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MHHHUCTEPCTBO MPOMBIILJIEHHOCTU U TOPTOBJIA

POCCHHUCKOM ®EJEPALIUN
(Munanpomropr Poccuu)

R

IIPUKA3

7S HaA //M 204 Y. N SF5Y

Mocksa

006 yTBep:kaeHun nepeuHeii TeKaApCTBEHHbIX CPEICTB M METHIHHCKHX H31eJIHH,
AJINTENBHOCTD NPOH3BOACTBEHHOIO IIHKJIA H3TOTOBJIEHHS KOTOPBIX COCTABJISAET
CBbILIE 1€BATH MECANEB HJIH VISl KOTOPBIX TpebyeTcsl ANHTe/LHBIN CPOK HX
peajau3anuu

B coorBeTcTBUM ¢ ab3aueM BTopbiM myHKTa 3.5 ctathu 204 Hanorosoro konekca
Poccuiickoii @enepauun U ab3aunem BTOphHIM NMyHKTa | [lonoxeHus o Munucrepcrse
NPOMBILIICHHOCTH ¥ TOProBiik Poccuiickoii denepannu, yrBepk1eHHOTO MOCTAHOBICHUEM
[lpasutensctaa Poccniickoit ®enepanum ot 5 monst 2008 r. Ne 438, pPUKa3blBalo:

1. YTBepauTe npuiaraeMele:

NIepeyeHb JIEKapCTBEHHbIX CPEJCTB, JIUTENBHOCTh MPOU3BOIACTBEHHOIO IIMKJIA
M3TOTOBJICHHS] KOTOPBIX COCTAaB/IAET CBBILIE EBATH MECALIEB WIH IS KOTOPbIX TpebyeTcs
AJIUTENBbHBINA CPOK MX pean3alluy, COrIaCHO NPHIOKeHHIo Ne | k HACTOSILEMY TIPUKA3Y;

[ICpEYCHb MENUIMHCKUX HW3JC/IUN, JIUTEIBHOCTh MPOU3BOJCTBEHHOrO LHKJIA
W3TOTOBJICHUS KOTOPBIX CBBILIE EBATH MECSILIEB UIIU AJIS1 KOTOPBIX TPeOYeTCs AMUTETbHbIH
CPOK MX pealli3aluH, COTIACHO NMPUIOKEHUIO Ne 2 K HacTOsILIeMy MPHKa3y;

2. KOHTpOsIb 3a MCIIONHEHHEM HACTOSIIETO MPHKa3a BO3JOKHTh HA 3aMECTHTENS

M¥UHHCTPa NPOMBILIIEHHOCTH M TOproBiu Poccuiickoii ®enepanuu E.I. ITpuesxeny.
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3. Hacrosmuii ipuxas BeTynaeT B cuily ¢ 1 aapaps 2025 r.

MuHHuCTp A.A. Anuxanosn




ITpunoxenue Ne 1

K npuka3y Munnpomropra Poccun

ot S NP L 2024~ Ne 53 5%

NEPEYEHD
JIEKAPCTBEHHBIX CPEACTB, JIHTEJIbHOCTh NPOH3BOACTBEHHOI0 NHKJIA H3TOTOBJICHHS
KOTOPBIX CBbIIII€e IeBATH MecsilieB WJIH JJI KOTOPbIX TpedyeTcsi AIHTEIbLHBIA CPOK

HX peajiu3anuu

MexayHapoaHoe HeMaTeHTOBAHHOE JlekapcTBeHHasi popma
HJIH TPYNINIHPOBOYHOE
WJIH XHMHYeCKOe HAHMEHOBAHHE
1. | 5-[[[2-[6en3un(u-MeTHII)aMMOHHKO |-
STHJI|aMHIHO |-KapOoHMI |-2-[(THAPOKCH- | pacTBOP A BHYTPHUMBILIEYHOTO
HMMHO )METHII |- | -METUIIUPUIUHUS BBEJICHUSA
JIUXJIOpH ]
2. CyCNeH3HUs JUIsl BHYTPUMBIIIEYHOTO U
. . | IOOKOXHOTO BBEICHMUS;
AHaToKCHH U TepUiHO-CTONOHIIHBII
CyCNEH3HUs 1Sl BHY TPUMBIIIEYHOTO
BBEICHUS
3. N CyCHeH3HUs sl BHYTPUMBIIIIEYHOTO U
AHAaTOKCHH UG TEPUIHHBIHI Y A YTP
MOIKO>KHOI'O BBE/ICHUS
4. | AHaTOKCHH CTOJIOHSYHBIN CyCHeH3us JUIsl IOJKO)XXHOTO BBEACHUS |
5. | AHATOKCHH CTOJIOHSYHBIH
. CyCIIeH3Us 1A MOJKOXXHOTO BBEACHUS |
aacopOHUpOBaHHBIM |
6. | AHaTOKCHH OOTYyTHHUYECKU+aHATOKCUH |
. CYCIIEH3Us U1l IOJKOXKHOTO BBEACHHS |
CTOJIOHSYHBIH
7. | AHTHTOKCHH a2 ragfoKu OOBIKHOBEHHOH | pacTBOP ISl MHBEKIHMA
8. | AHTHTOKCHH OOTYITHHUYECKHIA THIIa A pacTBOp ISl MHBEKLIHMA |
9. | AaTHTOKCHH O0TyIMHUYECKUI THUTia B pacTBOP JJIS1 HHBEKIUAN |
10. | AaTrTOoKCHH O60TYyNmHHUYEeCKU TUa B pPacTBOP IJIsI MHBEKIUN
11. | AHTUTOKCHH raHTPEHO3HBIN pacTBOP ISl UHBEKIUM
12. N acTBOP JI1 BHYTPUMBIIIEYHOI'O U
AHTUTOKCHH TU(TSpUNHBIN P p JUA BHYTP
MOIKO)XHOT'O BBEICHHUS
| 13. | AHTHTOKCHH CTOJIOHSYHBIH pacTBOp ISl MHBEKLHIA
| 14. | BakuuHa 11 npopUIaKTUKU JUGTEPUH, | CyCHeH3Us A BHYTPUMBILIEYHOTO
|
| KOKJTIOIIAa U CTOJIOHSAKA BBEJCHUS
15. | BakigHa MpoTHB KOKJIIOLIa, UG TEPUH,
CyCHeH3Us ISl BHY TPUMBIIIIEYHOTO
cTOJIOHSIKA U renatuta B
BBEICHUA
afgcopOupoBaHHas KUK
16. AMO(UIU3AT A IPUTOTOBICHUS
Baxkiuna 11 npo@uiakTHKH
CyCIEH3UH ISl BHYTPUKOXHOTO
TyOepKyne3a
BBEJICHHS



17. | Bakuuna 115 mpoUIaKTHKH CHITHOTO TMO(HUIN3AT I IPUTOTOBJICHHS
tUuda CYCIIEH3HH AJI MOJKOKHOTO BBEJICHHUS
18. JIUoGUIA3aT AJIS NPUTOTOBJIEHUS
Bakmnaa s npodunaktuku Ky- ¢ AU TP
pacTBOpa ISl HAKOXHOTO
AUXOPaAKH
CKapU(pHKAIHOHHOTO HAaHECEHHUS
19. | Bakumna 1 npodUIaKTHKH KOPH,
CYCIIeH3US ISl IOJKOXHOTO BBEAEHUS
KpacHYXH U NapoTUTa
20. | BakuuHa 11 npoQUIaKTHKH KIIEIMIEBOTO | CYCTIEH3HUS Il BHY TPUMBIIIIEYHOTO
sHIedaTnTa BBeJICHUSA
21. ANO(UIU3AT IJI IPUTOTOBIEHUS

BakuuHa 1715 ipoUIaKTHKHA OCTIBI

CYCII€H3MH 1)1 MOAKOXXHOTO BBEICHHUS;
Iuo¢mIN3aT AN NPUTOTOBIICHUS
pacTBoOpa ISl BHYTPHKOXXHOTO
BBEJICHUS U HaKOXHOI'O
CKapHU(UKaLHOHHOTO HAHECEHUS B
KOMILIEKTE C PACTBOPUTEIEM




[Ipunoxenue Ne 2

K npukasy Musrnpomropra Poccuu
OT _/J fh4p g Wy, Ne 535

IEPEYEHbD
MEAHIHHCKHX H3AeJIHH, JIHTeJbHOCTh MPOH3BOACTBEHHOI0 IIHKJIA M3rOTOBJICHHSA
KOTOPBIX CBBIIIE IeBATH MeCsIleB HJIH AJIsl KOTOPBIX TpeOyeTcs AJINTe/IbHbIH CPOK
HX peajM3alHH

Howmep perucrpanuonsoro
YAOCTOBEPEHUS Ha MEIUIIMHCKOE
u3aeue '

HanMeHnoBaHHe MEIUIIMHCKOrO U3AEIUS

1. @©CP 2008/03138 ot 17.03.2021

Hab6op pearentoB «/luarHoctukym
KJIeLeBOro 3HIedanuta cyxoit st PTTA,
PCK, PPI'» no TV 21.10.60-071-20401675-
2019

2. OCP 2009/06059 ot 17.01.2023

Habop pearentoB «MOA TC-AI'-BKD»
TecT-cucremMa MMMyHOpEpMEHTHAS IS
BBUIBJICHHS aHTUTEHA BUpPYCa KJIEIIEBOIO
sHedanmura o TY 21.20.23-085-20401675-
2022

3. @DCP 2009/06255 ot 07.05.2013

Ha6op peareHTOB « AHTHTOKCHH
AUArHOCTUYECKUAN AU TepUitHbIM
OUHUILEHHBIH HepPMEHTOIH3OM

U crienuduyeckoit copouueii cyxoi» mo TY
9388-140-14237183-2009

4. OCP 2009/06255 ot 24.05.2021

AHTUTOKCHH JTUArHOCTHYECKHU

I TepUiHbII OYUILEHHBINH (PePMEHTOIN30M
U crienuduieckoi copbuueii cyxoit mo TY
21.20.23-140-20401675-2019

3. OCP 2009/05283 ot 28.04.2021

Ha6op pearentoB Tect-cucteMa
HMMYHO(EpPMEHTHAS IS ONpeeIeHHs
ajeprescnenuduyecknx IgE-anturen
yesioBeka «IgE-AT-UDTCy» mo TY 21.20.23-
114-20401675-2019

6. P3H 2013/198 ot 26.02.2021

CBIBOpOTKH AUAarHOCTHYECKHE
Oorynmuandeckue TMnoB A, B, C, E, F
HATUBHBIE JIOLIAIUHbIE CyXHe IS PeaKIHH
ouosnornueckoit Herpanuzamnuu mo TY
21.20.21-154-20401675-2019




