Npomsseseno IV «Mockosekuil sunokpriEsil 3asom ans 000 CIHAOKPHHHBIE TEXHONOTHHD

MHaconopr Ne§

HaumenoBanue npogykuun no HJT MeTonpo.io, pacTBop ISl BHYTPHBEEHOIO

BBefenus, 1 mr/ma

Cepus Ne 40523
Komnmuectso npopykunu B cepun 21064 05
Hara npoussozcrea 25.05.2023
Mcnbrranus (ananuss) nposeaesst no JIN-004520-311017, usm.Nel -5
Haumenosanne Pesynutar
noxazavenei b st _ AHAAMZ0B
Onucanne lpospauran GecuserHas KUAKOCTh Tpospaunan Gecupersian xuukocrs
Y®-criekTphi HCIBITYEMOTO PACTROPA H PACTBOPE
CO meronponona raprpara B ofnacrs or 230 no Coorsercreyer
350 HM JOJKHBI HMETH MAKCHMYMbI i MHHHMYMb
PH OMMIX M TEX JKE JUTHHAX BOITH,
BIJKX. Bpems ylepHBAHHA ITHKA METONPOONE
TMopnunnocts TapTPaTa Ha XPOMATOrPaMME HCILITYEMOTO PacTBo-
pa ana nokasarens «[ToITHHHOCTED [OIKHO COOT-
BETCTBOBATE BPCMCHH YISPKHBAHHA [1HKA METO- CoorsetcTByYeT
TPOJI0/Ia TAPTPATA HA XPOMETOIPAMME PACTROPA /UTA
TIPOBEPKH NPHTOAHOCTH XpomaTorpadeaeckoil
CHCTCMBI.
TpospaunocTs Jomuen Gus Npospatini IMpospaunsii
Lisernocts Jomken 6uiTh GeCHBETHRIM BecuperHniii
pH Ors5m735 6.5
Mexanuueckue
BENFOUEHNHS! Homgen uBaTh Tpebosanna Buinepmusaer
- BHJLHMBIS HACTHL r'e X1, O0C. 1,4.2.0005.15
~ HEBHAMMBIE JacTHIB 2 10 mxwm - e Gonee 6000 Ha ammymy 464
225 mxu - He Gonee 600 ua amnyny 8
[pumecs A ~ ne Goxee 0,1 % He oGuapyixena
Mpumecs C - we Gonee 0,2 % He o6Hapyxena
::p m&me EnusuiHan nenaeHTH HIMPOBARKAN NPHMECH —
: He Gonee 0,1 % He ofhapyxena
. Cymma npumecedt — ne Gonee 0,5 % He ofnapykena
Hanneraembiit obbem He menee nomusansioro Coortsercrayer
BakrepuansHbie
ST He Gonee 17,5 ED na | mr metonponona taprparta Metee 1.8
CrepunshocTs JlomxeH GhiTh CTEPHITLHEIM Crepiisuntit
Konmnvectsennoe Ot 0,95 1o 1,05 mr/ma 1.01
onpejeneHHe METONPOJIONIA TAPTPaTS !
Ho 5 ma B amnynni 13 Gecupernoro crekna nepsoro | Mo 5 M B ammnynax w3 Secupernoro
THAPONHTHACCKOro kKnacca. Ha aMnyny naknensa- | crexna nepsoro THAPOIHTHYECKOTO
10T ITHKETKY CAMOKIIEAILYIOCH. knacca. Ha aMinysy nakneena yrukersa.
o 5 ammyst B kouTYpHYI0 A9eikoByio ynakosky w3 | ITo 5 ammyst B konTypHol sueficonof
TUICHKH NONHBHHMIXAOPHIHOR # (ONbIH AOMK- | YNAKOBKE W3 IUICHKH HOJMBHHHIIXAOPH/L-
HUCBOH newaTHOR sakuposaHHON, HOM W honbru amomuHKenol nevartoii
| Tho | wn 2 kouTypHLie suelikossie ynakoBky ¢ NBKHpOBaHHOMR.
HHCTpYKUWE 10 IpUMEHSHMIO Npenapara, ckapu- | [lo | KOHTYPHO#H A4eiikoBol ynakoske ¢
(HKATOPOM WK HOKOM AMITYABHEIM B IAYMKY M3 HHCTPYKUHEH 11O HPHMEHEHMIO Ipeapa-
Ynaxopxa KapToHa, Ta B NIAYKE W3 KapToHa,
To 20, 50 mn 100 kourypubIX AueHKOBRX yiako- | AMIYIM ¢ TONKOR HaATOMA.

BoK ¢ 20, 50 mnn 100 MuCTPYKUBSAMM 110 NpHMEHE-
HHIO NIpenapara, CooTBeTCTREHHO, CKapHpHKATO-
PAMH WIIH HOKAMH aMITYILHBIMHE B KOPOGKH 113
KapTOHa WIN B AUHKH H3 TOQPHPOBAHHOTO KapTO-
HA (/U8 cTaliHoHapa).

Tp ynakonke aMinys ¢ KOILLEAMH K TOYKAMH
HAZIOMS CKAPUOHKATOPE I HOWKH AMITY/ILHEE
HE BKIALIBAIOT.
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Npousseaeno SIVIT «Mockosexuil sHAoKpHInLIl 38805 U1 000 «IHAOKPHHHKIE TEXHONOTHHE

MeTonposion, pacTeop st BHyTPHBEHHONO BBEACHNS, | Mi/M, cepus Ne 40523

Ha yTiKeTre aMny/ibl YKAILIBAOT HAHMEHOBAHNE
APSANPHATHA-TPOUIBOIMTENS, €10 ToRApHLIH 30K,
TOPIOBOE HAHMEHOBAHHE NPENIAPATA, JICKAPCTEEH-
HYI0 (opuy, KoHUeHTpaKIO, 0bbem npenapara B
OAHOH aMitysie B MILTHAMTPAX, HOMEp BEPCHH ne-
HATHOI YNaKOBOTHOTO MATEPHANE, HOMED CEPHH,
CPOK TOJHOCTH.

Ha qonsre kontyprol aueiikosoll ynakosku ¢
BIIOKEHHEM HIH (63 BIOKEHNHS B NATKY YKaILIBAIOT
HAUMEHOBIHUE NPEANPHATHA-HPOH3BONMTENA, €T0
TORAPHEIH 3HAK, TOProBOE HAWMEHOBAHNE Npenapa-
T4, NIEKAPCTBERAYIO (HOPMY, KOHUEHTPALHIO, 0GheM
Apenapata B ORHOH aMiy/ie B MIIIKIHTPAX, KONH-
qecTRO aMmys, «CTepHIbHO», HOMED BEPCHH Tie-
Y@THOIO YNAKOBOYHONO MATEPHAIA, HOMED CCPHH,
CPOK MOHOCTH,

Ha tonere xorTypHo#t suelikosoif ynakosku Ges
BOKCHHA B DAYKY JONONHHTENLHO YKAIBIBAIOT
cocTas, «TIPHMEHATE [0 HAINENEHHIO BPAYAY, YC-
JNIOBHA XPAHEHHA, HOMED PErHCTPAUHOHHOIO Y/I0-
crosepenns, «JLis craumonapan.

Ha nauke, atuxerke xopobxs H3 KapTona wim Au-
Ka 13 rOQPUPOBAHHOTO KApTOHA (IWiA CTAIHOHADA)

Ha a7ukerke aMiyiisl yKesams: HAHMEro-
BAHHE NPeNPHATHI-IIPOMIBOANTEINA, Er0
TOBAPHLIH IHAK, TOPrOBOE HAMMENOBAHKE
Apenapata, sexkapersennan Gopma, koi-
uenTpats, ofnem DpenapaTa B oHON
AMIYAE B MEUTHIHTPAX, HOMED BEPCHR
HEYATHOIO YNAKOBOUHOIO MATCPHANA,
HOMEP CEPHH, CPOK TOAHOCTH.

Ha doasre xourypuoit sweiixosolt yna-
ROBKH C BIOKCHHEM B NARKY VKAIaHL
HRHMEHOBAHHE NPE/ITPHA THA-IIPOHIBOIH-
Telis, ero ToBapHLHA 3HAK, TOpProsoe Ha-
HMEHOBANHE NPENAPaTa, JICKAPCTBEHHAN
opma, KonnenTpaILA, 06hem npenapara
B OJIHOM aMIyJe B MUJUTHIIHTPAX, KONH-
qecTso amnyn, «CrepunsHo», HoMep
BEPCHH ICYATHOIO YHAKOBOMHOID MaTe-
pHana, HOMEP CEPHM, CPOK FOANOCTH,

Ha navuke yxasausl HauMEHOBRHHE npej-
HPHATHA-NPORIBOAMTENN, ©r0 TOBAPHEH
3HAK, lopuarticckuil anpec, dake, Topro-
BOC HAMMEHOBAHHE Npenapara (connaa-

Mapsmiona : €T C MEHIYHAPOLHEIM HEIATEHTOBAHBIM
: YKa3bIBAIOT HAHMCHOBAHME NPEANPHATHA- HAUMCHOBAHHEM), JieKapcTBennan Gopma,

TPOHIBOAHTENIN, €r0 TOBAPHLIH 3HAK, OpHIHYe- KOHUEHTpaws, 00beM npenapara B oji-
ckuif anpec, (ake, Toproroe HauMeHoBaKKe npena- | HOM aMITyNe B MIIUTHAKTPAX, KOTHIECTO
pata (COBNAAET ¢ MEKTYHAPOMHBIM HENATEHTO- AMOYN B NAYKE, COCTAB, «CTepHILHOY,
BRHHMM HAHMEHOBAHHEM), JCKAPCTBEHHYIO (hopmy, | «ITpHMEHITS 0 HASHAYEHINO BpaYan,
KOHUEHTPaLUIO, 0Gbem npenapara s onuolt ammyne | yenosua XPaHEHHS, HOMEP PerucTpau-
B MIJUIMTHTPAX, KOJMYCCTRO AMITYN B TAYKE WK OHHOPO YAOCTOBEPEHUN, HOMEP BEPCHH
ynakoske, cocras, «Crepunbuon, «TIpumensite no | nesarsoro YHAKOBOMHOIO MarepHaia,
HAIHEYCHHIO BPAYAY, YCHOBHA XPAHEHHA, HOMED HOMEP CEPHM, CPOK FONHOCTH, IITPHX-
PETHCTPALHOHHOTO YAOCTOBCPEHHA, HOMED BEPCHH | KO, [IPOMIBOACTBEHHbIH thapmakoy,
EY4THOTO YNAKOBOYHOTO MATEPHANA, HOMED Ce- Haneceru cpenctsa upewruduicamay s
PHH, CPOK FOAHOCTH, WTPHX-KO/L, IPOUIBOACTEH- | MOWHTOPHHIA JIRMKEHHA JIEKAPCTBEHHMIX
ubilt papmakon, Jlonmyckaercs Hanecenme cpeacTs TIpeIIapaTos.
HACHTHGHKALAM I MOHHTOPHHTA IOKERMA Nie- | Ha navxe Z0NoNHHTeIsso yKazaHm
KapCTECHHLIX NPENapaToB, 4«XpaHHTL B HEAOCTYIHOM Ui HeTeit
Ha matike A0MOAHUTENBHO YRAIBIBAIOT «XPAHHTL B | MecTen, YUHOBHA OTIYCKA.
HE/IOCTYIIHOM JUIA IeTeH MecTeD, yCionus oTiycka. | Mapkuposka TPRHCTIOPTHOM TapuI
Ha srukeTke xkaprosHol KopoGKu K suHKa 13 cooTReTCTRYRT DENEpANLHOMY 3aKOHY
rodpHpoBaNKOre KapToHa (1A CTalHonapa) 1o- Ne 61-83, cr. 46, '
TIO/IHHTEARHO YKAILIBAIOT KOJNHYECTBO YNAKOBOK,
«Jlnn craunonapan.
Mapkuposka TpancniopTHOH TApH B COOTBETCTBHN
¢ DepepansHeiM axonom Ne 61-03, cr.46.

: _ B 3ampuientom o7 caeta Mecre

Xpanenne IpM TemmiepaType He Bhitie 25 °C. Coorsercrayer

Cpoxk rofHocTy 4 ropa ' Jlo 05 27

3akinovenne: coorsercTyer rpeGosanmam JI1-004520-311017, uam.Nel-5
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«CBeeHuA 0 BBOAe B rpaxAaHCckuin odopoT B Poccuinckon ®eaepalmmn nekapcTeeHHbIX CPeACTB No COCTOAHNIO Ha 23.02.2024

13:42»
- A T16% 14 A %Y
GEAEPAALHAR CAYXBEA T10 HAASORY
2 0 g, o g 4 1 Sl 3 A 13 713 "
B COEPE 3APABOOXPAHEHMA
Jlata suecenns B Homep Howmep, aata
Toprosoe Ipon (BBaITY OpraHH3aiHs, BHINYCTHEMAS B
AHC Crpana Ci 0 CTAQHAX TP TBA HopmaTHBHAS JOKYMeRTAINA CepHH, paspeienns
Pocypasuamopa HAHMEHOBAHHE KOHTPOJIB) rpakJAHCKHA obopoT — wa FUTIT
Defiepabioe rocy JaPCTBEHHOE YHHTaPHOE NpeANpPHATHE
“MOCKOBCKHH HJIOKPUHHBIA 3ABO" (®I'YT1
zhﬁnue_eh: e epatkioe rocy AapeTBenHoe nm_omxo_mnx:m* wﬂﬁxﬁﬂﬂ:ﬂ«ﬁ m>wo=m “ow o esune | JTTT-004520-311017: Ham Nel DEJIEPAJTBHOE
PRETOOR.AN YHHT&pHOE NpeaNpHATHE prstmopmcas (rorusol JIH)); e Acprasis YANpCTECHN JITI-004520-311017; Mane. Ne2 & rOCY IAPCTBEHHOE
BHYTPHBECHHOTO ct et} yuutaproe npeanpuatie "MOCKOBCKHH 3HJOKPHHHbBIH :
25.07.2023 1 nrinen 1 MOCROBC SH Poc 3ABOJ" (OTYTI "MOCKOBCKHHA SH/IOKPHHHBI JC-004320-3L1017; Fews. 163 x YHHTAPHOE (PEAIIFMATHL 40523
A ity o SHOKPHHHBIF 3ABOL" (BTVTI "2 | Zaronn pecams v 5 P JIN-004520-311017; Ham. Ned & eaepamnoe rocy 1apeTBeHHOE
Gv. :m.:C_. LA "MOCEOBCKHH w:ua:uf.._..., ﬂ.ﬁvﬂ:v:ﬁ ﬁ.nmn»dnn.ﬂuﬂ.,.ﬁmn V.zsﬂmv.z.oul JI-004520-311017; Hoat. N5 x YHICTHPmOS (SIpe e
TR S SHAOKPHHHBIA 3ABOJL") :_vnEﬁv:.B,:c “MOCKOBCKHF SHIOKPUHHBIF 3ABOLL" JI-004520-311017 MOCKOBCKHIA HA0KPHHHBIA 3aBOA
(®T'YT1 "MOCKOBCKHH 3HIOKPHHHBIH 3ABO/1"), Poccus
(Y naKkoBMMK/(PacoBIIHK (BTOPHYHAR/ TPETHYHAA YNIaKOBKa))
Metonponon:
Tabnetkn 50 mr 10 OTKpHTOE aKIHOHEpHOE 00ImecTBO “ -
W OTkphiToe akumoHepHoe obmectso "HpGHTCKmi =
IUT., YIIAKOBKH Hpourckui = 5 0AO "Hpburckua 3
06.06.2023 P, XM (PpMAE TSI 340" Poccua Ez“_.a.&uvnbﬁﬁh:...wh“:n sason” (OAO "Hpbutckui JI1-Ne(001685)-(PT-RU)-180123 P S — 40523
KOHTYpHBE (3), nauku (OAQ "Hpburckuit xumpapmiasog”) s S
KapTOHHKE/ ~
22.05.2023 MeTonponon; Axuponeproe Obuectso Poccus Axumoneproe Obmectso "Broxumuk” (AO "Broxumuk”), JICP-002790/10-020410; Ham. Ne2 AO "Buoxumuk” 140523
Tabnetkn 50 mr 10 "Buoxumux” (AO "Broxumuk”) Pocens JICP-002790/10-020410; Ham. Nel x
T., YNAKOBKH JICP-002790/10-020410; Ham. Ne3 &
AUCHKOBLIC JICP-002790/10-020410; Ham. Ned &
KOHTYpHBIE (5), nauku JICP-002790/10-020410; Ham. Ne5 &




