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EBPAZUIICKUUN DKOHOMHUYECKHUM COIO3

MHUHHCTEPCTBO TIPOMBINIJIEHHOCTH U TOPT OBJIN
POCCHUCKOH ®ENEPALIUH

CEPTUDUKAT

COOTBETCTBHUSI TPEBOBAHUAM TTPABHJI HAJUIEXAILIEN MPOU3BOJICTBEHHOM
[TPAKTUKH EBPASMMCKOI'O 2KOHOMHWYECKOT'O COHO3A

Ne GMP/EAEU/RU/00070-2021
Cpok neficteus ¢ 14.04.2021 no 13.04.2024

Bbrian 1o wroram nposejenust (hapMalieBTUUECKON MHCIEKIMH B COOTBETCTBUU C
lIpaBunamu nposeaeHus GapMalieBTHYECKUX MHCTIEKIIAH

MunucTepeTBOM IPOMBILLIEHHOCTH U TOprosiu Poccuiickoii @enepatiu

(nonnoe HAUMEHOBAHHE YNMOJIHOMOYEHHOIO opraua) ¥

HOJATBEPKAAET CleayIolee:
1IpoBejieHa papmMaleBTUYECcKas MHCICKITUS

Oryn «MOCKOBCKUM SHAOKPUHHBIN 3ABO/I»

(HOJ'IHOB HaAUMEHOBAHHE l'IpOId3BO,ﬂi‘ITE:.ﬂ.ﬂ)

1. Mocksa, yi. HoBoxoxiiosckas, a. 25, ctp. 1

(anpec MpoU3BOACTBEHHOM IOLLIANTKH)

Ha ocHoBaHuu 3aseiaenus Ne 5891/11012/20 ot 15.12.2020 wa nonyyeHue
paspeuieHus (JIMLIEH3UM) HA OCYUIECTBIEHUE JIEATENIBHOCTH MO .'11p0[x13|30,11cmy
JIEKapCTBEHHbIX CPEICTB.

Ha ocHoBanuu cBeleHM, [I0JIy4EHHBIX @PU MPOBEJAEHUH (apMalleBTHUECKOR
MHCIICKIIMM, TIOCHE/IHAsS M3 KOTopeix Obula nposeneHa 07.04.2021, 14.04.2021.
CUMTAETCS, YTO JAHHBIH (papMaleBTHYECKHI [POM3BOJAUTENL  COOTBETCTBYET
TpeboBanusm [lpaBui Hajnexaiield NPOM3BOACTBEHHON NpaKTHKU EBpasuiickoro
IKOHOMHYECKOI0 COI03a.

Hacrodumuii cepruduxar orpaxaer craTyc INPOM3BOACTBEHHOW ILUIOMIAAKM HA JaTry
npoBeneHUs GapMalleBTUYECKOH HMHCHEKLMM M 10 MCTEYEHUH 3 JIeT ¢ Jarhl
NpoBejeHUs HTOH (apManeBTHYEeCKONW WMHCIEKIMH HE JOJDKEH [PUHUMAThCS B
KayeCcTBe JOKYMEHTA, CBUUETEIBCTBYIOLIEIO O CTATYCE COOTBETCTBUS. CpOK ﬂeﬁCTBHH
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GMP/EAEU/RU/00070-2021

cepruduKara MOMKET ObITh COKpalleH MM paciiMpeH [pd  MCHOJIL30BAHUK
COOTBETCTBYIOLIUX IIPUHLMIIOB ylIpaBieHUs pUCKaMu pu HaJIMY MK
COOTBETCTBYIOUIEH 3amucu 00 »toM B nosie «OrpaHUYEHUS WK HOACHUTE/IbHbIE
3aMEeTKU, Kacaroluecs o0J1acTu HPUMEHEHUS HACTOSLIEro cepTuduraTay.
Cepruduxar ABisieTcs ACHCTBUTEIbHBIM B Cllyyae IPEJCTaBIEHHUsI BCEX €0 CTPaHMII
(KaK OCHOBHBIX JINCTOB, TaK ¥ JIOIIOJHUTEIBHBIX JIUCTOB).

AyTEHTUYHOCTb (IIOJIMHHOCTD) HACTOSILIETO cepTUduKaTa MOXKHO MPOBEpUTh B Dase
Jannbix Munnpomropra Pocenu.

Ecin ceprudukar He npelcTaBieH B yKa3aHHOH 0a3e JaHHBIX, CleAyeT 00paTuThCs B
YIOJHOMOUYEHHBIN OPraH, ero BblIaBIIuiA,

B.C. OcbmakoB




MUHHUCTEPCTBO MNPOMBILIJIEHHOCTHU U TOPI'C
POCCUUMCKOUN ®FJIEPAITNA

GMP/EAEU/RU/00070-2021

JlekapcTBeHHbIe CPeACTBA A1 MEAHLHHCKOIO IPHMEHEeHHs

[ BetepuHapHble JIeKapCTBEHHbBIE CPE/ICTBA

JKcnepUMeHTANbHBIE CPeICTBA

HpO]fBBOl]CTBO H KOHTPOJb Ka9€CTBa

I. MPOU3BO/JACTBEHHBIE OINEPALIUU — IEKAPCTBEHHAS
NPOAYKLIUSA

1. Cmepunbnas npooykuyus

L1 1. llpoaykuusi, IpUroTOBJIEHHAS aCeNTHYECKHUM 1yTeM (onepaiun o0paboTku Juts
CJEIYIOUIMX JEKAPCTBEHHBIX (JOPM):

L] skmjikue nekapcTBeHHbIe GOpMBI 60NIBINIOT0 00bheMa

[ sxuyikue nekapcTBeHHbie GOpMbI MaJIOTO 00beMa

L] mucnepcun

L] imodunuzarst

L] TBEPABIC JICKAPCTBCHHBIC Q)OprI 1 UMILJIIAHTAThI

[ msarkue jiekapcTBeHHbIE GOPMBI

L1 npovas npoaykims

[] 2. Ipoaykuusi, nojasepraroiiascs GUHUIIHON cTepuiin3anuy (orepanuu
00paboTKH LISl CAEAYIOIMX JIEKAPCTBEHHBIX (OPM):

L1 sxmnjikue siekapcTBeHHbIE (hopMbl 60b1I0T0 00BEMA

L1 sxmjikue jekapcTBEHHbIE HOPMBI MaoOro 00bema

L] TBEPAbIC JICKAPCTBCHHBIC (l)OpMLI W UMIJIAHTAThI

L] Msrkue nexapcTBeHHble HOpMBbI

L] npouas npoaykmus, JeKapcTBEHHbIEC (JOPMBbI

Xl 3. Beinyckamoumuii KOHTPOJIb Ka4ecTBa

2. Hecmepunvras npooyxyus

[] 1. HecrepwibHas npoaykius (onepaiuu o6paboTKu s ClieyIoIux
JICKapCTBEHHBIX GOPM):

[] karicyJisl B TBEpAOH 000710UKe

] kancy.ibl B MATKo# 060s104uKe

[] s>xeBatenbHbie JICKAPCTBCHHELIC (bOprl

L] umnperiupoBaHHbIE JIEKAPCTBEHHBIE (DOPMbI

L] skuaxme JexapcTBeHHbIE GOPMBI LIS HAPYKHOT'O IIPUMEHEHUS

[] sxuikue jiexapcTBeHHbIe GOPMBI JIJIsl BHYTPEHHEr 0 [IPMMEHEHUS

[ ] MeIMIITMHCKHE Ta3bl

L] npoune TBEpbIE JEKAPCTBEHHBIE (HOPMbI

L] liperapaTthbl, HAXOAAIIHCCA 1101 NaBJICHHEM

[] renepaTopbl paJIOHYKIH0B
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GMP/EAEU/RU/00070-2021

L] Msirkue JieKapcTBEHHbIE (OPMBI

[ cBeun (cynmno3uTopun)

[ Tabuerku

L] TpaHCACpMaJIbHBIC IJIACTLIPH

[] ycrpoiicTBa JUisi MHTPapyMUHAIBHOIO ( BHYTpHpYOIIOBOT0) BBEACHMS

L] npoyas npoayKuus, JIEKapCTBEHHbIE POPMbI

2. BrinycKalumsil KOHTPOJIb Ka4eCcTBa

3. Buonozuueckasn 1exkapcmeennans npooyKuus

[1 1. buonoruueckas JeKapcTBEHHAS MPOYKITHS:

L] IMPOJAYKTEI KPOBH

L] HMMYHOJIOIHYECKas POy KLU

L] HpOAYKTHI Ha OCHOBE COMAaru4YCCKHUX KIICTOK

Or CHOTCPAIICBTHUYCCKHE IIPOAYKThI

L] npoJlyKThl TKAHEBOH MHKEHEPUU

] 6norexHonoruyeckas NPOAYKIIHA

L] npo/1yKThl, YKCTPAarupOBaHHbIE U3 KUBOTHBIX HCTOYHUKOB MIIM OPTaHOB
(TkaHeil) yenoBeka

L] npouas npoayKuus

v

2. Beinyckawumui KOHTPOJIb Ka4yecTBa (NepeYeHb TUNOB NPOAYKLMH):

L] npoayKThl KPOBH

L] HMMMYHOJIOIHYeCcKas 1HPOAYKLUs

L] IPOAYKThHI Ha OCHOBE COMATHYCCKHUX KIICTOK

L] renor CpaliCBTHYCCKUE NTPOAYKThI

L] IHPOAYKTHI TKaHEBOM HWHXCHEPHUHN

X 6morexnosiornyeckasn NPOaYKIMS: UMMYHOMOZYJIATOPBI, 1poyas
OMOTEXHONOrHYecKas NpOAyKIHs

] NPOAYKTBI, DKCTPArHPOBAHHBIE U3 )KHBOTHBIX HCTOYHHKOB HJIM OPraHoB

(TKkaHeH) 4e10BeKa: OpraHonpenaparsl, Mpenaparhl, MOJY4aeMbIE U3 JKUBOTHOIO
ChIpbsi

NpoYas NPOAYKIUHA:

(hapmanieBTHUECKME CYOCTAHLMU, [I0JIyYa€Mble METOJaMHU  BbIJICJICHUS U3
MCTOYHUKOB )KMBOTHOI'O IIPOMCXOMKICHHS

3gyiecTuTe/ b MUHHCTpA B.C. OcbmakoB
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MHHHUCTEPCTBO MPOMBIULJIEHHOCTH U TOPTOBJIN
POCCHUCKOH ®EJEPAIIMH

GMP/EAEU/RU/00070-2021

4. Ilpouas npodyKkuusa uiu npou3e00CmMeEeHHAA 0eamelbHOCHb

L1 1. IIpousBosictBO:

[ pacTutenbHOM POy KUK

[] romeonatu4eckoi npoayKiuu

L] nupouast npogykius

[12. Crepwinzanumsi aKTHBHBIX BELIECTB, BCIIOMOIaTEJIbHBIX BELIECTB, T'OTOBOH
HPOJIYKIHH:
L] dpunbrpanms

L] cyxoskapoBasi cTepuiin3anus

L] crepuiinzanus napom

L] xumudeckas crepuiin3aiys

L] CTCpuiin3aluvd raMmMa-tu3jay4CcHUEM

[] CTepuir3anus 3JIEKTPOHHBIM M3JIYYEHHUEM

[13. Ilpouee

[14. IlepBruHas (BHYTPEHHSs) yIIaKOBKa:

L] kancyJiibl B TBepa0# 0060/10UKe

[] karncynpl B MsTKo# 0605109Ke

L] sxeBaTebHbIE JIEKapCTBEHHbBIE (HOPMBI

] umnperHMpoBaHHbIE JIEKAPCTBEHHBIE (OPMBI

L] skujikue jieKapcTBEeHHbIE (OPMBI ISl HAPYIKHOT'O IIPUMEHEHMUSI

[] suikue neKapcTBEHHbIC (GOPMBI /U1l BHYTPEHHETO PUMEHEHUS
L] MEIMIIMHCKHE a3l

L] npouue TBep/bie JeKapCTBEHHbBIE HOPMBI

[ ] ipeniapatel, HaXOASMECS 1101 JIABICHUEM
Ll reneparopbl paiuOHYKIHIOB

L] msirkue siekapcTBeHHbIe (GOPMBI

L] cBeum (Cynno3uTopun)

[] rabnerku

L] TpaHciepMalibHble MUIACTHIPH

(] yerpoiicTsa y1st HHTpApYMHUHAILHOTO (BHYTPUPYOIIOBOI0) BBEICHHS

L! npouast npo/iyK1usi, JeKapcTBeHHbIE (OPMbI

L1 5. Bropuynas (norpebureiibckas) yrakoBKa

6. BoinyckaoumHii KOHTPOJIb Ka4ecTBa

7. MukpoOuoJIorHyecKoe TECTHPOBAHHE: CTEPHILHOCTD

8. MukpoOHoJI0rHYecKoe TECTHPOBAHHE: HECTEPHJIBHOCTD

X 9. Xumuyeckoe (pu3uueckoe) TeCTHPOBAHME

10. buosiornyeckoe TecTHpoOBaHHe
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11. KOHTPOJIb KAYECTBA IIPU UMIIOPTE JIEKAPCTBEHHOH
NPOAYKLUHUHA

1. KonTpoJb Ka4yecTBa MMIOPTHPYEMOH JIEKAPCTBEHHOH NPOAYKLHH:

MHKPOGHOHDFH‘IBCKDG TECTHPOBAHHE: CTEPHJIBHOCTD

MHKpOﬁHOJIOFH‘IeCKOB TECTHPOBAHHE: HECTCPHJIBHOCTH

xuMHuueckoe (pu3nyeckoe) TeCTHPOBAHHE

OHOJIOTHYECKOEe TECTHPOBAHHE

X 2. Boinyckaloumuii KOHTpPoJb (cepTHdHKANHS CcepHH) HMIOPTHPYEMOI
NPOAYKILHH

CrepuiibHas NPOAYKIMA:

Ll mpoayKiys, IPUrOTOBJICHHAS ACCNTUYCCKUM ITyTEM

NPOAYKIHA, NOABeprawmasca GHHHIIHONA CTEPHJIH3ALHNH

HecrepuiibHas npoaykuus

L] buonoruueckas JACKapCTBEHHAs IPOAYKILIHA!

L] mpoykThl KpoBH

L] umMyHOIOrHuecKas IpoayKLMs

L] IPOAYKTElI HA OCHOBE COMATHYCCKHUX KJICTOK

L] [€HOTEPAlEBTHYECKHE 1TPOAYKThI

Y,

L] npojlyKThl TKAHEBOH HHIKEHEPUN

L] buorexHooruyeckas npoAyKius

L] npoayKThl, YKCTparipoBaHHbIE U3 KUBOTHBIX HCTOYHUKOB HIIM OPraHoB
(TKaHeil) yesoBeKa

L] npouas npoaykius

[1 3. Ilpouasi aestenbHOCTh 10 UMIIOPTY (BBO3Y):

L] niomaka Gpuznyeckoro uMnopra (BBo3a)

L] umMIIopT NpOMEKyTOYHOTO MPOAYKTA, MOIBEPIaIOIErocs JlajibHerIeH
o0paborke

T

2% S

53

L] npouee

B.C. Ocbmakos

03 asrycra 2021 r.
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MWUHWUCTEPCTBO INPOMBIIJIEHHOCTHU U TOPT'O Blﬂll
POCCHUMCKOMN ®EJEPALINHA

GMP/EAEU/RU/00070-2021

Ol"p&HH‘lGHHH WKW 1IOSICHHUTENIbHBIE 3aMETKHM, KacaruiHecs obJlactu IPUMCHCHUHA

ceprudukara:
Ilepeuenn
UHCIIEKTUPOBAHUE:

JICKApCTBCHHBIX CpEACTB, B

OTHOILICHHUH

KOTOpOI'C  MPOMU3BOAKMIIOCH

Toprogroe
HAaUMEHOBAaHHE

MesxayHapoiHoe
HEIaTeHTOBAHHOE
HaMMEHOBAHUE WJIK
IPYIITHPOBOYHOE
(XuMHUecKoe)
HAMMEHOBaHUE
JIEKapCTBEHHOTO TIpernapara/
(apmaleBTHIEeCKO#
cybcraHnuu

JlexapcTBeHHas gopma,
J03UpOBKa (eciin
IIPUMEHUMO)

KoHnTpoiib KayecTBa, BBITYCKAIOIIMH KOHTPOJIb Ka4eCTBa

AJipeHalIvH

DnuHedpuH

cyOCTaHUMS-IOPOUIOK

Tebann

Tebann

CY6CT3HL[HH—I’] OPOIUOK

‘Tumyca HKcTpaxt

Tumyca skcTpakT

cyOCTaHLUSA-IOPOLIOK

pAacTBOp 1l UHBEKLIUA,

AnpeHanun OnuHedpuH Yz .._“
Al JlenporenHU3npoOBaHHbBIA PacTBOp ISl HHHEKIIHH,
TEMOJIEPMBAT KPOBM TEJSAT 40 mr/ma
NN JenporenHuzupoBaHHbIi Ma3b JUIS HAPYKHOTO
reMO/IEPUBAT KPOBH TEJIAT nipuMeHenus, 5 %
N JlenpoTenHU3UPOBAHHBIH resib Ui HApYXKHOIO
reMOoJIEpUBAT KPOBH TEJIAT npumenenus, 20 %
Ncrormanat JlenpoTenHU3UPOBAHHbIH TabJICTKN [IOKPBITHIE
I'eMO/IEPUBAT KPOBU TENIAT 0bos0ukoi, 200 mr
TabJIETKH, HOKPBITHIC
Anukcaban Anukcaban 1UIEHOYHOH 000104KOH,
2.5 M1, S Mr
nroduimsar s
IPUIOTOBJIEHUSI KOHUEHTPATY
AununnynadyHrun ABuynaQyHIruH IUIsL IPUTOTOBIICHUSI
pacTBopa i UHDY3Uid,
100 mr
pacTBOp ML
AMUTPUIITHINH AMUTPUIITHINH N

BHYTPHUMBIHICYHOT'O

Crpanuua 7 u3 2|
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GMP/EAEU/RU/00070-2021

AMUTPHIITHIMH AMUTPUNTHIIMH TabJeTKH, 25 M
pacrBop s
ATNpPOTUHUH ANpOTUHUH BHYTPUBEHHOI'O BBEICHHUS,
10 000 KME/mu
Koot e pacTBOp Ul UHBEKLUHA,
1 mr/mu
ATpOLIMH ATponuH Karuiy rinasssie, 1 %
ATpoIIuH + Arpo e g KalUly 1Jla3Hble
| 'utipomelniosa 0.01 %, 0.05 %, 0.1 %
benzonan benzobapburai tabserku, 100 mr
berakcoJ10 beraxcosos Kariu rasussie, 0.5 %
TabJIETKH [TOKPBITHIE
berakcomnod berakcounoi [UIEHOYHOUN 000J104KOi,
20 mr S
Byupakcon® bynpeHopbun/Hanokcon | tabnerku cyOJMHIBaJIbHBIC
g —— ; pacTBOp Uil UHLEKLIMA,
Byupanai bynpenopgpux O i
IU1ACTBIPh
TpaHcAepMalibHbII,
BynpeReRGu byapedopun 35 mir/4, 52.5 MKr/u,
70 MK1/4
PacTBOp /Ui BHYTPUBEHHOI'O
byTtopdanoir Byropdanon U BHYTPUMBILIECYHOT'O
BBEJICHMS, 2 MI/MJI
Bl JIeBoMEHTONA pacTBOp B TabyieTkn HOJIbA3bIHBIC,
MEHTHIJIM30BajIepaTe 60 mr
pacTBOpuTEiLb st
Boaa ais MHbEeKUInMA Bouaa sl
JIEKapCTBEHHBIX GOpM 1S
UHBLEKHUHA

B.C. Ocbmakos
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MUHUCTEPCTBO MPOMBIIIJIEHHOCTH U Topr(m,rx_n
POCCHHUCKOHU ®EJEPAIIUHA
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l'anonepuion

I anonepuaon

pacTBop JuIst
BHYTPUMBILIEUHOI'O
BBejieHus, 50 Mr/mi

I enapuu

I 'enapun HaTpus

pacTBOp 1A BHYTPHBCHHOI'O

M TTOAKOKHOT'O BBEJICHUS.
5000 ME/mn

I 'enapun

| enlapuH HaTpus

reas, 1000 ME/t

| nanyponar narpus

I 'nanyponar narpus

pacTBop Juis
BHYTPUCYCTABHOIO
BBeneHus, 10 mr/mi

I napomopdon

I'mapomopdon

TabJIETKH, TOKPHITHIE
[IEHOYHOH 000J104KO
1 mr, 2 mr, 4 mr

Lnyrokeum®

I'nyramun-llucrenn-1 nuimn

JIMHATPUS

pacTBOp Ul MHBEKIIHA.
10 Mr/ma, 30 mr/min

1 oHanorponun
XOPHOHUYECKUI

['onajorponux
XOPUOHUYECKUH

avoduiuzar s
HPUIOTOBIIEHUS pacTBOpa
JUIst BHYTPUMbBILIEYHOT O
BReeHus, 500 ME,
1000 ME, 1500 ME

[ 'onaporponux
XOPHOHNYECKHA

['onaporponun
XOPUOHUYECKUI

auoduinzar Juis
LIPUIOTOBJIEHUS pPacTBOPA
U BHYTPUMBIIIEYHOTO
BBeenus, 5000 ME

['onagorporun
MEHOI1ay3HbI1

[ 'onagorponun
MEHOIIaY3HbII

Jauoduimsar uis
LIPUIOTOBJIEHUS PACTBOPA
JUIS TIOJIKOKHOIO 1
BHYTPHUMBIHIEHHOT O
BBEJICHUS,

75 ME JII' + 75 ME @CI’,
150 ME JII" + 150 ME
oCl

['punnexc®

Jexcrpomeropdan +
ITapaueramoun +
IlceBnondenpun

TabJIeTKH,
10 mr + 325 mMr + 30 mr

JlemeroanH

JlekcMeTOMUIMH

KOHIICHTPAT JUIA
INpUTOTOBJIEHU: PACTBOpA

Juxiodenax

Huxknodenak

st uHdy3uid, 100 mxr/vi
Karumu rasueie, 0.1 %

Crpannua 9 u3 21
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Juxnodenak

Huxnodenak

IL1ACTBIPL, 15 Mr/24 4,
30 m1/24 y

Jlunentact®

["agonenTeTroBag Kuciora

pacTBOp i BHYTPUBEHHOIO
BBegeHust, 0.5 MMoJIb/Mil

Jlop3zosamu + Tumodon
(1 maysammnn)

Jlop3onamua + Tumolion

KaIll¥ IJ1a3Hble,
20 Mmr/mu + 5 mMr/ma

Jlponepu,10

Hponepuion

pacTBOP I MHBEKIUIA,
2.5 mr/ma

Jporasepun

Jporasepun

tabuerku, 40 mr

Jporasepun

JporaBepun

IUIEHKH 3aiéusle, 10 mr

3oinuaemM

3osiiujiem

TalJIeTKH, TOKPBITHIE
1JIEHOYHOH 000J10UYKOH,
10 mr

S0HUCAMMU T

3oHHCaMH T

Karcysisl, 25 mr, 50 mr,
100 mr

3yKHOﬂeHTHKCOﬂ

3YKJIOMEHTUKCOJI

pacTBop juisi
BHYTPUMBILLIEYHOI'O
BBEJICHUS, | MACIISIHBIH |,
50 mMr/mi

ByKﬂOHCHTHKCOH

3YKJIOIEHTHKCOII

pacTBop st
BHYTPHUMBIILICUHOI'O

BBEJICHUSI, [MaC/IsSHbIH],

200 mr/mu, 500 mr/mit

Hoypoden+
I lapaueramout

H6ynpoden+
[Tapaueramon

TabJIETKU, TTOKPBIThIE
IICHOYHOH 000J104KOH,
400 mr + 200 mr,
400 mr + 325 mr

HUbynpoden+
I lapaneramou

Nbynpoden+
[ Tapaueramoit

TabdJIeTKH
JIUCTIEPIUPYEMBIE,
100 Mr + 125 mMr

B.C. OcbmakoB
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MUHHCTEPCTBO MPOMBIIIJIEHHOCTH U TOPT'OBJIH
POCCHMCKOH ®EJEPAIIUHA

GMP/EAEU/RU/00070-2021

jModuIIM3aT s
[PUTOTOBJIEHUS pacTBOpa

UmmyHOTHM® Tumyca skeTpakr
JUISL BHY TPUMBILIICUHOTO
BeeeHus, 10 mr
acTBOp JUls
Aprunun-anbda-acnapTiii- = Tp HMblIII;‘EiHOFO /
MmyHodan® JIM3UII-BAITII-THPO3UII- AYTP
- i MOJIKOKHOIO BBEJICHMSL,
P 45 MKr/mi
auoduanzar s
[IPUTOTOBJICHUS pacTBOpa
Wurapon WuTtepbdepoH ramma p P p
JUISL FHTPaHA3a1bHOTO
== BeesieHus, 100000 ME
pacTBop s
BHYTPHBEHHOI'O U
KapG6eronun Kap6eronun il '
BHYTPHUMBIIIIEUHOTO
BBejieHus, 100 MKI/Mi
- acTBOP U1l HHBEKIIHA,
Kapunonat® Meiib1oHHH p
p o 100 mr/mn
TabNEeTKY, HOKPBITHIE
e K tiarois ILIEHOUYHOH 000J104KOiA.
25 mr, 100 mr, 150 mr,
200 mr, 300 mr
PacTBOP JUISt BHYTPUBEHHOI'O
H _
Keramun Keramu M BHYTPHUMBIIIEYHOTO
BBeJaeHUS, 50 MI/MII
Knob6azam Kiiob6azam Tabaerku, 10 mr
Kiio3zanun Knozanun Tabnerku, 25 mr, 100 mr
Kionazenam Knonazemnam tabnetku, 0.5 mr, 2.0 mr
kary rnasueie, 0.125 %
Knodennn Kinodeaun = i
(1). ¢ 0.25 %, 0.5 %
Kiopenun Kiodenun Tabuerku, 0.15 mr

Koneun + 1lapaneramon

Kojieun + Ilapaneramon

Tabjerku

ITupuaokcun + Tuammnn +

pacTBop ais

Kom6uinmnen® [{nanokobanamux + BHYTPHUMBIIIEYHOT'O
[JInpoxauH| BBE/ICHMS
. acTBOp JJIst
K e [ lupupokcun+Tunamun+ P ity
omMOuimnen™ HEO BHYTPUMBIIIEYHOTO
[ lnanokobanamun i -

0000000060508 ¢ 9%
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I losmnenTuasl KOpbl
IOJIOBHOI'O MO3l'a CKOTa

Kopenuep™

arohuimzar s
HPUIOTOBICHUS PACTBOPA
JUIsL BHY TPUMBILLEYHOI'O
BBejieHus, 10 Mr

Jlepodnoxcanun JleBoduiokcanuu

Karuiu riiasHeie, 0.5 %

JInjiokaun JInjoxkavx

KaIruim riasmsie, 2 %

Jlopazenam Jlopazenam

Ta0JIETKH TIOKPBITHIE
[LJIEHOYHOH 000/104KOH,

1.0 Mr, 2.5 mMr
auoduIu3arT JUis
LIPUTOTOBJIEHHS pacTBOpa
JUISL BHYTPUBEHHOL'O U
BHYTPUMBILLICYHOI'O
BBEJICHUSI, 8 MI"

JlopHokcukam JlopHokcukam

pacTBOp s

et DTUIMETUITHAPOKCHUIIUPH- BHYTPHUBEHHOI'O U
JIMHA CYKL[MHAT BHYTPUMBILIEYHOI'O
BBeAcHUs, 50 Mr/mi
pacTBOp Jusi
Mele DTHUIMETHITHIPOKCUHIIUPH-~ BHYTPHUBEHHOI'O U
JIMHA CYKLMHAT BHY TPUMBIIIIEYHOI'O
BBeAeHM, S0 Mr/mil
pacTrop st
Mekeuripsn® DTUIMETWITHAPOKCUTIUPHU- BHYTPUBEHHOI'O U
JIMHA CYKIMHAT BHYTPUMBILIEUHOT'O
BBeJleHMs, S0 Mr/mul
pacTBop st
Meokcukam MeJiokcukam BHYTPHUMBIIICYHOIO b
b BejieHus, 10 Mr/ma [
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S MHUHHUCTEPCTBO NPOMBINIJIEHHOCTHU H TOPF()'BJ{H

POCCUUCKOU ®EJEPAIIUHA

GMP/EAEU/RU/00070-2021

Meishop™ Menbaonuii

pacTBOp U1 UHBEKLINA, '
100 mr/mit

MetroxkonpamMu Metoxknonpamua

pacTBop s
BHYTPUBEHHOI'O U
BHY TPUMbILIICYHOI'O
BBEJICHHSA, 5 MI/MI

MeTtoxsonpamMun : MeTtoxknonpamu

Tabnerku, 10 mr

Meroipoiion Meronponon

pacTBop JuIs
BHYTPHUBEHHOI'O BBEJICHUS,
1 mr/mi

Metonponon Meronpoiioan

tabnerku, 50 mr, 100 mr

Muazosiam Munazonam

pacTBOp /Ui BHYTPUBEHHOI'O
¥ BHYTPUMBIILEYHOTO
BBEJICHHA, 5 MI/MJI

Munazonam Mmutazosnam

pacTBOp 3aLUEUHBIN,
2.5 mr/mit, 5 Mr/mit

Mnkadpyﬁl‘nﬂ Mukadyurun

auoduIn3art Juis
HPUIOTOBJIEHUS pacTBOPa
JUIst MHQY3UH,
50 mr/mut, 100 mr/mn

Muopuszon Tonnepuson + Jlugokauu

pacTBop st
BHYTPMBEHHOTO U
BHYTPUMBILIEYHOTO
BBEJICHHS,
100 mr/ma + 2.5 Mr/mi

Mopdhun Mopdun

pacTBOp Uit MHLEKIIH,
10 Mr/mut

Mopdun Mopdun

pacTBop s IpueMa
BHYTpb,

MopduH joHr

2 mr/man, 6 mr/ma, 20 mr/min
Tabaerku '
C MPOJIOHTHPOBAHHbIM
BBICBOOOK IeHHEM
MOKPBITHIC TVICHOYHOM
000JI0YKOH, 1
10 mr, 30 mr, 60 mr, 100 mr |
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Moppun

Mopdux

Ta0JIETKH [1OKPBIThIE
IJIEHOYHOH 000JI04KOIA,
S mr, 10 mr

Mopdun

Mophun

Kaluly JUIst ipuéma BHYTpb.
20 mr/mi

Mophun

Mopdun

PacTBOp JUIs TTOAKOKHOIO
BBeJAeHus, 10 Mr/mi

Mopouna cynsdar

Moppun

KalICyJibl
HPOJIOHTUPOBAHHOI'0
JICHCTBUS,
10 mr, 30 mr, 60 mr, 100 mr

MCT koHTHHYC

Mopdun

TabJIeTKH
[IPOJOHIMPOBAHHOL'O
JICHCTBUSA, MOKPBITLIC

IUIEHOYHOR 000JIOUKOI,
10 mr, 30 mr, 60 mr, 100 mr

Hajponapus kanbuus

Haﬂponapm-l KaJIbLIHMA

pacTBOp U1 MHBEKLIUIA,
9500 ME antu-Xa/mi

Handydun

Hanbydun

pacTBOp LISl UHLEKIMIA,
10 mr/min, 20 mr/mii

Hasiokcon

Hanoxcon

pacTBOp Ul UHLEKIHA,
0.4 mr/mi

e

=

o
AR

S | ;*—;:"-33—“«;";%

HanokxcoH + OKCHKOI0H

HanokcoH + OKCUKOI0H

TablieTKK ¢
MPOJOHTMPOBAHHBIM
BbLICBOOOIKICHUEM,
[IOKPBITHIE [JIEHOUYHOH
000J10UKOH,

2.5 MI +5 mr,

5 mr+ 10 mr,

10 mr + 20 wmr,

20 mr + 40 mr

Hantpexcon

Hajrrpexcon

Kateysl, 50 mr

B.C. OcbmakoB

" 03 aBrycra 2021 r.
@ gbl0auU cepmucpuxama)
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MHHH(TEPCTBO MPOMBILIJIEHHOCTH ¥ TOPTOBJIA
POCCHUICKOW ®EJIEPALIUH

] I

GMP/EAEU/RU/00070-2021

Hasrrpekcon

Hantpekcon

Tabuerku, 50 mr

Harpus okcubar

Hatpus oxkcubyrupar

pacTBop s
BHYTPUBEHHOI'O U
BHY TPUMBIILIEYHOT O
BBeAcHMS, 200 Mr/Mi

Harpust xsiopun

Harpus xsopun

pacrBopUreib JJisl
HPHUI'OTOBJICHUS

neKapcTBEHHBIX HOPM s

UHBEKINH, 9 MI/Mi

Hadruzun

Hadazonun

Kalllli Ha3aJlbHbIE,
0.05 %. 0.1 %

Heiipomekcon®™

DTUIMETHIT HUAPOKCHIIUPH-
JAMHAa CYKIIMHAT

TaOJIETKH OKPLITHIE
JIEHOYHOM 000JI0UKOIA.
125 mr

Heitpomuann®

Wiupakpun

pacrBop Juis
BHYTPUMBIIIEYHOI'O U
IIOJIKOJKHOI'O BBEIEHNA,
S mr/mit, 15 mr/mi

Hedormam

Hedonam

pacTBop Ui nHPY3uii
U BHYTPUMBIILIEYHOTO
BBejeHust. 10 mr/mi

Hedonam

Hedonam

TabJIETKH, TIOKPHITHIC
[1EHOYHOH 000JIOUKOH.
30 mr

oooooooooopwocood{

Hurpasenam

Hurpaszenam

Tabjerku, 5 M1

Hophniunedbpun

Hopanuuedpun

KOHIEHTPAT JUIs
HPUTOTORIIEHUS pacTBOpa
JUlsl BHYTPHBEHHOI'O
BBEJICHUSA, 2 MI/MJI

Oxcubynpokann

OxcubynpokanH

Karau raasueie, 0.4 %

OKCHUKOOH

OKCHUKOJIOH

KarcyJibl,
5 mr, 10 mr, 20 mr

Oxrcuronun-MH3

OKCHUTOIMH

pacTBop s
BHYTPUBEHHOIO 1
BHYTPUMBILICYHOTO
BBejieHus, 5 ME/Ma

Crpanuna 15 u3 21
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GMP/EAEU/RU/00070-2021

PacTBOpP LIS HHOAKOKHOI'O
BBE/ICHUS
£ loan ) el 0.72+5.75+2.7 + 036 +
Omnomnon Hocxkanun + Ilanapepun +
Febai 0.05 mr/mi,
144 +11.5+54+0.72 +
0.1 mr/ma
pacTrBop st i g
[am6 AMHHOMETHI0EH30HHad BHYTPUBEHHOI'O M o
s KHCJIOTa BHYTPUMBILIEUHOI'O : §
BBeseHust, 10 mr/min i
I lanaBup® Kapiagend 1GRCOE Cione Kanau rasneie, 0.004 % §
110/11Caxapu/IoB =
TabJIETKH, TOKPHITHIE _
I lapokceTun Ilapokcerun IJIEHOYHOH 000104YKOH,
A 20 mr, 30 mr g
pacTBOp Juis :
S Ienukeum = BHYTPUMBILIEUHOTO - @
P BBEJIEHHA :
g llnjioxapuun [ Insioxkapiiun Karum riasmeie, 1 % §
% Emorapaiutic = | lusiokapriuu Karuim riasssie, 1 % =
METHJILIEITION030H |
= =
g ILiatnpunnun [narubuinun e
& BBejenus. 0.2 % o
: Karcylibl, 25 mr, 50 mr, A
é | Iperabaiux IIperabanun 75 ur, 150 Mr, 300 mr |
. IMyJIbCUs ISt
I1poanec [Tponodon BHYTPMBEHHOI'O BBECHMSI,
10 Mr/mi
byrunamuHoru jpokcunpono
1 Ipokconoaon® KCH(p?HOKCHMeTm Karuiy rasuele, 1 %, 2 %
METHJIOKCAIHa301a
I'HJIPOXJIOPHU T

Bblii 3amecTuTe b MUuHHCTpA B.C. Ocsmaxos

03 aBrycra 2021 r.
¥na evioauu cepmuchuxama)
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MUHUCTEPCTBO [NIPOMBIINIEHHOCTH 1 TOPF()BJ_[*I'*I'-
/ POCCUMCKOHN ®EJEPALINN :

GMP/EAEU/RU/00070-2021

 Ipokcokapunn®

KallilM 1J1a3HbIE

[Ipoxcodenun

Karui 1J1asHbic

IIpometoa

1pumenepuun

pacTBOp /I8 UHLEKIWH.

10 mr/mir, 20 mr/m

IIpome o

Tpumenepunn

tabuerku, 25 mr

IIpocunon

[Ipocupon

Ta0JETKH 3aleUYHbIC
o ibA3bI4HbIe, 20 MT

Pekoruan®

LiuTukonun

pactBop Juis
BHYTPUBEHHOI'O M
BHYTPUMBILIEYHOTO
BBE/ICHHS,

500 mr/4 ma, 1000 mr/4 ma

Pemudentanun

Pemudenranun

J]HOQ]HJIPB&T JUIA

HPUTOTOBJIEHMSI PACTBOPA

JUIsL BHY TPMBEHHOIO
BBEJICHMS, 2 MI, 5 MI’

PuBacturMun

PuBacturMmun

11ACTBIPb
TPaHCAEPMaJIbHbIA,
4.6 mr/cyt, 9.5 mMr/cyT,
13.3 mr/cyr

Pusapokcabax

PuBapokcaban

Ta6lleTKlfl, LTOKPLITBIC

IUIEHOYHOM 000/104KOI,

10 mr, 15 mr, 20 mr

Pumanramun

PumaHnTaauu

TabaeTku, 50 mr

Jlnazenam

pacTBop s
BHYTPHUBEHHOTO
BHY TPUMBIIIEYHOTO
BBEJICHUS, 5 MI/MII

Cubazon

Jlnazenam

TabJIETKH, S5 MI'

Cubazon

Jluazenam

pacTBOp peKTaibHbIi
2 Mr/mir, 4 Mr/ma

Cuinnbunun

CunubuHun

tabnetku, 100 mr

Cunumap®

(@37817(037030% 151

Ta6JIeTKﬁ,_ 100 Mr.-i_: 2
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GMP/EAEU/RU/00070-2021

Harpust uutpar + Harpus pacTBOp JUIs PEKTAIBHOI'O

Cosmpexr JaypuicyJbdoauerar + BBejieHus, 90 mr/min +
Copburon 9 mr/mi + 625 mr/min
pacTBop s
Cranpeaun® [Ipocrare! sKcTpakt BHYTPHUMBIHICYHOI'O
BBEJICHMS, 5 MI/MJI
_ CYHITIO3UTOPHH
Cranpeaun® lIpoctarsl HKCTpaKT y P .
pekraibHble, 10 M =
P
Cranpeun® ITpocTaTh! SKCTpaKT TAOISHIOL UDKE ke ¢
p P i obostoukoi, 20 mr
Cyunbhanmi-Harpus Cynbarietamur Karuim rasssie, 20 %
Jopuiamzar st
Tamenon® AMUHOIMTUAPODTAIA3UH/IM | TIPUTOTOBIEHUS pacTBOpa
P OH HaTpus JUISL BHYTPUMBIILIEYHOT'O
sBejennsd. 100 mr
Taydon Taypun Karuim riassoie, 4 %
Tayxpom Taypun + Llutoxpom C Kaluiu rjiazHble
TablieTKu
C LIPOJOHI'MPOBAHHbBIM
BbICBOOOK IEHUEM,
o) 5 TIOKPBITHIE ILIEHOYHOH
laprun® Hasokcon + OKCHKO/I0H e
000JI0UKOi, 2.5 Mr + 5 mr.
Swmr+ 10 mr,
10 Mr + 20 mr,
20 mr + 40 mr
Teodpeapun-H® — TabneTKu
A ; J acTBOp JUIS UHTAIA M
Turepaza® opHasa ajibda P : 2
e P son ¢ 2.5 Mr/2.5 ma
B
Hi ~
Karuiy ria3zHbie
(F e " )
v uMoJ10s1-M"3 Tumonon
b ; 0.25 %, 0.5 %
oy
s
-
4',“
/
2
N [leppsil 3amecturens MuHucTpa B.C. Ocbmakos
) o [~
54 03 aBrycra 2021 r.
j0&ma evioauu cepmugduxamay) %
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MUHHCTEPCTBO IMPOMBIIIJIEHHOCTH W TOPTOBJIN
POCCHUICKOM ®EJAEPALINA

GMP/EAEU/RU/00070-2021

pacTBOp s

T'umonenpeccun Tumoaenpeccun BHYTPHMBILIEYHOI'O
BBEJIEHUA, | MI/MJI
acTBOP LISt MHBEKIMIA.
Tpamajon Tpamanon P b /
50 mr/mu
acTBOp JUI MHBEKLIMH
Tpamerainn Tpamanon P il 7
50 mr/ma i
Ipamanon Tpamanoa Katieyinl, 50 mr
Tpamanon Tpamagon karcyasl, 100 mr
pacrBop Juis
Tpanexcam™ TpanexkcamoBas KucjotTa BHYTPUBEHHOI'O BBCJCHUA,

50 Mr/mut

Tpanexcam™

TpaHCKCElMOBaﬂ KUCJIOTa

pacTBop Juis
BHYTPHUBEHHOI'O BBEJICHUSI,
100 mr/mi

TpaHCKcaMOBa}I KHCJI0Ta

TpanexcamoBasg KuciioTa

pacTBop s
BHYTPUBEHHOI'O BBEJIEHU.
50 mr/ma

I'panexkcamoBas Kuciota

TpaHeKcaMOBaﬂ KHCIIOTa

TabJIETKU HOKPhITHIE
IIEHOYHOM 000JI04YKOii,
250 mr, 500 mr

R EEl

Tpurekcudenunmn Tpurexcudenu i TaOJICTKH, 2 MI'
TabJIETKH, TOKPhIThIE
Tpuoduieke % iR - TIEHOUHOH 000JI0UKOIA,
OHJIPOUTHH cyJibdar 500 vr + 500 M
pacTBop Juis
Tpudrazun Tpudrazuu BHYTPUMBILIEYHOI O |
BBEJICHHS
e T KallIy IJ1a3Hble,
I'poniukamm i ponuKaMu 0.5 %. 1.0 %
Qenndyr @enubyr tabnerku, 250 mr
Oenwndpus Oenunppux Karu riasueie, 2.5 %
®enobapburai ®eHobapOuTan tabuierku, 100 mr
pacTBop Juis
DeHTaHuI DeHTaHun S

BHYTPUMBILIEYHOI'O

Crpanmnua 19 u3 21
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Denranni

denranun

1J1aCThIPh
TpaHCcUepMa/IbHbIH
(TpancaepmalibHas

TepalneBTuIecKas cucreMa)

12.5 Mkr/u, 25 MKI/4,
50 mMkr/4, 75 MKr/4,
100 MK1/4

denranun

DenTanun

IJICHKH 3a11eYHbIC/ IIJIEHKH
noabsA3biuHbIe, 100 MK,
200 mxkr, 400 Mkr

@ocalnpenurant

®ocanpenurant

anopuim3aT s
HPUTOTOBJICHHUS PACTBOpa
Juist uHQys3ui, 150 mr

XoH/ipouTuHa cyispar

XoHJpouTuHa cylibpar

pacTBOp st

BHYTPUMBILLIEYHOI'O K
BHYTPUCYCTABHOTO

BBeieHust, 100 mr/mo

XoH/ipouTuHa cyibdar

XOoHJpouTuHa Ccylibhar

KancyJibl, 250 mr., 500 mr

Jmoduiamsar Jus
IPUTOTOBJIEHUS PACTBOPa

I [ukanokc Iuroxpom C JUIS BHYTPHUBEHHOI'O M
BHYTPUMBILIEYHOTO
BBeJleHMs, 10 Mr
Huabess Anieno3uH + HukoTuHamu Karly rjla3HebIe,
+ Luroxpom C 2 mr + 20 mr + 0.675 Mr
IMOKCHIIUH MeTwinTunnupuInHolI par P .HHT_JEKHHH’
10 mr/mui
IMOKCHIIMH MeTHI THIHIMPUIMHOI Kawy 1uiasueie, 1 %

"JHOKCanapuH HATpUs

JHOKCanapuH HaTpus

pacTBOP ISt MHBEKIIAN.
2000 anTu-Xa ME/0.2 mn;
3000 auru-Xa ME/0.3 mur;
4000 anru-Xa ME/0.4 mui;
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MHHHCTEPCTBO MPOMBILJIEHHOCTH U TOPFOBJIH

POCCUMCKOUN ®EJEPALINUA

GMP/EAEU/RU/00070-2021

5000 arrtu-Xa ME/O.S mir: |

6000 anru-Xa ME/0.6 mit;

7000 antu-Xa ME/0.7 'MII;.'
8000 anru-Xa ME/0.8 mir; |
10000 antu-Xa/l1.0 ma |

pacTBOp JUIS MHBEKIMI, |

50 mr/mu

I E AN N ER YR
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