHOJIE(UIIUTOM WUIIU TOBBIIICHHBIM 3PUTPONO330M (
HanpuMep, NpyU reMOJIUTHYECKON aHeMHH)™>. YKa3aHue O TpymNIax pHUcKa Mo MapBOBUPYCY
B19 Bkirouare He TpeOyeTcs, €Cild MPUHATBIE MEphl PACIEHUBAIOTCI B KadyeCTBE
s dexTuBHBIX B oTHOIIEHHH B19.

[Ipu xaxqoM BBEJEHUU NMALMEHTY {HAWMMEHOBAHHE Mpernapara} TOKYMEHTUPYETCS €ro
HAaMMEHOBAaHHE U CEPUIHBIA HOMEP B LIEJISAX COXPAHEHHU CBS3M MEXAY MMallUEHTOM U Cepuen
npemnapara.”.

IIpumeppl.

Mepel, 5¢p¢pekTHBHBIE B OTHOILIEHHH BHpYCa rernaTtuta A u naposupyca B19:

"[IpuHsiThie Mepbl CUUTAIOTCSH I(P(PEKTUBHBIMU B OTHOIIEHWU TAaKUX OO0OJOYEUYHBIX
BUPYCOB, Kak BUpyc uMMyHoeduruta yenoBeka (BUY), supyc renarura B (BI'B) u Bupyc
renatuta C (BI'C), a Takke B OTHOIIEHWU TaKUX 0€3000JI04EYHBIX BUPYCOB KaK BHUPYC
renatuta A u mapsoBupyc B19.".

Mepel, 5¢p¢pekTHBHBIE B OTHOILIIEHHH BUpYCa refaTtuta A, Ho He napBoBupyca B19:

"IIpuHsATHIE MEpbl CUUTAIOTCS 3(PPEKTUBHBIMU B OTHOIICHHHM TaKUX 00O0JOUYEUYHBIX
BUPYCOB, Kak BUpyc uMMyHoeduruta yenoBeka (BUY), supyc renarura B (BI'B) u Bupyc
renatuta C (BI'C), a Takxe B oTHOIIEHHH 0€3000104e4HOro Bupyca renatuta A. [IpunsTeie
MEpbl HE CUUTAIOTCS OCTATOYHO 3(P(HEKTUBHBIMH B OTHOIIEHUH TaKUX 0€3000J104E€UHBIX



BUpYyCcOB, kak mnapBoBupyc B19. Hudunupoanue mnapsoBupycom B19 omacuno s
OCpeMEeHHBIX KEHIIUH (MHPUIUPOBAHUE IUIOJMA) U JHUIl C HUMMYHOJIECHUIIUTOM WU
MOBBIIIEHHBIM YPUTPOIIO330M (HAPUMED, IPU TEMOJIUTUIECKON aHEMHN).".
Mepel, HeapekTHBHBIE B OTHOIIIEHHH BHpYCa refnatuta A u naposupyca B19:

"IIpuHsiTBIE MEpPBl CYUTAIOTCS (P(PEKTUBHBIMU B OTHOIICHUU TAaKUX O0O0JOUYEYHBIX
BHUPYCOB, Kak BUPYC MMMyHOAehUIIUTa YeloBeKa, BUpyc renarura B u Bupyc renarura C.
[IpuHsATBIE MEPHI HE CUMUTAIOTCS JOCTATOYHO 3(DPEKTUBHHIMU B OTHOIICHUH TaKUX
06€3000J104€UHbIX BUPYCOB, KaKk BUpycC renatutra A u mapoBupyc B19. MndunupoBanue
napBoBupycoMm B19 onacHo st 6epeMeHHBIX KEHIIMH (MHPUUIMPOBAaHUE IUIOAA) U JUL C
UMMYHOAC(HUIIUTOM WM TOBBIIIEHHBIM 3PUTPOIIOI30M (HAMPUMEP, TTPU TeMOTUTHIECKOMN
aHeMum).".

2. TomoymurebHas GOpMYIHPOBKA UL PETYJIAPHO U (M) HOBTOPHO BBOAUMEIX JIEKAPCTBEHHBIX
IPENapaToB, MOTyICHHBIX U3 KPOBH MM IUTa3MBl KPOBH 9EIIOBEKA, 32 HCKIIIOYCHUEM
AMMYHOTJIOOYJIHHOB

B otHomennn npenapatoB GakTOPOB CBEPTHIBAHMS KPOBH, MPEMIApaTOB aHTUTPOMOUHA U
APYTUX PETYNSAPHO U (WIK) TOBTOPHO BBOJMMBIX JIEKAPCTBEHHBIX MPEMapaTOB, MOTYYCHHBIX
M3 KPOBW WJIM TUTa3MBl KPOBHU UYEJIOBEKA, 3a HCKIIOUYCHHEM HMMYHOTJIOOYJIWHOB, TEpes
NOCJIEIHUM TPEIJIOKEHUEM O AOKYMEHTHPOBAHUM HAaMMEHOBAHUS M CEPUIHHOTO HOMEpa
JEKapCTBEHHOr0 IpenapaTta HEOOXOIMMO MPUBECTU CHEAYIOUIYIO JOMOJHHUTEIbHYIO
(GhOopMYIIHPOBKY:

"ITatiueHTOB, PETYSPHO U (WJIM) MOBTOPHO MOJIYYAIOIIHUX {KJIACC MpernapaToB, HapUMep,
npenapatsl gakropa VIII, mpemapatsr aHTUTpOoMOUMHA}, TTOTYUYEHHBIE U3 KPOBU WIIH TIJIa3Mbl
KpOBH 4eJIOBEeKa, HEOOXOAMMO BaKIIMHUPOBATh OT renaTuToB A u B.".

3. IMMyHOTIIOOYIHHEI

CBeneHus MO JIEKAapCTBEHHBIM IIpernapaTaM, OTHOCSIIUMCS K UMMYHOTIJIOOYJIHHAM,
JOJDKHBI BKIIIOYATh CIEAYIONINE MPeaynpeKaaroline HaAMuCcu U HHPOPMAIHIO.
"CranaapTHble Mepbl NPEAYNPEKACHUsS pa3BUTHS HH(EKUNH, 00YyCIOBIECHHBIX
NPUMEHEHUEM JIEKAPCTBEHHBIX MPEMapaToB, MOJYUYEHHBIX W3 IJIa3Mbl KPOBU UETIOBEKA,
peIyCcMaTPpUBAIOT OTOOP TOHOPOB, CKPUHUHI MHIAWBUIyaJIbHBIX JOHAIUI U ITyJIO0B IUIa3Mbl
Ha crienuduyuHbIe MapKepbl MH(PEKIUN U BKIIOYEHHE B TPOLIECC MPOU3BOACTBA 3 (HEKTUBHBIX
CTaJAUi MHAKTUBALMMU U (WJIM) dIMMUHALUU BHUpycoB. HecMoTps Ha 3TO, Mpu BBEACHUU
JIEKAPCTBEHHBIX MPENapaToB, NOJYYEHHBIX U3 KPOBHU WUJIM IIa3Mbl KPOBU YEJIOBEKA, HEJb3s
HCKIIFOYUTh BO3MOXXHOCTHh Tiepefadn Bo30OyauTeneil mHpeknuii, 0cOOEHHO B OTHOIIEHUU
HEU3BECTHBIX U HOBBIX BUPYCOB, a TAKXKE IPYTUX MTATOTEHOB.
[TpunsTeie Mepbl cuUTAIOTCS () (PEKTUBHBIMU B OTHOIICHUN TaKUX 000JI0YEUHBIX BUPYCOB
, Kak BUpyc uMMmyHoaedunura yenoseka (B1Y), Bupyc renarura B u Bupyc renatura C.



<, a TaKkKe B OTHOIICHUH 0€3000JI04eYHOTO<BIX> BUpYyca<oB> <rematutra A> <u> <
napeoBupyca B19>>.

<I[IpuHsATHIE MEPHI HE CYUTAIOTCS JOCTATOUHO 3()PEKTUBHBIMU
B OTHOILIEHUHU TaKUX 0€3000J104€YHBIX BUPYCOB, KaK <BUPYC renatuta A> <u> <mnapBOBUPYC
B19>>.

Haxonuien gocTaTouHbIN KIMHUYECKHUM ONBIT OTCYTCTBUS NIEPEAAYM BUpYyCa renaTuta A u
napBoBupyca B19 npu BBelleHMHM UMMYHOTJIOOYJIMHOB, KPOME TOTO0, MPEAINOoiaraeTcs, 4ro
HaJIMYue CHelM(PUUEeCKUX aHTUTEN BHOCUT 3HAYUTENbHBIN BKJIaJ B 00ecreueHue BUPYCHOU
0€301aCHOCTH.

[Ipu kax0M BBEJACHUM MALMEHTY {HaUMEHOBaHUE Mpernapara} JOKyMEHTHPYETCS €ro
HAaMMEHOBAHUE U CEPUNHBIA HOMEP B LIEJISIX COXPAHEHMS CBSI3U MEXAY ITallUEHTOM U CEpUe
npenapara.".

4. Ams6ymue

CBeneHMs 1O JIEKAPCTBEHHBIM MpernaparaM Ha OCHOBE albOyMHHA JTOJKHBI BKIKOYATh
ClIeyIOIKE IPeayNpeKIaolue HaMCU U UHPOPMALIHIO.

"Cra"gapTHble MEpbl NPEAYNPEKICHUS pPa3BUTHS BUPYCHBIX 3a00J€BaHU,
00yCIJIOBJICHHBIX MPUMEHEHUEM JIEKApPCTBEHHBIX IMPENapaToB, MOJIYyYEHHBIX U3 KPOBHU WIIU
1J1a3Mbl KPOBU YEJIOBEKa, MPEAYCMATPUBAIOT OTOOP JAOHOPOB, CKPUHUHT MHAMBUAYAJIbHBIX
JOHALMH U IIyJIOB IUIa3MBbl
Ha creurpuyHbie MapKepbl MHGEKIUNA U BKIOUYEHHE A((PEKTUBHBIX MPOU3BOJICTBEHHBIX
CTaAuil WHAKTUBAIMU W (WJIM) 3NIMMUHAUMM BUpycoB. HecMOTps Ha 3TO, IpU BBEACHUU
JIEKapCTBEHHBIX IIPENAapaToB, MOJYyYCHHBIX U3 KPOBU WM IUIa3Mbl KPOBU YEIIOBEKA, HEJIb3s
UCKJIIOYUTh BO3MOXXHOCTh NepeAadyd BO30yAUTENEed BUPYCHBIX HH(EKIUH, OCOOCHHO B
OTHOILLIEHUU HEU3BECTHBIX U HOBBIX BUPYCOB, & TAKXKE IPYTUX MTaTOIECHOB.

Coo0uieHns 00 MHPUUMPOBAaHUU BUPYyCaMU MPU BBEJEHUU JIEKAPCTBEHHBIX MPENapaToB
Ha OCHOBE ajlbOyMMHA, IMOJYYEHHBIX CTaHAAPTHBIMH METOJaMHM U COOTBETCTBYIOIIMX
bapmakonelinsiM ctaThiM @Papmakoneun Coro3a, a OpU OTCYTCTBUM B HEW — CTaThsIM
dapmakorielt ToCy1apCTB-WICHOB, HE MOCTYHAIIH.

IIpu kax10M BBEJACHUM NALMEHTY {HaUMEHOBaHUE Mpernapara} JOKyMEHTHUPYETCS €ro
HAaVMEHOBAHHE U CEPUMHBIA HOMED B LIEJIAX COXPAHEHHUSI CBSI3H MEXIY MALMEHTOM U CEpuen
npemnapara.".

IT. ®opmyimpoBka paszena 4.8 "HexenarersHule peaknun” oOmeH XxapakTepUCTHKA
JIEKapCTBEHHOT'O IpenapaTra, MOMy9IeHHOTO W3 KPOBH HJIH IUIa3MbI KPOBH d€I0OBEKA

CBeneHMs TOJDKHBI BKIIIOYATH CIICAYIOIINE PEyPEKIaloNue Ha{TMCH U HH()OPMAIIHIO.
"CBeneHuss 0 6€30MacHOCTH, Kacarolluecss BO30yauTesael BUPYCHBIX WH(EKIH,
npuBeAeHbI B pazzaene 4.4.".



IV. Ilpenynpexnenna 06 HHPEKIMOHHBIX ar€HTaxX B JIMCTKaX-BKJIAJBINIAX JIEKAPCTBEHHOTO
mpenapara, DOJIy4SeHHOIO U3 KpOBH MM IUIa3Mbl KPOBH 9€JI0BEKa

[Ipenynpexnaroniee yka3aHue, COBMECTHMOE C TEKCTOM OOILIEH XapaKTepUCTHKU
JIEKapCTBEHHOTO Ipemnapara, BKIo4yaeTcss B pasgen 2 "O yeM HEoOXOauMO 3HATh mepen <
npueMoM><IIpUMEHEHHEeM> {HaMMEHOBaHUeE npenapara}.".

B crnenyromux yka3zaHusx BbIOOp (OpPMYJIHMPOBKH, 3aKJIIIOUEHHON B < >, 3aBUCHUT OT
3¢ ()EeKTUBHOCTH MEP B OTHOILIEHUH YKa3aHHOT'O BUpYCa.

1. JIekapcTBeHHEIE IIpeNapaThl, HOJXyIeHHEIE 03 KPOBU MM IUIa3MbI KPOBH deJIOBeKa (3a
ACKIIOYCHHEM MMMYHOTITIOOYJIMHOB U anb0yMuHa)

"Ecnu JiekapCTBEHHBIE MpenapaThl U3rOTABIMBAIOTCA M3 KPOBH WJIM IUIa3Mbl KPOBHU
YeJioBeKa, MPUHUMAIOTCS CTIelMaIbHbIe MEPhI JJI MPEJOTBPAILCHUS NTepeau Bo30yIuTenei
MH()EKIMOHHBIX 3200JIEBAHUN MMALIUEHTAM.

K HuM oTHOCSTCS:

TIIATEIbHBIA OTOOP JTOHOPOB KPOBH U IUIa3Mbl, YTOOBI HE JOMYCTUTh K JOHOPCTBY
HOCHTEJICH BUPYCHBIX MH(EKIIHIA;

UCTBbITAHWE KaXJOW [JOHAIMU M TYJOB IJa3Mbl Ha MapKepbl BUPYCOB
MMMYHOJIOTHYECKMMU U MOJIEKYJISIPHO-T€HETHYECKUMHU METOJIaMU;

BKJIIOYEHHE B 00pabOTKY KPOBU WJIHU IJIA3Mbl CTaIMM, CHOCOOHBIX MHAKTUBUPOBATH WIIH
YAQIATHh BUPYCHI.

Hecmotps Ha 3TO, IpU BBEAEHNHU JIEKAPCTBEHHBIX IIPENAPATOB, U3TOTOBJIEHHBIX U3 KPOBU
WM TJ1a3Mbl KPOBU YEJIOBEKA, HENb3d UCKIIOUYUTH BO3MOXKHOCTh Mepeayu Bo30ynuTenen
uH(peKui, 0COOCHHO B OTHOUICHUU HEU3BECTHBIX M HOBBIX BUPYCOB, a TaKXe IPYrUX
MaTOT€HOB.

[TpunsThie Mephl cuuTaOTCS () (PEKTUBHBIMU B OTHOIICHUN TaKUX 000JI0YEUHBIX BUPYCOB
, KaKk BUpyC UMMYHOJieUIIMTa YelloBeKa, BUpycC renaruta B u Bupyc remarura C.

<, a TaKkk€ B OTHOLIEHUHU 0€30007104€YHOTrO<bIX> BHUPYCca<oB> <rematuta A> <p> <
napBoBupyca B19>>,

<IIpuHATBIE MEPBI HE CUYUTAIOTCS JOCTATOYHBIMUA B OTHOLLIEHUU TAKUX 0€3000J04€YHBIX
BHPYCOB, KaK <BUpYyc remnarura A> <> <napBoBupyc B19>>.

<UuduuupoBanre napsoBupycom B19 omacHo mns OepeMeHHBIX >KEHIIHH (
MH(UIUPOBAHUE TUI0JA) U JIUI] C YTHETEHHEM UMMYHHOU CUCTEMBI WM HEKOTOPHIMU BUIAMHU
aHeMuil (Hampumep, IpHu CEPrOBUIHO-KIETOYHON OOJIE3HU UIIM TEMOJIUTUYECKON aHEMUH )>.
[Ipu monyyeHWu BamMu KaXXA0#l 103bl {HAMMEHOBAaHHUE Ipemnapara} HEOOXOJUMO
JOKYMEHTUPOBATh €r0 HAMMEHOBAHWE W CEPUNHBIA HOMEP B LENSAX COXPAHECHHUS HUCTOPUHU
HCNOJIb30BAaHHBIX CEpUM.".

VYkazanue o rpynmnax pucka mno naposupycy B19 Bkitouars He TpebOyercs, eciu

MIPUHSATHIE MEPBI PACLIEHUBAIOTCS B KauecTBe 3()PEeKTUBHBIX B OTHOIIEHUH B19.



IIpumeppr.
Mepel, 5¢p¢hekTHBHBIE B OTHOILIEHHH BUpYca rernatuta A u nappoupyca B19:

"IIpuHsATHIE MEpbl CUUTAIOTCS 3(PPEKTUBHBIMU B OTHOIICHHHM TAaKUX 00O0JOUYEUYHBIX
BUPYCOB, Kak BHUpyc uMMyHojneduiura yenoeka (BUY), Bupyc rematura B u Bupyc
renatuta C, a TaKKe B OTHOIIEHUHU 06€3000109€YHBIX BUpYca renaTtuTta A u mapBoBupyca B19
.".

Mepel, 5¢p¢hekTHBHBIE B OTHOILIEHHH BHpYCa refnatuta A, Ho He napBoBupyca B19:

"[IpuHATHIE MEpbl CUNUTAIOTCS 3PPEKTUBHBIMU B OTHOIIEHMM TAaKUX O0OOJOUYEUYHBIX
BHPYCOB, Kak BHpyc MMMYyHoJeduuurta yenoBeka (BUY), Bupyc rematura B u Bupyc
renatuta C, a Takke B OTHOLIEHUH O6e3000510ueyHOr0 Bupyca renaruta A. [IpuHsaTeIe MephI
HE CUUTAIOTCS JOCTAaTOYHBIMM B OTHOUIEHHM TakuX 0€3000JI04€YHBIX BHUPYCOB, Kak
napBoBupyc B19. Undunmposanne napBoBupycom B19 omacHo nst 6epeMeHHBIX )KSHIHH (
MH(GUUIUPOBAHUE TJI0/1a) U JIUI] C yTHETEHHEM UMMYHHOW CHCTEMbI WM HEKOTOPHIMU BUJIAMU
aHeMull (HampuMep, IpH CEpIOBUIHO-KIETOUHON OOJIE3HH UM T€MOJIUTUYECKON aHeMUH).".

Mepel, Hea(hhekTHBHBIE B OTHOIIIEHHH BHpYCA rernaTtuta A u naposupyca B19:

"[IpunsiThie Mepbl cUUTAIOTCS (P(PEKTUBHBIMU B OTHOIIEHWU TAaKUX O0OJOYEYHBIX
BUPYCOB, Kak BHpyc MMMyHojneduiura yenoBeka (BUY), Bupyc rematura B u Bupyc
renatuta C. [lpuHATHIE Mepbl HE CYUTAIOTCS JOCTATOYHBIMM B OTHOILIEHUM TaKHUX
06€3000J109€UHBIX BUPYCOB, KaK BUpYyC rematuta A u mapoBupyc B19. MndbunupoBanme
napBoBupycoMm B19 omacHo ayist 6epeMeHHBIX KEHIIUMH (MHPUUIUMPOBaHUE IUIOAA) U JUI C
YITHETEHHEM UMMYHHOW CHCTEMBI WJIM HEKOTOPBIMU BHJAMU aHEMUU (HampuUMeEp, MHpH
CEPIIOBUIHO-KJIETOUHOM 00JI€3HU WM TeMOJIMTHYECKOW aHeMUH)." .

2. TomoymwurebHas GOpMyIHPOBKA IS PEryJISpHO U (MIM) HOBTOPHO BBOJUMEIX JIEKAPCTBEHHBIX
IPEenaparoB, NOTy9IeHHBIX U3 KPOBH HJIM IUIa3MBl KPOBH 9EJIOBEKA, 32 HCKIIIOYEHUEM
AMMYHOTJIOOYJIHHOB

B oTHOmEeHnn npenapatoB (pakTOpOB CBEPTHIBAHUS KPOBH, MIPEMapaTOB aHTUTPOMOUHA U
JIPYTUX PETYJISpHO U (MIIM) TOBTOPHO BBOJUMBIX JIEKAPCTBEHHBIX MPEMApPaTOB, MOTYYEHHBIX
U3 KPOBHM WJIW IUIa3Mbl KPOBU YEJIOBEKA, 33 HCKIIOUYEHHUEM HMMYHOTJIOOYJIHWHOB, MEpeN
IIOCJIEIHUM TIPEUIOKEHHEM O JOKYMEHTHPOBAHWM HAaMMEHOBAHUS M CEPUIMHOTO HOMeEpa
JIEKapCTBEHHOr0 IIpenapaTta HEOOXOIMMO MPUBECTU CHEAYIOUIYIO JOMOJHHUTEIbHYIO
(bOpMyITHPOBKY:

"Ecnu BBl peryJisipHO (MIOBTOPHO) MOJIyYaeTe {KJiacc MpenapaToB, HAIpUMeEp, penapaThbl
daktopa VIII, mpenapaTtsl aHTUTpOMOMHA }, TIOTyYEHHBIE U3 TIa3Mbl KPOBU YEIIOBEKA, Bpad
MOKET PEKOMEHI0BAaTh BaM ITPOMTH BaKLMHALIMIO OT rematutoB A u B.".

3. IMMyHOTIIOOYJIMHED



CeneHus 1O JICKAPCTBEHHBIM TIpemnapaTaM, OTHOCSIIUMCS K UMMYHOTJIOOYJIMHAM,
JOJIKHBI BKJIIOYATh CIIEIYIONIUE NPeIynpeKIatonue Haaniuc 1 UHPOpMaIHUIO.

"Ecnu JiekapcTBEHHBIE Mpenaparbl W3rOTaBIUBAIOTCA M3 IJIa3Mbl KPOBU YEJIOBEKA,
OPUHUMAIOTCS CIEIUajbHble MEphl g NpeAOTBpalleHUs] Tepenayud Bo30yauTenein
WH)EKITMOHHBIX 3a00JICBAHHN IMAIIHCHTAM.

K HuM oTHOCSTCS:

TIIATEJbHBIA OTOOpP AOHOPOB KPOBU U IJIA3Mbl, YTOOBI HE JNOMYCTUTh K JOHOPCTBY
HOCHTEJIeH BUPYCHBIX MH(EKIIHIA;

HCIIBITAHWE KaXXJOW JOHAIMKM M TYJOB MJa3Mbl Ha MapKephl BUPYCOB
MMMYHOJIOTHYECKUMH U MOJIEKYJIIPHO-T€HETUYECKHUMU METOJaMU;

BKJIIOYEHHE B 00paObOTKY KPOBU WJIH ILJIA3Mbl CTaIMM, CHOCOOHBIX MHAKTUBUPOBATH WM
YAAJSTh BUPYCHI.

Hecmotps Ha 3TO, Ipy BBEAEHNHU JIEKAPCTBEHHBIX IIPENAPATOB, U3TOTOBJIEHHBIX U3 KPOBU
WM TJ1a3Mbl KPOBU YEJIOBEKA, HENNb3d UCKIIOUYHUTh BO3MOXKHOCTh Mepeayu BO30ynuTenen
nH(peK1nii, 0COOCHHO B OTHOUIEHWHM HEWU3BECTHBIX U HOBBIX BHUPYCOB, a TaKXKe APYTUX
IIaTOr€HOB.

[TpunsiTeie Mepbl cunTatoTcs 3PGEKTUBHBIMUA B OTHOIICHUH TaAKUX 000JI0UEYHBIX BUPYCOB
, Kak BUpyc uMmmyHojeduuura yenoseka (BIY), Bupyc renatura B u Bupyc renatura C.

<, a TaKkKe B OTHONICHUH 0€3000I04eYHOTO<BIX> BUPYyca<oB> <rematuta A> <p> <
napBoBupyca B19>>,

<IIpuHATHIE MEPHI HE CUHTAIOTCS JOCTATOYHO 3(P(HEKTUBHHIMH B OTHOIICHUH TAKHUX
0€3000JI04€YHBIX BUPYCOB, KaK <BUPYC remnaruta A> <> <mapBoBupyc B19>>.

BBenenne uMMyHOTr100yJIMHA HE BBI3BIBAJIO Pa3BUTHE TenaTuTa A v MH(OUIIMPOBAHUE
nappoBupycom B19 B cBsi3u ¢ comepxkaHHeM B JIEKAPCTBEHHOM MpENapaTe 3allUTHBIX
AHTUTEI IPOTUB ATUX UH(DEKIUH.

[Ipu mosyueHun BaMU KaXKIOW J03bl {HaMMEHOBAaHUE Tpemnapara} HEoOXOIUMO
NOKYMEHTHPOBAaTh €ro HAMMEHOBAHHME M CEPUNHBIA HOMEp B LEIAX COXPAaHEHMS cClena
HCTOJIb30BaHHBIX CEpUi.".

4. Ams6ymus

CBezneHMs 1O JIEKAPCTBEHHBIM MpernaparaM Ha OCHOBE albOyMHHA JTOJKHBI BKIKOYATh
CJIeIYIONIME PEIYIPEKIAI0NINe HATUCH U HHHOPMAILIHIO.

"Ecnu JiekapCTBEHHBIE MpPENapaTsl W3rOTABIMBAIOTCA M3 IUIa3Mbl KPOBU YEJIOBEKA,
NPUHUMAIOTCS CIELMAJIbHBIE MEpbl i1 MpPeNOoTBpalleHuss Iepenadd Bo3OyauTeneit
MH(DEKIMOHHBIX 3200JIEBAHUN MALIUEHTAM.

K HuUM oTHOCSTCS:

THIATEIbHBIA OTOOP JTOHOPOB KPOBH U IUIa3Mbl, UTOOBI HE JOMYCTUTHh K JTOHOPCTBY

HOCHTEJICH BUPYCHBIX MH(EKIHIA;



UCIBITAHUE KaXXJOW JOHAIlMUM M TNYJOB MJa3Mbl Ha MAapKepbl BUPYCOB
MMMYHOJIOTHYECKUMHU U MOJICKYJIIPHO-T€HETUYECKUMU METOaMu;

BKJIFOYCHHE B 00paObOTKY KPOBU WJIU TIA3MbI CTAINM, CIOCOOHBIX HHAKTUBUPOBATH WIIH
YAQISITH BUPYCHI.

Hecmotps Ha 3TO, NIpU BBEJICHUHU JIEKAPCTBEHHBIX MIPENapaToB, U3TOTOBIECHHBIX U3 KPOBU
WIM TIJIa3Mbl KPOBU YEJIOBEKA, HEJIb3s MCKIIOUUTH BO3MOXKHOCTH IMepelayu Bo30yauTenei
MH(EKIU, 0COOEHHO B OTHOIIEHWHM HEU3BECTHBIX M HOBBIX BUPYCOB, a TaKke€ APYTUX
MaTOr€HOB.

Coob6mienust 00 HHGUIIMPOBAHUY BUPyCaMU MPH BBEJACHUU JICKAPCTBEHHBIX IIpenapaToB
Ha OCHOBE aJIbOyMUHA, TIOJYYCHHBIX CTAHIAPTHBIMU METOJIAMU U COOTBETCTBYIOIINX CTAThIM
®dapmakornen Coro3a, a P OTCYTCTBUU B HEH — CTaThIM (papMaKkoIieil rocy1apCcTB-4JICHOB,
HE MOCTyNaju.

[Ipu mosiyyeHuH BaMU KaXKJOW 103bl {HaMMEHOBAHUE Mpemnapara; HEoOXOIUMO
JOKYMEHTUPOBAaTh €ro HAMMEHOBAaHHE M CEPUNHBIA HOMEp B IENSIX COXPaHEHHS cieja
UCIIOJIb30BAHHBIX CEpUl.".
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