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AO «Kuposckan ¢papmayesmunecxas pabpuxa»

®01-COT-KK-1040
NOATBEPXKIAEHHE Ne 129
ot «10» mapTa 2022 r.
YIOJHOMOYMEHHOTO HIA NPOH3BOANTESA COOTBETCTRUS JACKAPCTBEHHOTO

npenapara TpeGOBANNAM, YCTAHOBJIEHHBIM PH €r0 roCyAAPCTBEHHOI
perncTpauny

Banemuaun®

TOProBOE LA C HORAKNC

MERLY HAPOILEDE LT XHAMIMECKOS RAINCHOBANEK

KANIH [/ NpHemMa BHYTPb CIIHPTOBbIE

RGPS RETTB POPAA, A0 TIPIERD
(hopma evinycka: praxon 25 ma * 1 navuka KAPTOHHAA

nomep cepuu 2040222 odvem cepuu 69338 ynaxosok
dama npouseodemen 28.02.2022 200en 00 01.01.2025

T CPYIII

Hepocamens  pezucmpanionnozo  yoocmosepenua, adpec  paxmuieckozo
MECHIOHUXOICOCH A
000 «Eppomen», Pocems. 140091, Mockobekad o6nacth, r. JI3epikHHCKHMi,

yii. Yrpeuickas, 1.6, nom. 304
Peructpaunonnoe yzocrosepenne JICP-000057 nata perncrpaunt 02.05.2007 (nata

pHecenns nameHennit 03.02,2020)
Hopmaruhas poxkymentauus; JICP-000057-040418, wsmenerne M 1. 2 3.4

BHHEMHHHH*, KaIuIy JUid [IpHemMa BHYTPh CIHPTOBRLIE

[pouseodcmeennan NAOIAOKA, adpec haxmuieckozo MeCMOHAXONCOeHUN:

AO «Knporckas dapmanestuyeckas habpukay. Pocens. 610000, Kuposckas o6nacte

r. Kupos, yi. Mockonckast, 4. 27 a

Crajuy MPOH3BOACTBA: MPOH3BOACTBO rOTOBOM JIEKAPCTBEHHOH (hopaIbL._nEpRHYHAR

[AKOBKA, BTOPHYHAL/IOT, eOHTeNbCKAS YIAKOBKA, BRIIYCKAIOL KOHTPOJAb KauccTsa

Hoomeepacdmo, 4Mmo npoyecc it NCNLIMAHUA GbIIOAHEHL & COOmsemchsuil ¢
mpebocariann  Hpaaun  op2afaGEmng npou3eoedcmed o KOHMpPOH  Kawecmed
AERAPCMGEHNBIX CPedCmE i \JCHUTHOBACHHBIM U NP 20CYIPCIIGERH Ol

pezucmpanin. .

‘CQ’/} /E.A. TTniocHuna/

Crp. lus 1
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AO «Kuposckan papmayesmuueckas habpuxay hebins dinieg

i Anpec: 610000, Knposckas of.,
r. Knpos, yn, Mocxkoscxas, 27 a
ten./daxc: 8 (8332) 65-46-64, 65-35-10, 22-01-26
anekTpouHas noura: info(@k-fT.ru, kachestvo-s@k-ff.ru
DO3-CTI-KK-1642
IACIOPT Ne 152 ot 09.03.2022

Hausenonanme npoxyxusu: Banemmunn®, kanan aus nprema BHYTpPL enupTUBbLIE
Homep cepun: 2040222

Konnryectro: 69338 ynakonok 1o 25 M

Jlata npor3rojicTa npoaykiuu: 28,02.2022

Iomen no: 01.01,.2025

Perucrparmomioe ynocrosepenne JICP-000057

HenbiTanns npose/ieHbl Ha COOTBETCTBHE TpeOoBAHMIM JICP-000057-040418, uamenenne Ne 1,

No2 Ne3 Ned
[ N Haumenonanune TpeGopanusn Pesyabrar uenbirannii
n/n NOKA3aTean

Ipospaunan muAKOCTS cen-
TOBaTO-KOPHYHCBOrO 1(BEeTa ¢
X2PAKTEPHBIM 3411axoM.

1. | Onucanue [Mpo3spaunas JKHOKOCTE OT
AHEJITOBATO-KOPHYHEBOIO [0
3€JI€HOBATO-KOPHIHEBOIO
Opere ¢ XapaKTepHEIM
sanaxom. Ilpw  xpadennn
JIOILYCKACTCA HOMYTHEHHE C
TIOCACAYIOWMM  BRIIAEHHEM
amopduoro ocaaxa.

Ioapngerca  oxkpawmsanue
PO30OBOrO IBETE,

Kayecteenuan peakius Ha
(1aBoHOHALL.
J0oDKHO NMOABNATLCK OKPALIH-
BaHHE OT PO30BOIO IO MAJH-
HOBOI'Q LIBETA,

2. | lognuuocTte

Tossnaercs KpacHOBaTO-
KOPHYHEROE OKPALIHBAHHE,

Kayectsennad peakums mHa
crosHEIe 3QUpH kKapbOHOREIX
KHCIOT.

JomkHO NOSBISTHCS KpacHo-
BATO-KOPUYHEBOE OKpALINBA-
HHe.

Onpenencuye dnasoHonn0B.

Ha xpomarorpaMme nemnitye-
MOT0 PacTBOpa AOMKHbI 06Ha-
PYKHBATHCA NATHA OT 3€JIEHO-
BaTO-HKEJITOTO /IO 3€/ICHOBATO-
KOPHYHEBOro UBeTa [0 nono-
MCHHIO  COOTBETCTBYIOLIHE

Ha xpomartorpamme ucnsitye-
MOro pactsopa ofHapyKHBa-
HTCH  MNMATHA  3€]€HOBATO-
WEATOr0 M 3eJIeHOBATO-
KOPHYHEBOIO L{BETA 1O MO0~
KEHHIO  COOTBETCTBYIOILHE

Ilacnopr Ne 152 ot 09.03.2022
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MATHAM Ha XpoMaTorpamme
CTAHAAPTHOTO pacTBopa,

NATIAM Ha XpoMaTorpaMme

‘CTAHAAPTHOTO PAcTBOpa.

OnpenencHue BaepHaHbl,

Ha xpomarorpamme uensrrye-
MOro  Tipenapara  JOJKHO
obHapyxnBatses  romyboe
usTHO B (opME Ianoukw,
COOTRETCTBYIOMIEE NATHY Ha
xpomarorpamme CO Racroii-
KH BaJIepHaHEIL,

Ha xpomarorpamme neneirye-
MOro npenapata o0HapyXm-
BacTcs roayboe OATHO B
()opMe 1UANOYKH, COOTBETCT-
BYIOINEE NATHY Ha XpoMaTo-
rpamme CO uacToliku Bane-
PHAHEL

Bpemsi ynepiusanus ocHOB-
HOTO TIHKA Ha XPOMATOrpamMme
HCMEITYEMOro pacTBopa
JIOTDKHO COOTBETCTROBATE
BPEMEHH YACPKHBAHUS OC-
HOBHOTO THKZ Ha XpOMATO-

Bpems yaepxusaHHS OCHOB-
HOI'O IMKa Ha XpOMATOrpaM-
M€ HCHBITYeMOro pacteopa
COOTBETCTBYET BpEMEHH
YACPKHBAHHA OCHOBHOrO
NHKA HAa XpoMaTorpamme

rpamme pacTeopa CO | pacrsopa CO menTona.
MEHTO/A.

KauecTennas peaxius na nu-

Mezipot.

Homxxo nosensThcs Kopuy-
HERO-KpPacHOE OKpAlUHBAHUE
pactsopa, McuesalWee oT

Mossaserca KOPHYHEBO-
KPacHOE OKpauIMBaHUE pacT-
BOpa,  HcYesawulee  or

TpeGoBaunsmMu
I'd XIIL, O9C.1.4.2.0002.15

npubaBienus  MECKONLKEX | NPHGABNEHHA  HECKOMBKHX
Karenb BOIbL. Kamnems BOiBL.

3. | Cyxoii ocrarok He menee 1,7 % 2,4%

4, | Taxensie MeTanb He 6onee 0,001 % Menee 0,001 %

5. | Inotrocts He 6omee 0,90 r/cm® 0,89 r/cr’

6. | Usmnekaemuii o6vem | B cooTseTcTBHM ¢ Cootserctayer.

- CpejHee 3HaueHHC obwbema
conepxxumoro 10 ynakosox —
He MeHee 25 mn

26,3 M

- 061eM colepIHMOTo KaI0H
oTaeAbHON YynakoBkH — He
Menee 23,75 mn

Hu onma 13 10 ynakosok He
umeet obbeMm Menee 23,75 ma

7. | Muxkpobuonoruyeckas
YHCTOTA

B coorsercTenm ¢
TpebonannaMH
' XIIT, ODC.1.2.4.0002.15,

Cootsetcrayer.

xareropus 36

Obmee uyueno  aspobHbix
MHKPOOPraHH3MOB — He Gonee
10*KOE® I r (mn)

Menee 10KOEB 1 1

acropr Ne 152 ot 09.03.2022
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Obmee MHEA0 APOROKEBBIX H
nnecuerbix rpubos — ne Gonee
10* KOE B | r (Mn)

Menee I0KOEs 1

SurepobakTtepnii,
YCTOHYHBBIX K XeN4H — He
Gonee 10* KOE B 1 r (mn)

Menee 10 KOEB I r

OrcyTtetre Escherichia coli B
1 r(mn)

Orcyrcrryer,

Otcyrersre Salmonella spp.s
10 r (mn)

Oreyrernyer.

Otcyretere  Staphylococeus
aureus B 1 r (mn)

OrtcyTcTByeT,

8. | Konmuuecrsennoe
onpejenenne

Conepxanue cymmur ¢aso-
HOMIOB B MICPCCHETE Ha pYTHH
JomkHo OBITE HE MeHee
0,006 %

0,014 %

Copgepxanve guMenpoia B
npenapare JowKHo ObITE OT
0,085 1o 0,115 %

0,091 %

Copeprkanne  cBoGoanoro
PalUCMHIECKOTO MEHTONA B
uperapare A0MKHC OHITH He
menee 0,33 %

0,53 %

9. | Ynakoska

ITo 25 ma Bo dnakoHsl u3
TEMHOTO CTEKNA C BMHTOBOM
TODJOBHHOMH,  YKYTIOpeHHLIe
KPBIUIKAMH € KOHTPONEM Mep-
BOTO BCKPBITHA € Kalejb-
unuei. Ha dnaxonsr Haknen-
BAIOT CaMOKJIEAINYIOCH 3TH-
Kketky. Kawapiit  dumaxon
BMECTE C HHCTPyKOUel mno
NPEMEHEHHIO IIOMELAT B

Navxy 3 KapToOHa.

[To 25 mn Bo ¢nakonax u3
TEMHOIO CTEKNA ¢ BHHTOBOH
FOpNOBEHON, YKyNOpeHHBIS
KpPBILIKAMH C KOHTPOJICM TIep-
BOTO BCKPHITHA C Kalejb-
uHued. Ha ¢naxors! Hakne-
€HEI CAMOKIEALNHECH JTHKET-
kM. Kaxagiii dorakon sMecre ¢
HHCTpyKuHell no mnpHMeHe-
HHIO TOMECIUCH B La4Ky M3
KapToHa.

10. | Mapkupopxa

1) Teppuunas ynacosxa
Ha otuketke ¢nakona wa
PYCCKOM f3BIKE  YKQ3blBAlOT
JOTOTHIT OPraHH3aLMH, [pH-
HEMawme! rnpereHsHd 0T
norpebuteneii, Toprosoe Hau-
MCHOBaNHE  JIEKApPCTBEHHOTO
npernapara ¢ npeaynpenRuTeb-
HOH mapkuposxolt ®, nexap-
CTBEHHYIO (opMY, KOIHYECTBO
npenapata B MHIIHAHTpaX,
«CPEJICTBO
CEJIATHBHOE H
CIHIASMOJIMTHYECKOE»,
«O0nemBas  noas  cnUpTa

1) IepBuunas ynaxoBka
Ha sruxerxe ¢naxona na pyc-
CKOM A3BIKE YXA3AHL! JIOTOTHI
OpraHu3aivH, npHHHMaomel
MPEeTeH3UuH OT moTpebuTenci,
TOProBoe HaHMEHOBAHHE Jie-
KapcTBEHHOIO Ipenapara ¢
NipeAynpefuTensnoll  Mapku-
poskoii  ®, nexapcTBeHHasn
dopma, konwuecTsO npena-
pata B MHILTHIHTPAX,
«CPEACTBO
CEJATHBHOE H
CITASMOJIMTHYECKOE»,
«OObeMHas _ nons  cnnpra

ITlacnopt Ne 152 ot 09.03.2022

Crpannua 3 u3 §

https://pharmeert.ru/sert/63/20/7 /000767263 %D0%9A%D...

16.06.2022, 12:42



000767263 KH®-2040222_4.jpg (MizoGpaerne JPEG, 1653 x ..

Crp. 1 u3 1

ceeitie 50 %», «llepen
ynorpeQiennem B36anTHI-
BaThk», YCIOBHA  XpaHEHMH,
HOMEp CepHH, CPOK TOHOCTH,
2) Bropuunas ynakoska
Ha mauke wa pycckom a3mixe
YKA3hIBAKOT HA3IBAHHE W ajpec
HPOHIBOJINTENS, HA3BAHHE, HO-
Mep TeneoHa W JIOFOTHN
OpraHH3aNUH, TPHHUMAOEH
npeTensnu or norpebGureneii,
TOProBOE HAHMEHOBAHHE Jle-
KapCTBEHHOT0 TIpenapara ¢
NpeAynpeMTCALHOR  MapKu-
poBkoR ®, JekapcTBEHHYIO
(opmy, KonmuecTBO npenapa-
TA B MHIIH/IKHTPAX, COCTaB,
«llpvensercs y  B3pocneIx
TpY HEBPO3aX, HeHpoLHpKY-
JATOPHOW  IHCTOHHM @O
THIIEPTOHHYECKOMY  THIIY»,
«CEJTATHBHOE H
CITASMOJIMTUYECKOE
CPEJICTBO», «O6Bemuan
noast cnHpra cBelue S50 %y,
«KomOunHpoBaHHBIH  nexap-
CTBEHHBIH TNpENapaT pacTH-
TENBLHOTO  TIPOHCXOXKACHHAN,
«Cobmonare  npeATHcaHHA,
JaHHBIE B HHCTPYKIIMMM,
«Ilepen ynorpetnennem
B30aNTHIBATLY, YCIOBHA Xpa-
Henus, «XpaHuTh B HEJO-
CTYNHOM JUid HeTcH Mected,
«Caiir: valemidin.run, yeno-
BHE OTIYCKa, HOMED peru-
CTPALIMOHHOIO  yJOCTOBepe-
HHS, HOMEp CEpHH, CpOK
TOAHOCTH, IITPHXOBOH KOA.
HomyckaeTes HaHecenue ABy-
MEPHOID IITPHXOBOrO Koja ¢
NONHOR MIH YaCTHYHOM pac-
mupporkoi  HHOPMALHK,
COACPXKALIEHCH B HEM.
JIOTIONHATENBHO  yKa3bIBAIOT
aupec OpraHu3alMH, OCYLUec-
TBASIOWEH BEIY CKaKOIIHiT
KOHTPO/Th KAuyecTRa, B Ciyuae,
eCMH  OHA OTNHYACTCS  OT
[POH3BOIHTENS roToBoit
JIEKAPCTREHHOH (hOpMEIL,

ceoitte 50 %y,
ynorpebinennem
BATBbY, YCAOBHA XpaHCHMA,
HOMEP CePHH, CPOK MOAHOCTH.
2) Bropuunas ynakonka
Ha nauxe na pycckom s3mixe
yKasaHbl Ha3BaHHE M ajpec
NPOU3BOJIHTE/, HA3BAHHE, HO-
Mep TenepoHa M ICTOTHII Opra-
HU3ALHH, NpUHAMalolEH Npe-
TCH3MH OT norpeburencit,
TOPrOBOE HAMMEHOBAHHE Jie-
K4PCTBEHHONO npenapara ¢
NpenynpenuTehHOR  Mapku-
poskofi ®, nekapcTBeHHAd
dopma, KonHdecTBO npemapa-
T& B MH/UIM/IHTDAX, COCTAB,
«fIpuMenseTcs y  B3pocimIx
TpH HEBpO3axX, HeHpOUHpKY-
NATOPHOH ~ AMCTOHMH o
THIEPTOHHYCCKOMY  THHOYY,
«CENATHUBHOE
CITASMOJIMTHYECKOE
CPEOCTBO»,  «OGnemnuas
fons cnmpra cewime 50 Y%y,
«KoMBunuponasuslit  nexap-
CTBEHHBIH npenapaT pactu-
TENABHOIO  MPOMCXOXIAEHUAY,
«Cobmopars  npeanucanus,
JaHHEIE B HMHCTPYKUHMHY,
«[lepen ynorpebnenuem
B30ANTEIBATEY, YCNIOBHA Xpa-
HEHHS, «XpaHHTb B Heno-
CTYNHOM JUId fereii mectey,
«Caitr: valemidin.ru», ycno-
BHA OTOYCKA, HOMep peru-
CTPALHOHHOIO  YAOCTOBepe-
HHs, HOMEp CEPHH, CPOK roji-
HOCTH, IUTPHXOBOH KOJI,
Hamecen npymepuemt mrrpn-
XOBOH Xo@ ¢ waCTHuHOM
paciundposKoit HHbOpPMaIH,
cojepxaliecs B HEM.,

«llepen !

B3GanTul-: ,
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