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MIHICT3PCTBA
AxoBbr sAapoVq
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MHHIICTEPCTBO
3APABOOXPAHEHl{fl

PECTIYE]II,I KI,I EEJI APYC b

TIPI4KA.3

o J\, T 54

r. Mincx
06 opQaunux (pearux)
ra6orenaunqx r.r JIeKapcrBeHHbIx
IIpenapaTax

r. Muscr

Ha ocnosaHul,I rIoA[yHKra 9.1 nyurra 9 llonoxenna o Mltuucrepc'rne
3ApaBooxpaHeHr.ra Pecny6lurn Eenapycb, yrBepx,{eHHoro [ocraHoBneHI'IeM

Cosera Munucrpon Pecny6rutrr Benapycr or 28 oxra6ps20ll r. l'(! 1446,

IIPI,IKA3bIBAIO:
l. YrnepAurr:
I .1. I,Incrpyxurrc o [oprIAKe Qoprur'rponaul'Ifl reper{Hc opQannux

(pearux) sa6oreeaHIlfi (npnnaraerca) ;

l.2.Llucrpyxur4ro o ropr.{Ke soprrauponaru.Ifl repeqH, opQaHnux
(peaxr.rx) JreKapcrBeHHblx lperaparoa (npunaraerca).

2. Ycraaosltrr flepeqeHb opQauuux (pegrrx) ga6onenas,tfi vt

neKapcTBeHHbIX lpeflapaToB colJlacHo llpunoxeHl'rrc.
3.lupexropy rocyAapcrBeHHoro yqpexreHl'L <Pecrry6nurancxufi

HayqHo-[parrlrqecrufi IIeHTp MeAI,IulrHcKI{x texHonorufi, uu$opltaru:aquu,
ynpaBneHxq LI eKoHoMLIKI,t 3ApaBooxpaHeHl{r) (,qaree - PHIIII MT)
o6ecnequrr Qopunponauue u noAroroBKy npeAnoxeuufi tro aKTytuIr3aIIlIPI

neperrHq op$aHnrrx (peaxux) :a6oresaHllf B coorBercrBuu c l4ucrpyxt]:'teir
o ropflAKe Sopulrponauufl repesH, op(pannux (peAxux) sa6oaesaHl'Ifi.

4.,{rlpexropy pecrry6ruraHcxoro yHl'IrapHoro npeArpllflrus <I{enrp

3Kcreprrr3 u ucnrrranafi B 3ApaBooxpaHeHI4[I) (aalee - U3I,,I3) o6ecrre'{I4rr

rloplraponarue E [oAroroBKy npeAnoNesufi [o aKTyaJIIr3aIIu[ flepeqH,

opQauuux (pegnux) JleKapcrBeHubrx flpenaparoB B coorBercrBllu c
Hncrpyrqueff o noprgre $oprvruponaHrq repeqHa op(pauuux (pe4xnx)

neKapcTBeHHbIX lpefiaparoB.
5. Ilpu:uam yrparnBurlrM clltry rrpl'IKzrs Muuzc'repcrna

3rpaBooxpaHenur Pecny6luru Eenapycr or 19 noa6pr 2020 r. Ns 1222

<O nepeuue op$auuux (pegxux) ga6onesaHHflx)).

6. Koutponr 3a I,ICnoJIHeHI4eM Hacrorulero npI'IKa3a Bo3JloxI'ITb

Ha nepBoro 3aMecrlrren, Mltrr.rcrpa Kporroey E.H.

Munr.rctp .{.JI.lL.treauu



YTBEPXAEHO
Ilpuras
MuuucrepcrBa 3lpaBooxp aHeHVs.
Pecny6av rcu Eelapycr
C7A. oj .2022Ns ltst

I,IIrCTPyKrlr4'
o noprAKe $oprvruponauru repeqHs opQanuux
(peaxux) sa6oresaHafi

l.Hacroquafl HHcrpyKuH, onpeAenrer noprAoK Sopnr.rponanua
nepeqH, opSanuux (pearux) ra6oreaaurfi (aalee - flepeuenr).

2. ltn uenefi uacroarqefi I4ncrpyxqr.rn ucnonb3yrorc, ocHoBHhre
TepMuHhr r4 rrx orrpeAereHllq B 3HaqeHuflx, ycraHoBneHHbrx B 3aroue
Pecny6nrarlr Berapycr or 18 urons 1993 r. Ns 2435-XII
<O :4paaooxpaHeHr{r{)), 3axoHe Pecny6,rnxu Belapycr or 20 rlronq 2006 r.
Ns 161-3 <06 o6parqeHr.rr neKapcrBeHHbrx cpeAcrB)).

3. flepeuenr yrBepx,qaerc-s r4 lr3MeHrerc, Munncrepcrnolr
3ApaBOOxpaHeHr.rr.

4. (Dopuupon aHlae v arryiurrr3arllc llepe.rHq ocyqecrBn.f, ercs PHIIII
MT na ocHoBaHur,r npeAnoxeHr.rfi o sKnlo.reHu[ 3a6oneBaHur n flepeueur.

5. llpe4,roxennr o Bo3MoxHocru BrnroqeHr4q 3a6oneBaHtfl B

Ilepeueur BHocrr rJraBHbre rxrarHlre I,r BHerurarHHe c[eurraJrucrbt
Muuucrepcrea 3ApaBooxpaHeHrlr, rJ'raBHble rrlTarHbre fi BHerrrrarHr,re
cleupraJrr.rcrr,r rJraBHbrx ynpanneuufi rro 3ApaBooxpaHeHrrlo o6racrusrx
uc[oJIHI,ITeJIbHbrx KoMr,rreros z KoNaurera no 3lpaBooxpaHeHlrlo Mltucxoro
ropoAcKoro I4cIIoJIHrrTeJrbHoro KoMr,rTeTa, pyKoBoAHTenH MeAHrlr,rHcKr{x

Hayr{Hrrx oprauuraqufi, rocyAapcrBeHHbrx opraHrr3arlufi 3lpaBooxpaHeHr,rr,
noAqr{HeHHbrx Mr.rHr.rcrepcrBy 3ApaBooxpaHeHru H r,rHbrM rocyAapcrBeHHbrM
opraHaM, pyKoBoArrrenu yupex,qeuufi o6pa3oBaHr.rr, ocyuecrBrqrcrrux
IIoAroroBKy, floBbrrueH]re rna-,ruQuraquu ra (wru) nepeloAroroBKy
cnequaJlucroB c Bbrc[rrrM MeArrrrr.rHcKr,rM, (paplraqenruvecxuru
o6paronauuenr, no lpopr'.te corJracHo [punoxeHr.rro.

7. Ha ocuoaaHr.rr nocryrlrBrrrux rpeAnoxeHr.rf PHnq MT roroerr
AoKyMeHTET rnfl paccMorpeurr fl Ha KoJrJrerHLr Muuucrepcrna
3.rIpaBooxpaHeHr,rfl.

8. llepeueur noAnexur aKTyanr43aurju tro Mepe Heo6xoAr4Mocrr,l,
Ho He qaure I pa:a n 6 N.recsues.



flpuroxenue
x I4ncrpyxquu
o noprAKe Qoprrrr,rpoeaur.ra
nepeqH, opQaHHbrx (pearux)
3a6oneBaHHfi

Ooprua

rrPEAnoxE rML t7o BHECEHI4TO 3AEOmBAHLIIZ
B IIEPEI{EHb OPOAHI{bIX (PEAKI4X) 3AEOMBAHI,trZ

3a6o:renauue
Cnsouuurr (npu na,ur.iuu)
K-racc ro MKE- l0
Koa no MKE-I0
Yponeur pacnpocrpaHeHHocrH :a6oresaHr.rr
B flOrryn qEE:
KonE\ecrBo 3aperHcrpupoBaHHbrx crf{aeB

CpeAHeroAoBa, ! ltcieHHocrb Hace.[eHuq
x 10000 < 1,00

Kparxar xapa(repxcru(a sa6o,'IegaHr.t.s (T xxeroe.
xHBanlrau3r.rpyroruee, ocrpoe/ xpoHr.rqecKoe,

nporpeccHpyrouee, Bo3pacr Haqarra,

MyJr brncHcreM Hoe/ c nopaNeuueu o4no cucreMbr
oprarroB, HacJreacrBeHHoe/ rpuo6perennoe, HcxoA
:a6o:renauu,a u r.g.)
flaroreseruqecxoe JrerreHrre (eclrl cyruecrnyer) -

yxa:arr MHH JreKapcrBeHHoro npelapara, HoMep

perI,Ic, paunoHHoro ylocroBepeHrI,
(ec,ru npenapar 3aperlrcrpr.rpoBaH Ha reppllropnu
Pecny6:rurc.r Berapycr) HJrH yKa3arb

cnequanH3rlpoBaHHbre npoayKT6I reqe6noro
ruTaHu.f,

3QQerruauocru npoBoAuMofi repanull (nornoe
KJrHHr,rqecKoe BLr3aopoBJIeHlte, cra6uru:auar
cocTorHIrf,, ynyqmeHue xa.recraa xusHa)
K,rHnu.{ecl<xe uccre.qoBaHr.r.s JreKapcrBeHHoro

npenapara /cneuuanfi 3LIpoBaH Horo npoAyroa
re.re6uoro rtuTaHlls n Pecuy6,rure Eerapycr
(nposoauracs, He upono,uurucs)
Onrm npuuenenH.f, ne(apcrBeHHoro npelapara
/cnequa,rusuponaHHoro [poAyl<Ta reqe6uoro
nHraHHf, B apyrfix crpaHax (yxarars c Kaxoro roaa

9ucno naquesroB c aaHHLIM :a6o:renanueu.
HaqaTo JleqeHHe

KOTO atloMsrx sst Ha6rroaaere 3aIIoJTHgeTCS

@HO, rrrecro pa6o, H, reretfou, a4pec
guoii noqrrr JrHua, 3anoJIHLIBlttero o3,'Ie



yTBEPXTHO
llpuras
Mrnuc:repcrBa 3ApaBooxp a:aela:ac,
Pecly6nlrxn Benapycr

. .2022 Ng

HHCTPyKTU4-fl
o [oprAKe $opurlponanur Pecny6nuKaHcKoro
fl epeqH, opQauuux (peaxlrx) nerapcrBeHHbrx rpe[aparoB

l.Hacrosua.s I,Iucrpyrqu.a onpeAenrer noprAor {opnaupooanur
Pecny6ruxaucxoro repeqH, op$annux (pe4rux) JreKapcrBeHHbrx
rpenaparoB (aa:ree - llepeuenr op$annux JIII).

2.Als qerefi nacroquefi Hncrpyruuu ucfloJrb3y]orc, ocHoBHbre
TepMHHbr H Hx onpeAeJreH[, B 3HarreHrrrx, ycraHoBJreHHbrx B 3arone
Pecny6nurr.r Benapycs or l8 r.rroHs 1993 r. Ns 2435-XII
<O r4panooxpaHeHr.r[), 3axoue Pecny6lraxra Belapycu or 20 urous 2006 r.
Ile 161-3 <06 o6parqeHr.rn neKapcrBeHHbrx cpe.rlcrB).

3. 3asereHr.re B npolr3Bontnoi $opr'le r{ AoKyMeHTbr c o6ocsotauueu
o np[cBoeHr.ru neKapcrBeHHoMy [penapary craryca <opQauurrfi> yt

BKJrroqeHuH ero n flepeveHb op$aHHbrx JIII npegcraBrrserc, 3arBlrreJreM B

U3I43 , Koropbrfr ocyurecrBnrer SoprrarpoaaHr.re flepeqHa opSanunx JIII r.r

ero aKTyann3arlurc.
4. 3xcneprsr U3I43 rpoBo.qrr 3Kcneprr.r3y rpeAcraBneHHbrx

3af BJTeHI{fl I,r AOKyMeHTOB Ha [peAMeT BO3MOXHOCTT,T [pHCBOeHr4' CTaTyCa

<opQauurtfi> JIeKapcrBeHHoMy flpenapary u (ur,u) orKa3a B npr.rcBoeHr{r,r

AaHHoro craryca (n 'rou qucne paHee [prrcBoeHHoMy [penapary AaHHoro
c:raryca) II Bo3MoxHocrlr BHeceHr{, (ucxrrcuenur) ,rerapcrneuuoro
rpenapara n flepeueur opSanunx IIII.

IIo pesy,rrraraM gKcneprlr3br AoKyMeHToB 3Kcleprbr HalpaBnqlor
3aKJrloqeHue B KoMr,rcculo no neKapcrBeHHbIM cpeAcrBaM Muuucrepc, na

3ApaBooxpaHenua (Aanee - KoMr4ccr.rs uo JIC).
5. Craryc (opthaHHoro)) neKapcrBeHHoro npenapara orrpeAenrrerc,

[pr4 coorBercrBr.rr cneAy]our,rM KpHrepHrM:
opr,rrrrHaJrr,Hbril,rexapcreeunufi npenapar AoJrxeH 6r,rrr npe4uasuauen

Lnfl ALIaTHOCTLIKLI, 3THOIIaTOIeHeTI,IqeCKOTO IA [aTOreHeTHqeCKOrO
neqeulrr (aeveHru, HanpaBneHuoro Ha MexaHr,r3M pzuBr.rrr{a :a6olenauzr),
optfannoro (pe4roro) 3a6oneBaHur, Koropoe npr.rBoAHT K coKpaqeHr.rrc
oxugaeuoii npoAonxlrrerbHocrr{ xrl3Hrl, r,rHBanr,rAHocrr,r;

pacnpocrpaHeHHocrb opQanuoro (pegxoro) 3a6oneBaHus B flonyrcrluH
n Pecny6nuxe Eenapycs He AonxHa fipeBbrruarb I na 10 000 uenonex;

He cyuecTByeT y,4oBneTBopr,ITeJrr,Hbrx MeToAoB Ar,ratHocTHKr,r,
npotpunaxrraxIl nJrrl JreqeHrr.fl coorBercrByrourero 3a6oneBaHzq, Lrrw, ecrt4



raKof MeToA cyulecrByer, [peAJroxeHHblfi JIeKapcrBeHHblf flpenapaT

AOJTXeH [pHHeCTr,r 3Harrr.ITenbHyrc nonb3y B cpaBHeHLIH c cyuecTBylotu]IMl4
MeTOAaMLT JrleqeHlr, 3TOrO 3a6one BaHUfl;

]Hajirvl.].ve HayrrHbrx AoKa3arenEcrB sooeKTuBHocru, 6e3o[acHocrl,I lI
KaqecTBa npeAnoxeHHofo opoaHHoro neKapcTBeHHoro flpe[apara Ha

OCHOBaHI,IU 3KClepTLI3bI AOCbe IIO AOKJIHHIIq9CKI{M I4 KJII'iHI'IqeCKI'IM

uccIeAoBaHI,IqM.

6. MunucrepcrBo 3ApaBooxpaHeHH.,I [ptIHI4Maer oAHo H3 cneAy]oul4x
perxeHr.rfi c yqeToM peKoMeHAalIufi xour.rccut.l IIo JIC H npoBeAeHHofi

3KCnepTr.r3r,r AoKyMeHToB, [peACTaBneHHbIX 3arBI,ITeJIeM :

o [p!rcBoeHr,rr4 craryca (opoaHHbIil> JIeKapcrBeHHoMy npeflapaTy ;

06 orKa3e B trpucBoeHu:a craryca (opQaHHblb) JIeKapcrBeHHoMy

IIpenapary;
o6 ucrcruo.reH vLt cr ary ca (opOaHH bIfi )) nexapcrBeH Hu fi npenapar ;

o BKr.rlor{eHr,IH neKapcrBeHHofo npeflapara co crarycolt't <oplpannufi> e

Ilepeveus opQauuux JIII;
o6 ncrlrcqeHlll4 JleKapcrBeHHoro [peflapara us llepeuna opSannux

JIII.
PeureHue, flpl,IHsroe MuuucrepcrBoM 3.{paBooxpaHeHl'Ir, o(popt'llrerca

flpr,rKa3oM.

7. Ilocne pvHflTVfl petueHl{, B coorBercrBnu c nyHKTauu 4 u 5

Hacroquei Hucrpyruuu Il3I43 n cpoK He ro3AHee 5 pa6ovux 4uefi
HanpaBJrfler e MuuucrepcrBo 3ApaBooxpaHeHl.Iq npoeKT rIpI'IKa3a o BHeceHfiH

HsN{eHeHufi n llepeuenr op$auuux JIfI.
8. Arryalrnrrfi llepeveur op$anuux JIII pa3Meulaercc Ha

o(puqr.ra.nrnux lrHrepuer-cafirax MuultcrepcrBa 3ApaBooxpaHeHrls.rt II3I'I3.
9. flepeuenr oplpanHrrx JIII loAnexur arryanll3auuu no Mepe

Heo6xoAuuocrl,I, Ho He qaue 1 pasa n 6 Mecques.
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