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[Ipuka3z MunucrepctBa 3apaBooxpanenus PO ot 28 oktsa6ps 2020 r. N 11641 "O6 yTBepk1eHUn
TpeOOBaHUI K KOMIUIEKTAIIUH JIEKAPCTBEHHBIMH IMperapaTaMi U MEAULIMHCKUMH U3EIUSIMU KOMIUIEKTa
WHJUBUIYaAJIbBHOTO MEIUIIMHCKOTO IPAKIAHCKOW 3aIUTHI AJI1 OKa3aHUs IEPBUYHON MEIUKO-CAHUTAPHON

MOMOIIIX U TIepBOI momouru"

B coorBerctBUM ¢ moanyHkTom  5.2.12 IlonmoxkeHus o MUHHCTEPCTBE 3IpaBOOXPAHEHUS
Poccuiickoit @enepannu, yrBepkaeHHoOro nocranosienueM Ilpasurenscta Poccniickoit @enepanuu ot
19 utons 2012 1. N 608 (Cobpanue 3akoHomaTenbcTBa Poccmiickoit ®denepammu, 2012, N 26, ct. 3526;
2016, N 19, ct. 1268), mpukasbiBaio:

1. Y1Bepauth TpeOoBaHMsS K KOMIUIEKTALMU JIEKAPCTBEHHBIMU IpenaparaMd U MeIULHUHCKUMHU
U3JENUSIMU KOMIUIEKTa HHAMBUAYAIBHOIO MEIULIMHCKOTO IPa’kJAHCKOM 3alllUThI AJIs OKa3aHUs IEPBUYHON
MEIUKO-CAaHUTAPHOM IMOMOIIM U IIEPBOX ITOMOILN COTJIACHO MPUII0KEHUIO.

2. YcraHOBUTH, YTO KOMIUIEKTHl HWHAUBUIYAJIbHbIE MEAUIMHCKUE TPaKIAHCKOW 3allUThl,
pou3Be/IeHHbIe (YKOMIUIEKTOBAHHbBIE) A0 JHSA BCTYIUIGHMS B CHJIy HACTOSIIEro IMpHKasza, MOJJIeKaT
NPUMEHEHHIO B TeUEHHE CPOKa X TOJAHOCTH, HO He no3Hee 31 nexabps 2024 roxa.

3. Hacrosimuii npukas Bctynaet B cuity ¢ 1 ssuBaps 2021 r. u neiictByet 10 1 auBapsa 2027 roaa.

Bpuo Munuctpa N.H. Karpamausn

3apeructpupoBano B Muntocte PO 26 nosiops 2020 r.
Peructpanmonssiii N 61100

YTBEPKJAEHbI

npukazoM MHHHCTEPCTBA 3IPaBOOXPaHEHH s
Poccuiickoii Penepanuu

ot 28 okTs10pst 2020 r. N 1164n

TpeboBanust
K KOMIUVIEKTAIUM JIEKAPCTBEHHBIMU NMpenapaTaMu U MeIUIMHCKUMHU U31eJTUIMUA KOMIUIEKTA
HHAUBUAYAJBHOI0 MEIUIMHCKOI0 IPAKAAHCKOM 3alIUTHI /151 OKA3aHUS NePBUYHOM
MeINKO-CAHUTAPHOMH MOMOIIH ¥ MEePBOil MOMOIIHU

1. Hacrosimne TpeOoBaHMS NPEIBABISIOTCS K KOMIUIEKTALMHM JICKAPCTBEHHBIMH IperapaTaMu U
MEIUIUHCKUMH H3JIENHUAMH KOMIUIEKTa WHIMBHYaJbHOIO MEIUIMHCKOIO TPakKJaHCKOW 3aIlMThl YIS
OKa3aHMs MEPBUYHOM MEIMKO-CAaHUTApHOM momomy u mepBoil momouu (manee - KMMI'3), xoropbiM
obecreunBaercs:

JMYHBIA COCTaB CHJI TPakKJaHCKOW 0OOpPOHBI (J1anee - TUYHBIN cocTaB (popMUPOBaHHIT), PAOOTHUKHI
0c000 PagUALMOHHO OMACHBIX U SJEPHO ONACHBIX NMPOU3BOACTB MU OOBEKTOB B 00JACTHU HCIOJIb30BaHMS
aTOMHOU 3HepruM (najnee - pabOTHUKU 0COO0 paJMAIIMOHHO ONACHBIX U SJIEPHO OMACHBIX MPOU3BOJICTB U
O0BEKTOB) M HACEIEHHE B LEIAX CaMOCTOSTENIBHOIO BBIIOJHEHUS HMH HAa3HAYCHUH MEIULIMHCKUX
pabOTHUKOB 10 MPOpUIAKTUKE (IPEIYNPEKACHUIO MU CHIDKEHHUIO TSKECTH MOCIEACTBUI) MOpaKeHUN B
MHUPHOE U BOEHHOE BpEMS;

JUYHBIA cOCTaB (POPMHUPOBAHUM B LIESAX BBINOJHEHHUS UMM MEPOIPHUITUH MO OKa3aHHWIO MEepPBOi
HOMOILY TOCTPAAABIINM.

2. llpuMeHeHue neKapCTBEHHBIX IpenaparoB, Bxoadmux B coctaB KMMI'3, ocymecTBisercs
TOJILKO 110 Ha3HAYEHUIO MEIUIIUHCKIX PaOOTHHUKOB.

3. KUMI'3, xotopbiM oOecrieunBaeTcsi JIMYHBIN cocTaB (POPMUPOBAHUMN, BBHIIOJIHSIIOMINHN 321241 B
palioHaX BO3MOXKHOTO XHMHYECKOTO 3arpsi3HEHHs (3apakeHus) ¢GochopcoaepKauiuMi OpraHUuIeCKUMHA
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COCAUHCHUSAMHU, BKJIIIOYas OTPAaBJIAKOIINC BCHICCTBA, KOMIIICKTYCTCA CIACAYIOIIUMU JICKAPCTBCHHBIMU
npenapataMu 1 MEAUIUHCKUMHU U3ACIUIAMUA JI OKa3aHUs HepBI/I“IHOI\/'I MeﬂHKo-caHHTapHOﬁ IIOMOIIH:

JIeKapCTBeHHBIe npemnapartsbl

N Kog ATX AHaTOMO-TepaneBTHUECK JlekapcTBEeHHBIN JlexapcTBeHHas
0-XHMHYECKast npenapar dbopma, Tpedyemoe
KJIaCCU(UKALIUS KOJIMYECTBO
(He meHee)
1. ITpoTHBOPBOTHBIE ITpENapaThl
1.1. A04AA01 AHTaroHucThbI OnpaHceTpoH TabJIETKH, TOKPHITHIC
CEpOTOHMHA MJICHOYHON 000I0YKOH
4 wmr - 2 TabneTku
2. Ankanoupl 6ensialoHHbl, TPETUYHBIE AMUHbI
2.1. AO03BAO1 ATponuH ATponuH pacTBOp i UHBEKIUI
1 mr/mn, 1 M B ammysie
-1 amnyna
3. AncopOupyroriie KAeyHbIe MpenapaTsl
3.1 AO07BAO1 AKTHBUPOBaHHBIN yrojib | AKTHUBUPOBaHHBIN TaOJIETKH UIIH KarCyJIbl
YT OJIb 1o 250 mr -10 mr.
4. O6e3001MBaIOIINE CPEICTBA
4.1. MOI1ABI15 Hecrepounnsie Kertopomnak tabnetku 10 mr-1
IIPOTUBOBOCIIAJIUTEIIbHBIE TabJeTKa Wik pacTBOp
CPEJICTBA C BHIPAXKEHHBIM JUIsL BHYTPUBEHHOTO U
aQHAJIBIE3UPYIOILUM BHYTPHUMBILLIEYHOTO
NIEUCTBUEM BBemeHusa 30 mr/mi, 1
MJI B amnyJe -1 ammyna
5. AHTUJIOTBI
5.1. VO3AB PeaktuBarop Kap6okcum pacTBop ISt
XOJIMHACTEPa3bl BHYTPHUMBILLIEYHOTO
BBeaeHusa 150 mr/mi, B
amnyse 1 mi -1 ammyna
5.2. V03AB06 Hatpus tnocynsgar Hatpus tnocynsdar | pactBop ans
BHYTPUBEHHOT'O
BBEJICHUS B aMITyJjie
300 mr/mi, 10 mi-1
ammyJsa
MeauuuHcKe U3/1eJTUs
N Konx Buna Haumenosanue Buga HaumenoBanue Tpebyemoe
HOMEHKJIATYPHO | MEIUIIMHCKOTO M3ENus B MEIUIIMHCKOTO KOJIMYECTBO
71 COOTBETCTBHUU C 171631 (SNNZE: (e meHee)
KJaccu(puKauu HOMEHKJIATYpHOI
MEAMIIMHCKUX KJaccuukanuei
u3aenni ! MEIUIIMHCKUX U3JICIIUN
6. 260600 [mpurr obmero [mpun 3 .
Ha3HAuYCHMUS, UHBEKIIMOHHBIN
OJIHOPA30BOT0 OJIHOKPaTHOT'O
UCIIOJIb30BaHUs IPUMEHEHHUS (2 MJI C

ursoi 0,6 M)
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262630 [npun-po3aTop 1
HOJKO’KHBIX MHBEKLUI1/B
KOMIUIEKTE C UIJIOU

349160 [mpurr obmero
Ha3HAYEHUS/B KOMIUIEKTE
C UTJIOH

7. 260600 HInpur ob1ero HInpurg 1 .

Ha3HAUYCHHS, WHBEKIIMOHHBIN
0JIHOPA30BOT'0 OJIHOKPATHOT'O
WCIIOJIb30BAHUS npumenenus (10 mi ¢

262630 [Inpun-go3atop ais urioi 0,8 Mm)

[MOJKOYKHBIX NHHEKI[ANI/B
KOMIIIEKTE C UTJION

349160 [mpury o61ero
Ha3HAYCHMSI/B KOMIUICKTE
C UTJIOU
8. 272240 Canderka Candertka 4 1.
AHTHUCENTUYECKas AHTHUCENTHYECKas U3
HETKaHOTO
MaTepuana

CrIUpTOBas (HE MEHee
12,5 cmx 11,0 cm)

[Ipu xommnekrammu KUMI'3 MeAUIIUHCKUMU U3AEIUSIMU B COOTBETCTBUM C HACTOSIIIIMM ITYHKTOM
JIONYCKAETCSI KOMIUIEKTAIIUS:

OJIHOTO MEJIMLIMHCKOTO U3/IeTUs U3 YMCila YKa3aHHBIX COOTBETCTBEHHO B CTPOKE 7,

KOMOWHAIIMA METUIIMHCKUX W3JIEUH C YIeTOM TPeOyeMOro MUHUMAJILHOTO KOJIMYECTBa U3 YMCia
YKa3aHHBIX COOTBETCTBEHHO B CTPOKE 0.

4. KUMI'3, koTOpsIM 0OECTICUMBAETCS JTMYHBIA COCTaB ()OPMHUPOBAHMI, BBHITOTHSIIOMINN 3a/1a4d B
palioHaX BO3MOXHBIX TII0XapOB, KOMIUIEKTYETCS CICAYIOIIMMHU JIEKapCTBEHHBIMU IpernapaTaMu U
MEIUIIMHCKUMHU U3JETUAMHU JIsl OKa3aHUs MEPBUYHON MEUKO-CAaHUTAPHON TOMOIIIH:

JIeKapCTBeHHBIe npemnapartsbl

N Kog ATX AHaTOMO-TepaneBTHIECK JlexapcTBEeHHBIN JlexapcTBeHHas
0-XHMHYECKast npenapar dbopma, Tpedyemoe
KJaccupuKanus KOJIMYECTBO
(He meHee)
1. ITpoTHBOPBOTHBIE MTPETAPATHI
I.1. AO04AA01 AHTaroHUCTHI OHa"ceTpoH TaOJIETKH, TOKPBITHIE
CEpOTOHUHA IJIEHOYHOH
0001104K0if 4 MT - 2
TaOJIeTKH
2. O6e3001UBaIOIINE CPEICTBA
2.1 MOI1ABI15 Hecrepounnsie Kertopomnak tabnetku 10 mr-1
IPOTHBOBOCTIAJIUTEIHbIC tabnerka Wnu pactBop
CPEJICTBA C BHIPAXKEHHBIM JUIsl BHYTPUBEHHOTO U
aQHAJIBIe3UPYIOIUM BHYTPUMBIIIEYHOTO
NEUCTBUEM BBemeHusa 30 mr/mi, 1

MJI B amnyJe -1 ammyna
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MeauuunHcKHe U31eJ1ud

N Konx Buna Haumenosanue Buga HaumenoBanue Tpebyemoe
HOMEHKJIATYPHO | MEIUI[MHCKOTO U3JENHUS B MCIUIIMHCKOTO KOJIMYECTBO
71 COOTBETCTBHUU C 17163 (SNNZE: (e meHee)
KJaccu(puKauu HOMEHKJIATYpHOI
MEIUIMHCKHX Kiaccuukamnmen
n3aenni MEIUIIMHCKUX H3JICIIUN
3. 260600 [mpurr obmero [mpun 1 mmr.
Ha3HAUYCHHUS, MHBEKIMOHHBIH
OJTHOPA30BOTO OJTHOKPATHOTO
VCIIOJIb30BAHUs IPUMEHEHHUS (2 MJI C
262630 [npun-no3atop st urioi 0,6 Mm)

[MOAKOXHBIX UHBEKI[NI/B
KOMILIEKTE C UTJION

349160 [mpurr obmero
Ha3HAYEHUS/B KOMILIEKTE
C UTJIOoH
4. 272240 Canderka Canderka 1 mr.
AHTHCENTHYECKas aHTHCENTHYECKas U3
HETKAHOI'0
MaTepuaia

cnupTOBas (HE MEHee
12,5 cmx 11,0 cm)

ITpu kommiekraimu KMMI'3 MenUIIMHCKUMH U3AETUSIMA B COOTBETCTBUM C HACTOSIIIIUM MYHKTOM
JIOTYCKAEeTCsl KOMIUIEKTALUsS OJHOTO0 MEIUIIMHCKOTO HW3JENIMsS U3 YHUCJAa YKAa3aHHBIX COOTBETCTBEHHO B
CTpOKe 3.

5. KUMI'3, xotopbiM o0OecrieunBaeTcsi JIMYHBIN cocTaB (POPMUPOBAHUMN, BBHIOJIHSIIOMIMHN 3a/1a4H B
palioHaX BO3MOXKHOTO PAJMOAKTHBHOTO 3arpsi3HCHHs (3apa)Ke€HHUs), KOMIUICKTYETCS CIICIYIOUTUMU
JEKApCTBEHHBIMU  MpenaparaMd M MEIUUMHCKAMHU  U3JCNUAMH Uil  OKa3aHWUs  IMEPBUYHOMU
MEJIUKO-CAaHUTAPHOW TOMOIIH:

JIeKapCTBeHHBIe npemnapartsbl

N Kog ATX AHaTomo-TepaneBTuieck | JlekapcTBEHHBII JlexapcTBeHHas
0-XHMHYECKast npenapar dbopma, Tpedyemoe
KJaccupuKanus KOJIMYECTBO
(He meHee)
1. IIpOoTUBOPBOTHBIE MPENaPAaThI
I.1. AO04AA01 AHTaroHMCTHI OHaHCceTpoH TaOJICTKH, TOKPBITHIE
CEpOTOHUHA IJIEHOYHOH
000J104KO

4 Mmr - 2 TabneTku

2. O6e3001MBaIOIINE CPEICTBA

2.1. MOI1ABI15 Hecrepounusie Kertoponak tabnetku 10 mr-1
MPOTUBOBOCHAIUTEIILHBIE TabJIeTKa WIH PACTBOP
CPEJICTBA C BHIPAXKEHHBIM JUIsL BHYTPUBEHHOTO U
aHaJIbIe3UPYIOIINM BHYTPHUMBILLIEYHOTO
NIEUCTBUEM BBemeHusa 30 mr/mi, 1
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| o1 B ammyzie -1 ammyna

3. AHTUOOTEI

3.1. VO03AB JeTokcunupyromnime Kannii->xene3o tabnetku 500 mr - 1
Cpe/CTBa, BKIIOUAs rexkcanuanodeppar TabeTKa
AHTUJOTHI
4. Ipenapatsl Hona s npodunakTuku 3a00JIeBaHUN IUTOBUIHON KeJe3bl
4.1. V03AB21 PapnonporexkropHoe Kamusa omnn tabierkn 125 mr-1
CPECTBO TabieTka
MeauuuHCKHE U31eJTUs
N Kon Bunma HanmenoBanue Buna HaumenoBanue TpebGyemoe
HOMEHKJIATYPHO | MEIUITMHCKOTO U3JENUS B MEIUIMHCKOIO KOJIMYECTBO (HE MEHEE)
51 COOTBETCTBHUH C U3eTIus
Kiaccuukammum HOMEHKJIATYPHOU
MEIUITMHCKUX KIaccudukanuein
U3IeInd MEIUIIMHCKUX HU3JIEIIUN
5. 260600 HInpur ob1ero HInpurg 1 .
Ha3HAUYCHHS, WHBEKIIMOHHBIN
0JIHOPA30BOT'0 OJIHOKPATHOT'O
HCIIOIL30BaHUs npuMeHeHus (2 M1 ¢
262630 [npun-no3atop st urjoi 0,6 Mm)
MOJIKOKHBIX WHBEKIINH/B
KOMIIJIEKTE C MTJIOM
349160 [mpurr obmero
Ha3HAYEHUS/B KOMIUIEKTE
C UTJIOH
6. 272240 Canderka Candertka 1 .
aHTHUCENTUYCCKAS aHTHUCENTUYCCKAI U3
HETKaHOI'O
Marepuana
CIIUpTOBas (HE MEHee
12,5 cmx 11,0 cm)

[Ipu xommnekrammu KUMI'3 MeAUIIUHCKUME U3AEIUSIMU B COOTBETCTBUM C HACTOSIIIIMM ITYHKTOM
JIONYCKAETCS KOMIUIEKTAIMSI OJHOTO MEIUIMHCKOIO W3EIUSl U3 YHWCa YKa3aHHBIX COOTBETCTBEHHO B

CTpOKeE 5.

6. KUMI'3, xoTopbiM obecrieunBaeTcs JUYHBIN cocTaB (POPMUPOBAHUM, BHITIOTHSIONIMKA 331291 B

oyarax,

B TOM 4HCJI€ BTOPUYHBIX, PAJUOAKTHUBHOIO 3arpsi3HEHUS (3apa)kKeHHUs),

KOMIIJICKTYCTCHA

CIEAYIOUIMMH JICKAPCTBEHHBIMM MpenapaTaMd M MEIUUMHCKUMHU HU3ACIUSMH U1 OKa3aHUs MEPBUYHOU
MEJIUKO-CaHUTAPHOW TOMOLIU:

JlekapcTBeHHBIE NIPenapaThl

N Kon ATX AHaTOMO-TEepaneBTUYECK JlekapcTBEHHBII JlekapcTBeHHas

O-XUMHUYECKast npemapar dbopma, Tpedyemoe

KJ1accU(puKanus KOJIMYECTBO

(He meHee)

1. ITpoTBOPBOTHBIE TPENApPaTHI
1.1. A04AAO01 AHTaroHucThbI OnpanceTpoH TabJIETKH, TOKPHITHIC
CEpOTOHMHA TJICHOYHOMH
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000JI0UKOH
4 mr - 2 TabneTku

2. O6e3001UBaIOIINE CPEICTBA

2.1. | MO1ABI5

Hecrepounnsie
HpOTI/IBOBOCHaHI/ITeJIBHBIG
CPE/ICTBA C BBIPAXKECHHBIM

Ketoponak

tabnerku 10 mr-1
TabJeTKa Wik pacTBOp
ISl BHYTPUBEHHOTO U

AHATBIe3UPYIOIIUM BHYTPUMBIIIEYHOTO
NIEUCTBUEM BBemeHusa 30 mr/mi, 1
MJI B amtyJie - 1
ammyJsa
3. AHTUOOTEI
3.1. VO03AB JeTokcunupyromnime Kannii->xene3o tabnetku 500 mr - 1
Cpe/CTBa, BKITIOUas rekcanuanodeppar TabeTKa
AHTHUJIOTHI

4. ITpenapats! oxa s

porTakTHKM 3a00JI€BAHUM U TOBUTHOM JKEJIE3bI

4.1. | VO3AB21

PanuonporekropHoe
CPEIICTBO

Kanus viogung

tabierku 125 mr-1
TadJIeTKa

5. PapnosamurtHele npena

aThbl

(e menee 12,5 cm x
11,0 cm)

5.1. COICA Anbda arpeHOMUMETHK Nuanonmnmernnamu- | tabnerku 150 mr-3
HODTaHOJ Ta0JIeTKU
MeauuuHCKHE H31eJTUs
N Konx Buna Haumenosanue Buga HaumenoBanue Tpebyemoe
HOMEHKJIATYPHO | MEIUI[MHCKOTO U3JENHUS B MCIUIMHCKOTO KOJINYECTBO (HE MEHEe)
U COOTBETCTBUU C U3EIN
KJaccu(puKauu HOMEHKJIATYpHOI
MEIUIMHCKHX Kiaccuukamnme
n3Jenni MEIUIIMHCKUX U3JICIIUN
6. 260600 [mpurr o6mero [Hmpur 1 mr.
Ha3HAUYCHHUS, MHBEKIINOHHBIH
OJTHOPA30BOTO OJTHOKPATHOTO
VCIIOJIb30BaHUs IPUMEHEHHUS (2 MJI C
262630 [Inpun-go3atop ais urioi 0,6 Mm)
[MOJKOYKHBIX NHHEKIAI/B
KOMIIJICKTE C UTJIOMN
349160 [mpur o61ero
Ha3HAUYCHHUS/B KOMILIEKTE
C UTJI0M
7. 272240 Candertka Candertka 1 mT.
aHTHUCENTUYCCKAS aHTHUCENTUYECKas 13
HETKaHOI'O
Marepuana
CIIUPTOBAS

ITpu kommiekraimu KMMI'3 MenuIIMHCKUMH U3AETUSIMU B COOTBETCTBUM C HACTOSIIIIUM MYHKTOM
JIOMYCKAEeTCsl KOMIUIEKTAlUsS OJHOTO0 MEIUIIMHCKOTO HW3JeNIMsS U3 YHUCJAa YKAa3aHHBIX COOTBETCTBEHHO B
CTpoke 6.

7. KUMI'3, koTOpbIM obecnieunBaeTcs JIMYHBIA COCTaB (DOPMUPOBAHHIM, BBITOJHSIONIMNA 3a7a4i B
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palioHax BO3MOXKHOTO OWOJOTHYECKOTO 3arps3HEHHs (3apakeHHs), KOMIUIEKTYETCS CIICAYIOIIUMU
JIEKapCTBCHHBIMU  TIpENaparaMd W MEIUIMHCKUMHM  M3JACIUSIMU  JUIl  OKa3aHWs  MEePBUYHOMN
MEJIUKO-CaHUTAPHOW MOMOLIU:

JlekapcTBeHHBIE NIPenapaThl

N Kon ATX AHaTOMO-TEepaneBTUYECK JlekapcTBEHHBII JlekapcTBeHHas
O-XUMHUYECKast npemapar dbopma, Tpedyemoe
KJ1accUpuKalus KOJIMYECTBO
(He meHee)
1. AHTHOHOTHKH
I.1. JO1AAO02 AHTHOMOTHUK TPYIIITHI JlokCUIMKINH kancysbsl 100 mr-2
TETPALUKIINHA KarCyJibl
2. O6e300aMBaOIINE CPEJCTBA
2.1. MO1ABI15 Hecrepounnsie Keroponax tabnetku 10 mr-1
MIPOTHUBOBOCTIATIUTEIIbHBIE TabJIeTKa WIN PacTBOP
CpE/ICTBA C BBIPAXKEHHBIM JUTSL BHYTPUBEHHOTO U
aHAJIbre3UPYIOIUM BHYTPUMBIILIEYHOTO
JIeicTBueM BBeacHus 30 mr/mi, 1
MJI B ammyJie - 1
ammyna

MeauuuHCKHE 3eJus

N Kon Buna HanmeHnoBanue Buna HaumenoBanue Tpebyemoe
HOMEHKJIATYPHO | MEIUITMHCKOTO U3JENUS B MEIUIMHCKOIO KOJIMYECTBO
71 COOTBETCTBUH C 17631 (1751 (He MeHee)
Kiaccuukammum HOMEHKJIATYPHOU
MEIUITMHCKUX KIaccudukanuein
U3IeInd MEIUIIMHCKUX HU3IEIIUN
3. 260600 HInpur ob1ero HInpurg 1 .
Ha3HAUYCHHS, WHBEKIIMOHHBIN
OJIHOPA30BOT'0 OJIHOKPATHOT'O
HCIIOIL30BaHUs npuMeHeHus (2 MII ¢
262630 [npun-no3atop st urjoi 0,6 Mm)

[MOAKOXHBIX UHBEKI[HI/B
KOMILIEKTE C UTJION

349160 [mpurr obmero
Ha3HAYEHUS/B KOMIUIEKTE
C UTJIO0H
4. 272240 Candertka Candertka 1 .
aHTHCCIITUYECKas AHTHUCENTHYECKAs U3
HETKaHOI'O
MaTepuana

CIIUpTOBAas (HE MEHEe
12,5 cmx 11,0 cm)

[Ipu xommnexrammu KUMI'3 MeAUIIUHCKUME U3AEIUSIMU B COOTBETCTBUM C HACTOSIIIIMM ITYHKTOM
JIONYCKAETCS KOMIUIEKTAIMSI OJHOTO MEIUIMHCKOIO W3IEIUSl U3 YHWCa YKa3aHHBIX COOTBETCTBEHHO B
cTpoke 3.

8. KUMI'3, xoTopbIiM 0becrieunBaeTCsl TUIHBIA COCTaB (DOPMUPOBAHUI MPU €T0 MPUBICYCHHUH IS
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IMPOBCACHU A KOHTpTCppOpHCTquCKOﬁ oncpanvu M B BOCHHOC BPCMA KOMIUICKTYCTCA CJICAYIOIIUMU

JEeKapCTBEHHBIMU  MpenapaTaMd Y MEIWLUUHCKUMHM  U3JeMUSAMHM JJIs  OKa3aHUs  IEepPBUYHON
MEJIUKO-CaHUTAPHOW MOMOLIU:
JlekapcTBeHHBIE NIPenapaThl
N Kon ATX AHaTOMO-TEepaneBTUYECK JlekapcTBEHHBII JlekapcTBeHHas
O-XUMHUYECKast npemapar dbopma, Tpedyemoe
KJ1accUpuKalus KOJIMYECTBO
(He meHee)
1. O06e360aMBaONINE CPECTBA
I.1. MOI1ABI15 Hecrepounusie Kertoponak tabnetku 10 mr-1
MIPOTUBOBOCTIATTUTEIILHBIC TabJIeTKa WIH PACTBOP
CPEJICTBA C BHIPAXKEHHBIM JUIsL BHYTPUBEHHOTO U
AHATBIe3UPYIOIIUM BHYTPUMBIIIEYHOTO
NEUCTBUEM BBemeHusa 30 mr/mi, 1
MJI B amnyJie -1 ammyna
1.2. NO7BC51 OnuounaHeli aHaneretTuk, | bynpenopdun pacTBop 1Ist
9aCTHYHBIN aronuct M BHYTPUBCHHOTO 1
-pELENTOPOB ¢ HEKOTOPOIA BHYTPUMBILIICTHOTO
AHTarOHUCTHYECKOU BBeenns 0,3 mr/mi, 1
AKTUBHOCTBIO B MJI B ITPUII-TIOOMKE -
« 1 mmpun-TIoO6MK
OTHOIICHUU
-peLenTopoB
MeaunuHcKue u3aeaust
N Kon Buna HanmeHnoBanue Buna HaumenoBanue Tpebyemoe
HOMEHKJIATYPHO | MEIUIIMHCKOTO U3eNus B MEUIIMHCKOTO KOJIMYECTBO
71 COOTBETCTBHUH C 17631 () 175:1 (He MeHee)
KJ1acCU(pUKaluu HOMEHKJIaTYpHOI
MEIUITMHCKUX KIaccudukanuein
U3IeInd MEIUIIMHCKUX HU3JIEIUN
2. 260600 HInpur ob1ero Hmpun 1 mr.
Ha3Ha4YeHMUS, VUHDBEKIIMOHHBIN
0JIHOPA30BOT'0 OJIHOKPATHOT'O
MCIIOJIb30BaHUs MpUMEHEHHUS (2 MJI C
262630 [npun-no3atop st uryoi 0,6 Mm)
MOJIKOYKHBIX UHbEKIIUI/B
KOMIUIEKTE C UIJION
349160 [mpury o61ero
Ha3HAYCHHsI/B KOMIUIEKTE
c
WTJI0M
3. 272240 Canderka Canderka 1 mr.
aHTHCeNTUYeCcKas aHTHCeNTUYEeCKas U3
HETKaHOTO
MaTepuaia

cnupTOoBas (HE MEHee

12,5 cmx 11,0 cm)
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ITpu kommiekraimu KUMI'3 MenUuIIMHCKUMH U3AETUSIMA B COOTBETCTBUM C HACTOSIIIIUM MYHKTOM
JIOMYCKAEeTCsl KOMIUIEKTALKsS OJHOTO0 MEIUIIMHCKOTO HW3JENIMsS U3 YHUCJAa YKAa3aHHBIX COOTBETCTBEHHO B
CTpOKe 2.

9. KUMI'3, koTopbIM o0ecrieuynBaeTcsi HaceJleHue, MPOKUBAIOIIee WIM HaxoJslieecss B pailoHax
BO3MOYKHOTO PAJIMOAKTUBHOTO 3arps3HEHUS (3apaskeHH s ), KOMIUIEKTYETCS CIISIYIOIIMMU JICKaPCTBEHHBIMU
npenaparamu JIjsi OKa3aHUsl IEPBUYHON MEIUKO-CAHUTAPHON MOMOIIH:

JlekapcTBeHHBIE NIPenapaThl

N Kon ATX AHaTOMO-TEepaneBTUYECK JlekapcTBEHHBII JlekapcTBeHHas
O-XMMHYECKast npemnapar dopma, Tpedyemoe
KJ1acCUpUKaLus KOJIMYECTBO
(He meHee)
1. ITpoTBOPBOTHBIE TPENAPaATHI
I1.1. AO04AA01 AHTaroHMCTHI OHaHceTpoH TaOJIETKH, TOKPBITHIE
CEpOTOHUHA IJIEHOYHOH
000I104KOi

4 mr - 2 TabneTku

2. AHTHIOTEI

2.1. VO03AB JeTokcunupyronime Kannii->xene3o tabnetku, 500 mr -1
Cpe/CTBa, BKIIOUAs rexkcanuanodeppar TabeTKa
AHTHUJIOTHI

3. [Ipenapats! Hoxa st PO MITAKTUKH 3a00JI€BAHUN U TOBUTHOM JKEJIE3bI

3.1. | VO3AB21 PanuonporexkropHoe Kanus fionun tabnerku 125 mr-1
CPEJICTBO TadJIeTKa

10. KUMI'3, koTopbhIM OOecriednBaeTCsl HaceJIeHre, TPOKUBAOIIECEe HIIM HAXOsIIeecs B paioHaX
BO3MOYKHOTO OMOJIOTHYECKOTO 3arpsi3HEHHS (3apa)KeHU ), KOMIUIEKTYETCS CIIEAYIOIIMMHU JIEKapCTBEHHBIMU
npenaparamu JIjisl OKa3aHUs IEPBUIHOM MEIUKO-CAHUTAPHOMN TTOMOIITH:

JIeKapCTBeHHBIe npemnapartsbl

N Kon ATX AHaTOMO-TEepaneBTUYECK JlekapcTBEHHBII JlekapcTBeHHas
O-XMMHYECKast npemnapar dopma, Tpedyemoe
KJ1accU(puKanus KOJIMYECTBO
(He meHee)
1. AHTHOHOTHKH
1.1. JOICRO2 AHTHOMOTHUK TPYIIIIEI AMOKCULIMIIIIUH + TabJIETKH, TOKPHITHIE
MEHUIMJUTMHOB mmpokoro | [KimaBynanoBas MIJICHOYHOH
CIIEKTpa ACHCTBUS C KHCJIOTA | o0ououkoit, 250 mr +
UHTUOUTOpPOM OeTa- 125 mr-
JaKTamas 2 TabneTku (U1 AeTeH
B Bo3pacte 70 12 ner)
1.2. JOTAAO02 AHTHOUOTHUK TPYIIIBI JIOKCHULIUKIIVH karcyissl 100 mr-2
TeTPaLMKINHA KarcyJibl

11. KUMI'3, xoTopbiM oOecrneunBaroTCs paOOTHUKH OCO00 paJMAIIMOHHO-OMACHBIX U SIACPHO
OMNNAaCHBIX MPOHU3BOACTB U OGT’CKTOB, KOMIUICKTYCTCA CICAYIOIIHUMU JICKAPCTBCHHBIMU IpPCIiapaTaMu IJIsd
OKa3aHMs EPBUYHON MEAUKO-CAHUTAPHON MOMOIIIH:
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JIeKapCTBeHHBIe npemnapartsbl

N Kog ATX

AHaTOMO-TepaneBTHIECK
O-XMMHYECKast
KJIacCU(pUKALIUS

JlekapCTBEHHBII
npemnapar

JlekapcTBeHHas
dbopma, Tpedyemoe
KOJIMYECTBO
(He meHee)

1. Ilpenapatsl oga nist o

ounakTuky 3a00J€BaHUN MIUTOBHIHON JKEJIE3bI

1.1. | VO3AB21 PanuonporexkropHoe Kanus fionun tabnerku 125 mr - 1
CPEJICTBO TadJIeTKa

2. AHTHIOTBI

2.1. VO3AB Jlerokcunupyromne Kanwuii-xene3o tabnetrku, 500 mr - 2
CpPEJICTBA, BKIKOYAst rekcanuanodeppar TabJIeTKH
AQHTHJIOTHI

3. [IpoTBOPBOTHBIE IPENapaThI

3.1. AO04AA01 AHTaroHUCTHI OHaHceTpoH TaOJIETKH, TOKPBITHIE
CEpOTOHUHA TUICHOYHOW 000JI0UKON

4 mr - 2 TabneTKu
4. Pamuo3ammTHbIC IpenapaThl
4.1. COICA Anbda arpeHOMUMETHK Nuanonmnmernnamu- | tadnerku 150 mr -3
HOATAHOJ TaOJIeTKH

12. KUMI'3, koTOpbIM O0€CIIeYrnBaeTCs JIMUYHBINA COCTaB (DOPMUPOBAHHI B LIEJISX BBIMOJTHEHUS UM

MEPOINPUATHM MO OKa3aHUI0 TMEepBOM TOMOIIM MOCTPAJABIIUM, KOMIUIEKTYETCS CIEAYIOIUMU
MEAMIIMHCKUMU U3ACTUSMU 7151 OKa3aHUs TIepPBOM TTOMOIIIN:
N Kon Buna Haumenosanue Buga HaumenoBanue Tpebyemoe
HOMEHKJIATYPHO | MEIUIUHCKOTO U3EHs MEJUIIUHCKOTO KOJIMYECTBO,
71 B COOTBETCTBHUU C 17163 (SNNZE: (e meHee)
KJaccu(puKauu HOMEHKJIATYpHOI
MEAMIIMHCKUX KJaccuukanuei
U31enni MEIUIIMHCKUX U3JICIIUN
1. 182450 Macka xupypruyeckas, Macka MequIMHCKasg | 2 IIT.
OJIHOPA30BOT'0 HeCTepHIbHAs
MCIIOJIb30BaHUS OJIHOpa3oBas
367580 Macka nuueBast AJis
3alIUTHI ABIXATEIbHBIX
IIyTeH, OJHOPA30BOr0
MCIOJIb30BaHUS
2. 122540 IIepuaTtku IIepuaTtku 2 nmapsl
CMOTPOBBIE/TIPOLIEYPHBIE | MEAUIIMHCKHE
U3 JIaTeKca reBeH, HECTEPWIbHBIE,
HEOIy/IpEHHBIE, pa3MepoM He MeHee
HECTEPUJIbHBIE M
122560 ITepuaTku
CMOTpPOBBIE/TIPOLIEAYPHBIC
U3 JlaTeKca reseu,
ONyJIpEHHBIC
139350 [TepuaTku
CMOTPOBBIE/TIPOLIEYPHBIC
20.06.20222 Cucrema TAPAHT 10/13
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13 MOJINXJIOPONPEHA,
HEOIYy/IPEHHBIE

139360

IIepuaTtku
CMOTPOBBIE/TIPOTICTYPHBIC
U3 TIOJIMXJIOPOTIPEHA,
OIlyJIpEHHBIE

185830

IIepuaTtku
CMOTPOBBIE/TIPOTICTYPHBIC
HUTPUJIOBBIE,
HEOIy/IpEHHBIE,
HECTEePUIIbHBIE

185850

IIepuaTtku
CMOTPOBBIE/TIPOTICTYPHBIC
HUTPUJIOBBIE,
OIlyIpEHHBIE

205280

IIepuaTtku
CMOTPOBBIE/TIPOTICTYPHBIC
BUHUJIOBBIE,
HEOIYy/IpEHHBIE

205290

IIepuaTtku
CMOTPOBBIE/TIPOTICTYPHBIC
BUHUJIOBBIC, OMTyIPCHHBIC

298450

[TepuaTku
CMOTPOBBIE/TIPOLIEIYPHBIE
U3 T'BAIOJIOBOIO JIATEKCa,
HEONYIPEHHBIE

320790

[TepuaTku
CMOTpPOBBIE/TIPOLIEYPHBIC
HUTPUJIOBBIE,
HEOIyAPEHHEIE,
aHTHOAKTEepUaIbHBIC

321530

IIepuaTtku
CMOTPOBBIE/TIPOTICTYPHBIC
HOJIMHU30IIPEHOBBIE,
HEOIYy/IpEHHBIE

3. 327410

Macka s
CepACYHO-JIETOYHOMN
peaHuMaluu,
OJHOPA30BOI0
HCITOJIb30BaHUS

191720

Macka s
CEepAEYHO-JIETOYHOMN
peaHuManuy,
MHOT'0pa30BOro
VICITOJIb30BaHUS

YerpolicTBo i
POBECHUS
HCKYCCTBCHHOI'O
JBIXaHUS
"Pot-YcerpoiictBo-Po

"

T

1 mIT.

4. 210370

Kryt Ha
BEPXHIOIO/HUKHIOIO
KOHEUYHOCT,
MHOT'OPa30BOT0

20.06.20222

Kryr
KPOBOOCTAHABJIMBAIO
I 111 OCTAaHOBKH
apTepUaATIbLHOTO
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VICII0JIb30BaHUs KPOBOTEUYCHHUSI
210380 Kryt Ha
BEPXHIOIO/HUKHIOIO
KOHEYHOCTb,
OJIHOPa30BOI0
MCIOJIb30BaHUS
5. 150130 Pynon mapneBslii Tkanbll, | BUHT MapiieBbIit 2 wr.
HECTEPUIbHBIN MEIUIIMHCKUN 7 M X
150140 buHT MapieBbiii TKaHbid, | 14 cM
CTEPWIbHBIN
150290 JlenTa maprneBasi, 6e3
aHTHOAKTepUAIbHBIX-CBOM
CTB
6. 223580 Canderka mapieBas Canderku mapnessie | 1 ym.
TKaHas, CTepUiIbHas MEAUIIMHCKHE
CTepUJIbHBIC
pa3MepoM He MeHee
16x14 cMm N 10
7. 136010 JlelikonacTeIpb KOXKHBIM | JIeHKomIacThIph I mrr.
CTaHIapTHBIN bukcupyromuit
122900 JlefKoTuIacThIPh KOKHBIN | PYJIOHHBIN pa3MepoOM
TUI0AJUIEPT€HHBII He meHee 2 X 500 cm
141730 JlelikonaacThIph KOKHBIN
CHJIMKOHOBBIN
269230 JlelikonacThIph KOKHBIN
BOJIOHEITPOHULIAEMBII
8. 293880 Opesuno ciacarenbHOE [ToxpsiBaino 1 mr.
criacateabHOe
N30TEPMUYECKOE
9. 260590 Hoxuauner Hoxxaune! ais 1 mr.
XUPYpPrudecKkue o0IIero paspe3aHusi MOBSA30K
Ha3HaYeHMUS,
MHOT'Opa30BOT0
MCIIOJIb30BaHUs
116910 Hoxuuuws! gis
MEPEBSI30UYHOTO
MaTepuana,
MHOT'OpPa30BOT0
WCTIOJIb30BaHUS
151740 Hoxuauner
JMCCEKIIMOHHBIE

[Ipu xommnekrammu KUMI'3 MeAUIIUHCKUME U3AEIUSIMU B COOTBETCTBUM C HACTOSIIIIMM ITYHKTOM
JIOTTyCKAEeTCsl KOMITJICKTALHS:

OJIHOTO MEJIMLIMHCKOTO U3/IETUs U3 YUCia YKa3aHHBIX COOTBETCTBEHHO B cTpokax 4, 7 u 9;

KOMOHMHAIIMA MEAUIMHCKHUX U3AENIUN C y4eToM TpeOyeMOoro MUHUMAaJIbHOTO KOJHMYECTBA U3 Yucia
YKa3aHHBIX COOTBETCTBEHHO B cTpokax 1,2 u 5.

13. KUMI'3, yka3zaHHbIe B ITyHKTax 3-12 HACTOSIIMX TPEOOBAHHM KOMIUICKTYIOTCS CIEAYIOIIMMH
MPOYMMH CPEACTBAMU:
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N HaunmenoBanue Tpebyemoe
KOJINYECTBO,
(He meHee)
1. WNHcTpyK1Ks 0 oka3aHHo nepoi nomomu ¢ npuMeHenneM KMMI'3 | 1 mwr.
CymMKka (prok3ak, uexout, Kouteinep, bytisp) mis KUMI'3 1 .

14. KUMI'3 noanexXur KOMIUIEKTAlMM JIEKAPCTBEHHBIMU IIpenapaTaMu A MEIUIMHCKOTO
TIPUMEHEHNS, 3aPETHCTPUPOBAHHBIMU B YCTAHOBICHHOM MOPSIKE .

15. KUMI'3 noajiexuT KOMILIEKTAUU MEOULMHCKUMHU H3JEIUSAMH, 3apErHCTPUPOBAHHBIMU B
YCTAHOBJICHHOM TOPSIIKE .

16. Ilo ncredueHnn cpoKOB rOAHOCTH JIEKAPCTBEHHBIE MTPENapaThl Il MEAULIMHCKOTO IPUMEHEHMS,
MEIIUIIMHCKUE M3JIeNIUsI, KOTOpbIMU ykoMIuiekToBaHbl KMMI'3, mojyexar CnuMcaHui0 M YHUUTOKECHHIO
(YyTHIM3amum) B COOTBETCTBUH C 3aKOHOIaTeIbcTBOM Poccuiickoit denepanuu.

17. B cnydae MCHOJB30BAHMS WM CIMCAHUS M YHUYTOXKEHMs (YTHIM3ALUM) JIEKApCTBEHHBIX
IIPENapaToB AJIs MEIAULUHCKOIO NMPUMEHEHUS, MEAULIIMHCKUX W3AEIUHN, IPELyCMOTPEHHBIX HACTOSALIMMU
tpeboBanusMu, KUMI'3 He0OX01MMO TTOTIOJTHUT.

18. He nomyckaeTcst UCIIOJIb30BaHNE MEAUIIMHCKUX U3AEIUH, KOTOphIMU yKoMIuiekToBaH KMMI'3,
B CJIy4ae HapyLIEHHsI UX CTEPUIIBHOCTH.

19. He nomyckaercss MCIONBb30BaHUE, B TOM YHCIIE MOBTOPHOE, JIEKAPCTBEHHBIX NPEMAPaTOB IS
MEAMLIMHCKOTO MPUMEHEHMS], MEIULIMHCKUX U3IENni, KOTOpeIMU yKoMILiekToBaH KMIMI '3, 3arps3HeHHbIX
KPOBBIO M (UJTN) APYTUMH OUOTOTHICCKUMH KUTKOCTSIMH.

' Tpuxas MunncrepcTsa 31paBooxpanenus Poccuiickoit denepamuu or 6 mons 2012 1. N 4n "O6 yrBepxacHHH
HOMEHKJIATYpHOH KJIacCCU(UKALMK MEAWIMHCKUX u3nenui" (3apeructpupoBaH MUHHCTEpPCTBOM IocTulMU Poccuiickoin
Genepanmu 9 wrons 2012 r. peructpaumonusiii N 24852) ¢ nM3MeHEHHMsSMH, BHECCHHBIMH IIpUKazaMM MUHHCTEpPCTBA
3npaBooxpaHenust Poccuiickoit ®enepanmm 25 cenrsiopst 2014 r. N 5570 (3apeructpupoBaH MUHHCTEPCTBOM IOCTULMH
Poccuiickoit ®enepaunu 17 nexadbpst 2014 r., perucrpammonnsiii N 35201), or 7 wutons 2020 r. N 6861 (3apeructpupoBaH
MunuctepctBoM roctunmnu Poccuiickoit @enepanun 10 aBrycra 2020 r., peructpannonssiii N 59225) (nanee - HomenknaTypHas
KJTacCU(pUKAITUSA).

ITpu o6HOBIIEHNN HOMeHKIIaTypHOM Ki1acCU(UKAIMK KO BHIa MOXKET ObITh H3MEHEH.

? Pemenne Cosera EBpasuiickoil s5KOHOMHYECKOH KoMuccHH oT 3 HOsiopst 2016 T. N 78 "O IlpaBmiax perucTpamui u
JKCIIEPTHU3BI JICKAPCTBEHHBIX CPEICTB ISl MEAUIIMHCKOTo puMeHeHus" (OdunuansHplii caT EBpa3uiickoro SKOHOMHYECKOTO
coro3a http://www.eaeunion.org/, 21 despans 2020 r.), Denepanpubiii 3akon ot 12 ampesst 2010 . N 61-D3 "O6 obpanieann
nekapcTBeHHBIX cpenctB" (CoOpanue 3akoHomaTenscTBa Poccuiickoit @eneparum, 2010, N 16, ct. 1815; 2020, N 29, ct. 4516).

? Pemenne CoBeta EBpasuiickoii 3x0HOMEIUYeCKoi Komuccuu 0T 12 pespans 2016 r. N 46 "O [IpaBuiax perucTpaLuy u
9KCrepTu3bl Oe3omacHocTH, KadectBa M 3ddexruBHOCTH MemuumHckux w3nenuit" (Odunmansubiii caiit EBpasuiickoro
9KOHOMHUYECKOTro coro3a http://www.eacunion.org/, 12 uronst 2016 r.), nocranosnenue IlpaBurenscrBa Poccuiickoit deneparyn
ot 27 nexabpst 2012 N 1416 "O6 yrBepskaenun IlpaBui rocyaapcTBeHHONW perucrpauuu MeauiuHckux uznenui” (CoOpaHue
3aKkoHomaTenscTBa Poccuiickoit @eneparuu, 2013, N 1, ct. 14; N 43, ct. 5556; 2014, N 30, cT. 4310; 2017, N 8, cr. 1233; 2018,
N 24, ct. 3523; 2020, N 12, ct. 1792).
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