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I'EP( O INPOMBITHJIEHHOC To )BJI
POCC A1 [ @ A 3
CEPTUOUKAT

COOTBETCTBMA TPEBOBAHMSIM ITPABUJI HAJUTEXXAIEH ITPOU3BOICTBEHHOM
TMPAKTHUKH EBPASUHCKOI'O 3KOHOMHYECKOI'O COIO3A

Ne GMP/EAEU/RU/00130-2021
Cpok peitctus ¢ 24.09.2021 no 23.09.2024

Beiran 1o uroram mpoBefieHHs (apMaleBTHYECKOW HHCIEKUMH B COOTBETCTBHU C
IIpaBnnamu npoBeaeHus (papMaleBTHIECKUX HHCIIEKLUHA

MuHuCTEPCTBOM NPOMBIILIEHHOCTH U TOproeau Poccuiickoit ®enepanuu

(MONTHOE HAMMEHOBAHHUE YIIONHOMOYEHHOTO OPrana)

NOJTBEPKAAET CACAYIOLIEE:
nposejicHa apMaleBTHYECKass MHCIIEKIMS

3axpeiToe aknHoHepHOE 00mecTBO «PapmauesTryeckas pupma «JIEKKO»

(HOJ]HOS HanMCHOBRaHUeE IIpOPl3B0)Il/lTeJ1}I)
Bnagumupckas o6, Ilerymuncknii paiion, moc. BoneruHckuii, yi1. 3asoackas, cTp.
279

(anpec NpOU3BOACTBEHHOW IUIOIAKKK)

Ha ocHoBaHuM 3agBineHus Ne 02/4-1895 or 23.07.2021 na mosmyuyeHue paspemeHus
(IMLEH3MM) HAa OCYMIECTBIEHME JEATENBHOCTH IO MPOU3BOACTBY JEKAPCTBEHHBIX
CPEICTB.

Ha ocHoBaHun cBeneHmid, MONy4eHHBIX [pPH NPOBENCHMH (APMALEBTHUCCKOMN
MHCIICKIIWY, NOCIEAHAA M3 KOTOpeIXx Obuta mpoBemena 09.09.2021, 24.09.2021.
CYMTAETCA, YTO JAaHHBIA (papManeBTHYECKMH INPOM3BOAMTEIL  COOTBETCTBYET
TpeboBanmsiM [lpaBun Haanexamedl npowsBOACTBeHHOW mnpakTtuku EBpasuiickoro
KOHOMHUYECKOTO COI03a.

Hacroammit ceprudukar oTpakaer CTaTyc NpPOM3BOACTBEHHON MIOMAAKM HA AATY
NpoBeAcHHs (HapMaUEeBTUYECKON MHCIEKIMM M 1O HCTEYEHHHM 3 JIET C JaThl
NIPOBEJIEHUA STOH (hapManEeBTHYECKOH HMHCIEKUMM HE NOKEH TNPHHUMATBCA B
Ka4ecTBe I0KyMEHTa, CBUACTENBCTBYIOIIETO O CTaTyce cooTBeTcTBUs. CpoK meiicTRus
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GMP/EAEU/RU/00130-2021
ceprudukara MOXKET ObITh COKpalleH WM paCIiMpeH NPH  UCIOIb30BAHUU
pUCKaMU  TPUd  HaJUYUKN

OPUHUMUIIOB  YIIPABJICHUS
COOTBETCTBYIOLIEH 3amucu 006 3>ToM B noiie «OrpaHuueHus WIK MOSCHHUTEIBHBIE

COOTBETCTBYIOLIMX
3aMETKM, Kacaromuecs 001acTi IPUMEHEHHSI HACTOMIIETo CEpTURHKATAY.
Cepruduxar sBasgercs JCHCTBUTENbHBIM B Cllyuyae HPEICTABIEHHS BCEX €r0 CTPaHMI]
(KaK OCHOBHBIX JIUCTOB, TaK U JOIIOJHUTEIbHBIX JTHCTOB).
AYTEHTUYHOCTh (IOAJIMHHOCTB) HACTOALIErO cepTU(UKaTa MOXHO MPOBEPUTH B Gasze

JaHHbIX MuHnpomTopra Poccuu.
Ecau ceprudukar He NIPEACTABIECH B yKa3aHHOM 6a3e NaHHbBIX, CleqyeT 0OpaTHThCS B

yUOHHOMOQeHHLIﬁ Opras, €ro BblJaBIIWH.

B.C. bCLMaKOB

_A¥epsniii 3amecTuTesib Mununcrpa
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JH — MHUHHACTEPCTBO IIPOMBILLIEHHOCTH ¥ TOPTOBJIH
e ﬁ; POCCHIMCKON ®EJIEPAIIAA

B

i GMP/EAEU/RU/00130-2021

JlekapcTBeHHbBIE CPEACTBA JJIfl MEAMIMHCKOIO NPAMEHEHHS
L] BetepunapHble JeKapCTBEHHBIE CPEACTBA
JKCnepHMEeHTANbHbIE CPEeACTBA

I1pon3BOACTBO M KOHTPO.Ib KAYeCTBA
1. MPOU3BOJACTBEHHBIE OIIEPAIIMU - JIEKAPCTBEHHASA
NPOAYKLMSA
1. Cmepunvras npooykyus ,
U 1. Ilponykuusi, NPHrOTOBAECHHAS aCENTUYECKMM MyTeM (omepauuu o6paGoTKu ]
JUIA CIICJIYHOLIMX JIEKApPCTBEHHBIX GOpM): : el
LI >xunkue nekapcteenHsie (hopMbl 60sbmoro o6seMa \
L] sxu/IKue aeKapcTBeHHbIe (hOPMBI MAJIOro 00BEMa &
L] mucniepcun =7 ol
L] nuodpunusars ol |

A T FET 53, |

TR

[] TBepaBie IekapcTBEHHBIE (HOPMBI ¥ MMILIAHTATEI
L] markue nexkapcrBeHHbIe GOPMBbI
U] npouast npoztyKiusi

L1 2. Tpomykuus, moasepraowmascs GUHUIHON cTepuIn3anuy (onepanyun ol
. WA E

00paboTKM jUIs CENYIOINHX JIEKAPCTBEHHBIX (GopMm): 4 ol
L] *ukue gekapcTBeHHbIE HOpMbI GOIBLINOTO 00bEMA &

L] sxuxue nekapcrBeHHbie (pOpMbl Maioro o6bemMa

L] TBepabie iekapCTBEHHBIE GOPMBI i MMILIAHTATHI

L1 markue sekapcTBeHHbIE (GOPMbI

L] mpouas npoyKuus, JiekapcTBEeHHbIE HOPMBI
1 3. Beinyckaromuii KOHTpOJIb Ka4€CTBa

2. HecmepunbHas npooyKkuus

Bd 1. Hecrepuabnas npoaykunsi (opmepauuu oOpPaGOTKA st clieAYIOIHEX
JIEKApCTBEHHBIX Gopm):
[] xancynnt B TBep 10ii 0605109Ke
L] kancysl B MATKO# 00010uKe
[ >xeBaTenbHbIe JIeKapCTBEHHBIE HOPMBI
L] uMIIperHupoBaHHbIE JIEKapCTBEHHBIE (POPMBI
L] sxuyxue nexapcTBEHHBIE (OPMBI il HAPYIKHOTO IPUMEHEHHS
L] skujxue jeKapcTBeHHBIE (POPMBI Uit BHYTPEHHETO IPHMMEHCHHS
L] MeaunmMHCKYE rassl
U mpoune TBepbIe TeKapCTBEHHBIE (OPMBI
L] npenaparbl, HAXOAAIMEC TIOJ] JABICHUEM

D | .

= B0
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GMP/EAEU/RU/00130-2021

L] reHepaTopsl paiMOHyKIUI0B

X msrkune JIeKAPCTBEHHbIE popmbl

L] cBeun (cynmosuropun)

Ta0JeTKH

U TpancepMaibHbIE [UIACTRIPH

[ ycrpo¥icTBa Asisi MHTPAPYMHUHAILHOTO (BHY TpUpyO110BOr0) BBEICHMS

X npouas npoayknus, JIeKapCTBEHHbIE (opMBI: IPOMEKYTOUHBIH HpO,ZlYKT

72 Bbmycg_agomnn KOHTPOJIb Ka4€CTBa
3. Buonozuneckan 1eKapcmeenHas npooyKuus

1. brosornyeckas JieKapcTBeHHas POy KIS
L] npojiyKThl KpoBH
. [J ummyHonornyeckas npojykius

L] npo/1yKThl Ha OCHOBE COMATHYECKUX KIIETOK

[ rerorepalieBTU4ECKUE 11POJIYKTHI

L] npoayKThl TKaHEBOM HHIKCHEPUH

L] 6uorexHonoruyeckas npojyKuus

[ npojtyKThl, 9KCTParupoBaHHKIC U3 XXUBOTHBIX HCTOYHUKOB UIIM OPraHOB
| (TKaHE#) yenoBeka

X npouas npoaykuus: l'IpOMC)KyTO'-IHBII/I IPOAYKT

[] 2. Beinyckarouii KOHTpOIIb KauecTBa ([epeyeHb TAMOB MPOLYKLMH):

L] npoayKThl KpOBH
[e S U] nmmyHonoruyeckast HPOLY KLIAS
L] 11po/1yKThl Ha OCHOBE COMATHYECKUX KJIETOK
[J renoTepaneBTHYECKHIE HPOYKThI
~ [J npoityKThl TKaHEBOH MHXEHEPUH
L] 6uorexHosorndecKkast npoayKius
L] mpojtyKTel, HKCTParMpOBaHHBIC U3 JKUBOTHBIX MCTOYHHMKOB MIIM OPraHOB
 (TKaHEH) ye10BeKa
[ npouas npoayKuus

IepBsrif 3aMecTUTeNb Mmunuctpa B.C. OcsmakoB
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MHUHUCTEPCTBO ITPOMBIIIIJIEHHOCTH ¥ TOPI'OBJIA
POCCHUMCKOM ®EJIEPAIINH

GMP/EAEU/RU/00130-2021

4. Ilpouaa npodyKyus unyu npou3600CMEEeHHAA 0eAMeIbHOCMb
X 1. IIpon3BoacTso;

X pacrureannoii npoayxnnn

L] romeonaTuyeckoil mpoayKimu

npoYyas NPOAYKUHSA: aHTHOMOTUKH G€Ta-JaKTaAMHOIO psija, MPOYUE IPYIIIbI
JIEKapPCTBEHHBIX MPENaparoB
U] 2. Crepunusaius aKkTHBHBIX BEIIECTB, BCIIOMOrAaTeNbHBIX BELIECTB, IOTOBOM
NPOAYKLIHH:

L] punprpanus

[J cyxokapoBasi cTepuiin3anms

U crepunusanus napom

L] xuMHuueckas crepuin3aims

L] crepunuzanms raMma-usiy4€eHIEM

L] crepunuzanust H1€KTPOHHBIM M3y YEHHEM
L1 3. ITpouee
X 4. IlepBuunas (BHYTPEeHHSIS) YIIAKOBKA:
L] kancyJib1 B TBEp/10ii 000JI0UKE

[ Ty
A, NS

il

L] xancynsl B MATKo# 060104Ke ol

L] sxeBaTeNbHEIE JICKAPCTBEHHBIE (POPMEI ®

L] umnperaupoBaHHbIe JieKapCTBEHHbIE HOPMEI °
U xuaxue nexapcTBeHHBIE (GOPMBI U1t HAPYIKHOI'O IPUMEHEHHS _ [:

L] xxuKxue JekapcTBeHHbIe (OPMBI Al BHYTPEHHETO IIPUMEHEHHS I8

L] MeauumHckue rasnl

L] npouue TBep/ible EKapCTBEHHBIE HOPMEI

L] npenapatsl, HAXOASLUECS MO JABICHUEM

L] reHepaTopsl pajiMOHYKJIM/I0B

MSFKHe JeKapCTBeHHbIE PopMBbI

L] cBeun (cynmo3uropun) : :

X rabaerku

] TpaHcilepManbHbie MIaCThIPH
[ yctpoiicTBa mist MHTpapyMUHAIBHOTO (BHY TPUPYOGIOBOI0) BBEACHMUS
L] mpouas 1npoyKiusi, JieKapCTBEHHBIE (HOPMEI

X S. Bropnunas (norpe6urenbekas) ynakoBKa

| [16. Beinyckatonuii KOHTPOJIb KauecTsa

| L1 7. MuKpoGHONOrH4€eCcKoe TECTHPOBAHME: CTEPUIILHOCTD

[ 8. MukpoGHOI0r14ecKoe TECTUPOBAHUE: HECTEPHILHOCTD

L] 9. Xumuueckoe ((pu3nuecKoe) TECTUPOBAHHE

Crpanuua 5 u3 10
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GMP/EAEU/RU/00130-2021

[] 10. Buonoruyeckoe TeCTUpPOBaHUE
1. KOHTPOJIb KAYECTBA IIP1 UMIIOPTE JIEKAPCTBEHHOM
[MPOAYKIIMHA
[J 1. KonTposib kKauecTBa HMIOPTHPYEMOIA JIEKAPCTBEHHOM NPOAYKLAH:
[J] MUKpOOGUOIOrHYECKOE TECTUPOBAHME: CTEPUILHOCTB
L] Mukpo6HOIOrHYECKOe TECTHPOBAHUE: HECTEPUILHOCTD
L] xumuyeckoe (pusnueckoe) TECTUPOBAHKE
L1 6uonoruyeckoe TeCTUPOBAHME
L1 2. Beutyckaroimit KOHTpoIb (cepTH(uKanys cepuil) UMIopTupyeMoil IpoAyKLiHU
L] CrepunbHas mpoayKIus:
L] mpoAyKis, OPUrOTOBJICHHAs aCENTHYECKUM ITyTEM
L] npoaykuws, noasepraromascs GUHMIIHON CTEpUIN3aALUK
L] HectepuibHas npoayKiys
L] buonoruyeckas jgekapcTBeHHAs HPOAYKIHU:
L] npoayxrsl kxpoBu
L] uMMyHosoruyeckas npoayKius
L[] mpoJyKThl Ha OCHOBE COMATHYECKUX KIIETOK
L reHOTepaneBTHYECKUE TPOAYKTHI
L] npojiyKThl TKAHEBON HHKEHEPUH
[] 6rorexHos0rnuecKas npoayKuus

(] npoayKThl, SKCTPardpOBaHHbIE U3 IKUBOTHBIX UCTOUHUKOB WU OpraHoB
| (TKaHeu) 4€JI0BEKa

I:] MpOvas NpOJyKLMs
' D 3. Hpoqaﬂ ACATEJILHOCTH 110 ulvmop ry (BBO3Y):
[] unowanka Gpusnueckoro uMnopTa (BBo3a)

L] umriopT npoMeKyTOYHOro IpOIYKTa, HOIIBCpFaIOL[IGFOC}I NabHEHIIeH
obpaboTke

|
!
L [ npouee

[lepEbtitsapecTureas Munucrpa B.C. Ocbmakos

Aad
' §: _ 06 Jexabps 2021 r.
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MUHHCTEPCTBO ITPOMBIILJIEHHOCTH ¥ TOPI'OBJIH
POCCHUMCKOM ®EJIEPALIN

GMP/EAEU/RU/00130-2021

OrpaaneHI/m WM MOSCHUTENbHEIE 3aMETKHW, Kacawolnuecs obuactu IPUMCHCHA S

ceprudukara:

Hepequb JICKApCTBCHHBIX CpPCACTB,

HHCIICKTUPOBAHUC!

B OTHOHICHHMH KOTOPOro IIpOU3BOJIHIOCH

TOpI’OBOC HauUMCHOBaHHUE

MexaysapoaHoe
HEMATEHTOBAaHHOE
HaMMEHOBAHUE WITH
IpPynnupoBOYHOE
(xumuyeckKoe)
HaMMEHOBAHHUE
JEKapCTBEHHOT' O
npenapara/
tapmanieBTHYECKOMH
cybcTaHuu

JlexapcrBeHHas gopma,
JI03UPOBKa (ecnu
IIPUMEHUMO)

ITpon3BOACTBO rOTOBBIX JIEKAPCTBEHHBIX (GOPM

IIpomexyTouHbiit NPOAYKT
1U1s IPOU3BOJICTBA

npenapar «AuMnon®»

I'pubxu xedupHbie

nroduau3ar 6MoMaccel
keupHOro rpubka

HpOl/BBOI[CTBO FOTOBBIX JIEKAPCTBEHHBIX (l)OpM, YI2aKOBKa HEpBUYHAS,

YIOaKOBKa BTOpHUYHAA

AMOKCULIUIIITHH
DKCIIPECC

AMOKCHIMIIVH

Tabnerku
JUCHIEprUpYEMbIE,
125 mr. 250 mr,
500 mr. 1000 mr

AMOKCULIWILITHUHE +
KnaBynaHoBas kuciora
DKCIIPECC

AMOKCHIIMIUIUH +
KnaBynaHopas kuciaora

TabeTKH
QUCTIEPIUPYEMBIE,
125 mr + 31.25 mr,
250 Mr + 62.5 mr,
500 mr + 125 wmr,

875 mr + 125 mr

AMOKCHIIMJIJIUH +
KnaByjanoBas KMcnora

AMOKCHIAILIMH +
KnaBynaHoBas kuciora

TabJIETKH, MOKPHIThIE
IUIEHOYHOU 000104KOiH,
250 mr + 125 wmr,
500 mr + 125 mr,
875 mr + 125 mr

Mukoaepun®

Hadtudun

KPEM U151 HAPYKHOTO

npumenenns, 1 % |
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GMP/EAEU/RU/00130-2021

renb JJisl HApYIKHOTO

_|_

HEKCT AKTUBIEJIb Sﬁy};ﬁ;’e‘g‘;ﬁm NpUMEHeHus,

R L 50%+3.0%
X @ ] ; renb 4J1s HapyKHOro

_IIeHTdﬂFI/IH YKCTpa-resib Keronpoden Shiea
i ® \ KpEM JJIsl Hapy>KHOTO
el PR _ npmverenns, 1% |

‘ KPEM AJIs1 Hapy>KHOTO

[{unokan® Iuputron uuakK NPUMEHEHHS,

0.2 %

YaKoBKa BTOpUYHasI

Bberakcoson-Onruk

JIOP30JIAMUJI-OITTHK

Kallly I'/ia3HbIC,

berakcoiion 0.5 %
L 0
KaIuiy rja3Hble,
PP 20 mr/min

Hurepdepor-Odranbmo

KCUJIOHI"

Jlaranonpocr-Ontuk

JlesoMuLileTUH

Wutepdepon anbba-2b +
__Jadenrujpamun

KaIlIY IJ1a3HbIE,
10000 ME + 1 mr/mn

Kcuiaomerazonuu +

Kalllli Ha3aJIbHBIC,

JleBoduokcaunn-OnTuk

| HexcnanteHod] 0.1 % +35.0 %
e KaIljIy riasHblie,
B S 0.005 % D
Sibpahiheniko KaIiy IJ1a3Hble,
-, 0.25 % i
KaIUIY [JIa3HbIe,
JleBodiokcauuH 05 %

Makcukona® Ororura

JInpokaux + ®enazoun

KaIuld YIIHBIE,
1.0 % +4.0 %

|

:'
|
L

IlepssrisamecTuTeb MUHHCTPA

=

90‘5’) MFOMgy, R,

\% () 3 F
F ConIor

) =

ofs

MUWUTPACEITTUH®-
OgransmoJIOP

MoxkcuduiokcauuH-OnTuk

bensunumerni- KaIuiy Ija3Hele,
MUPHCTOWIAMHHO- HA3aJIbHBIE U YIIHbIC,
NPONUIAMMOHHUH 0.1 mr/ma
KallIi TJa3Hbie,
Moxcugnoxcanys 0.5 %

T 0 .

gZa nle Y
T & 56 7% €

. 6}“ b

B.C. Ocbmakos

/206 nexaGpst 2021 .

e g
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= MUHACTEPCTBO IPOMBIIIJIEHHOCTH U TOPT'OBJIA =
POCCHUUCKOM ®EJAEPAIIMN el

| GMP/EAEU/RU/00130-2021

CIIpEN Ha3aIbHBIN,
0,05 %
KaIlIu Ha3ajibHbIE,
0.05 %, 0.1 %
Hadtuzun Hadazonun crpedi HazanbHbIH, 0.1 %
Punocron® Kcuomerazonun S '
al 0.05 %, 0.1 % I"
| KaIlUI¥ Ha3ajibHbIE, |
0.01 %, 0.025 %, 0.05 %
KaIlUIi Ha3aJbHbIE,
10000 ME/ma
KaIllM [JIa3HbIe,
20 %
KaIUly TJIa3HbIe,
4%
KaIliM [Jia3Hele,
0.004 %

KaIllu [JIa3HbIE,
2.5%
HOPOLUOK [T
NPUTOTOBJIEHUS pacTBOpa
Hedazonun Ledazonun JUI1 BHYTPUBEHHOIO U
BHYTPHUMBIIIEYHOTO

Hazocnpei OxcumeTa3ouH

i Ha¢ruzun Hadazonun

| Punocron® Dkcrpa Oxcumerasonux

Punogpepon® Wntepdepon annda-2b
P

Cynsgauui HaTpus

(Anp6yumm) Cynbdaneramus

B Taypun Taypun

Tpasonpoct-OnTuk Tpagomnpoct

DeHnmPpUH-ONTHK Denunnd>dpux

MNOPONIOK 1A i
IPUTOTOBJICHUSA pacTBopa | |
Hedenum ledpenum JU1Sl BHYTPUBEHHOTIO U

BHYTPUMBIHICYHOTO

BBefeHus, lr |

IOPOIIOK AJid i
NPUTOTOBJICHUS PAcTBOpa |
IleboTakcum HedoTtakcum JUISI BHYTPUBEHHOIO B |

BHYTPUMBILICUHOI'O
BBejenus. 1.0 r

HOPONIOK J1ist
HIPHUIOTOBJICHUS pactBopa
Lledtpuakcon HegTpuakcon JUI BHYTPUBEHHOTO U
BHYTPUMBIILIEYHOTO

BBesterms. 1.0 T

e 1
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l Lunpodaokcauun-O1nrux |

Kariu riassele, 0.3 %

Hunpoduokcauun

B.C. Ocomakos




