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KonuuceTno & cepuu 21440 yn NeSx2
Henpranus semnommenn no JIN-000682-121120
Crpana Ha3HAUCHUNA POCCUHUCKAS] GENEPALTASA

Mecerto t IPOHBBOJICTRIL

Homep cepuu 1470921
Jlara npounssonctea 09.2021

- HaumMenogarue moKazaresiei TpeGorauns J1I1-000682-121120 Mc‘ron,‘ By S
/i KOHTPOJSA HCHBLITAHMH
1 |Onucanue IIpospaunas GectBeTHAS Wil CAETKA Busyanwusit | TTpospayHas
WENTOBATAN JKHJ(KOCTD. CIIeTka
HKEeJITOBATAN
KHJIKOCTh
2 |ITopnuHnocTs: Bpemst yAepKkuBaHHS OCHOBHOIO IIMKa Ha ' Pd,
JleKcameTa3oHa HaTpUs XPOMATOIPAMME HCIILITYEMOTO PACTBOPA :))Sml(ﬁ 1.2.1.2.00 |\ gy pepwusacr
thocar JIOJDKHO COOTBETCTBOBATE BPEMCHA o
yJIEPAKUBABWS OCHOBHOTQ 1MKa Ha
XPOMATOTPAMME PACTBOPA
CO pexcamerazona Qocdara. .
V@-cnekTp NCHBITYEMOT0 pactsopa B 001acTH i lim‘ Brijepxusact
ot 210 g0 300 1M nosBKed MeTh MAKCHMYM ::_;D 1(51 41100
HOJIONICHUS LIPH THIIe BOJTHB! (24 1£2) M. '
Mochatel Kaueerseunan peaknua b. T PO, BrinepkuBact
Jlomken ()G]E:I'SOHIJBil']'bcﬁ Oennii ODC1.2.2.
KPUCTALIAICCKHI OCIOK, PACTBOPAMBIH B 0001.15
Pa3BEACHHBIX MUHCPAILIBIX KMCIIOTAX.
Harpui KauecrscHHas peakuus b, I'd PO, Brigepxusacr
TLiamMs OKpaIMBacICa B HKCITHIA 11BCT. 0dC.1.2.2.
0001.15
3 |Ilpospaunocts ITpenapar AoipKen OBITH 1PO3pAHBM })‘(‘;}E"I’z 1 ITpospaynbii
0007.15
4 |LlpeTHOCTH [lpenapar JOIDKEH BLyEepXuUBaTh cpasaenue [P PO, He uirreHCHBHEE
¢ »ramoHoM Ys O®C.12.1L lypanona Ys
0006.15
5 |pll Or7.0n085 ' P, 8,2
ODC.1 2.1
non4. 15
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6 |M3BnckaeMblil 06beM He mMenee HOMHHUIBHOTO re 1,1 mn
Pd,00C.1.4.2.0
002.18
7 |MexaHuuyeckue Jlosnken BoyiepxuBath TpeboBaHUS ‘(')"l’ :_"1?4 ) Buyepxusaer
P
BKJIIOYC : T
: HHA 0005.18,
Bujimeble gactTuib BHYLIBHEIH
METOJN.
Hesuumbie vacTunm: I'h PO
- JacTHI| pasMepoM He Gonee 6000 B 1 amiyne OMBC.1.4.2. Menee 6000
10 Mxm 10 25 MKM 0006.15 u/amir.
- YACTHI Pa3MCPOM He Gonee 600 B | amnyne Menee 600
25 MKM u Gonce u/aMmiL.
8 Pojicreeinbic npumecH L'® P,
- e ] -’
- cODOILIA pekcamerason (He 6onee 0.5 % ((:5‘5’:5"""‘2"}“ Memnee 0,5 %
- mobas neuaenrudpuitn-  {He 6onee 0,5 % ’ Menee 0,5 %
poBaHas MPHMCCH
- cymmapHoe cojepxanne  [He Gonee 3,0 % Menee 3,0 %
HCHJICHTH(DRLMPOBAHILIX
npumceceit
9 |Crepunbiocts [Ipenapar pomken GbITH CTEPUABLHBIM T Crepunb bl
ro,00C.1.2.4.0
003.15
10 [Bakrepuanbisie He Gonee 8,75 ED/Mr jiekcamerazona I'b Pa, Menee 8,75
IHAOTOKCHHED docdara (:‘5‘" - EA0006 2y ey
’ JeKCaMeTa3oHa
(pochara
Il [ Kosmuecrsennoe e Po,
orpeseeIe: :)Sd)(; 1.2.1.2.00
: 5.1
- JekcameTtasona goedar  |Or 3.8 1o 4,2 mr/mn Fib Peb 4.0 mr/min
. Od@C.1.2.1.2.00
- DIMICPON Or 20 po 25 Mr/man 04.15 21 Mr/mn
12 : . o | AMITYITEI I
Ynakonka Ho | st mitk 2 mot s amnyiist w3 neirpansnoro crekna | wm 11 viGi o y ; ,;
.y CHTPWIBHOTO CTCKIA.
FHAPOANTHYCCKOTO Kancea, crexia Mapku XT-1,creioa mapxku YCIHI-1, Ha Ha amuyny
aMmiyiny lia?;lc—};l:;i{l'rr '_)'I.‘lrll(k‘fl"xgl. LCEI‘M()KJICHIIMO?:I. o HAKJICHBAIOT YTHKETKY
(¢} AMITYJL BMCCTC € HHCTPYKHHCH 110 HPHMCHCHHIO H CAMOKICSILYIOCH,
CKAPHPHKATOPOM aMILYILHEIM 1[I0 ITOMENAOT 8 kopobky w3 kaprona. Kopobxy Tlo 5 amuyn
OKNCHBAIOT FTHRETKOH-0areposibio w3 GyMarn 1mcueii, [Ii)M-cl‘.l!.‘lK)’I’ 8
1To 5 amnyn NOMCIAIOT B xom‘yp:iym m:eﬁxnny;o y"rlalcomc‘y H3 [UICHKH KOHTYPHYIO
IIOJ!HHMIIMJIXJI()I)HI[}N)“ 164 (bﬂJllnl'Il AMOMHHHUCBOM HIH B AMICHCTYHO YIIAKOBKY ﬂ‘!cmﬂ“y}() YUAKOBKY
(mpp«ixc) . W3 ILICHKH
W3 TUIEHKH HOIMBHHIIOPRITHOH. ) HONHBHAMIXIOPHAIIO
Yo Lnin 2 kourypusic S4CiKOBRIC A S4CHCTHIC YHAKOBKH i u pontru
BMCCTC C HIICITP}'KI.UIUH O NPHMCHCHHIO | CIGIPM({)HIG“‘()'K‘M AMILYJIBHBIM ANOMUHMERO .
I'E(I‘JMCIH,BI()'!‘ B IIAUKy Wi K:lpl‘()ilﬁ.l“u’lM())KHU HAHCCCHHC KOHTPMIA TICPBOTO 2 KOHTYPHBIE
BCKPHITHA. ) o _— ) VIAKORKA BMECTE ¢
[]pH HCHONR3OBAHHA AMINYT, AMCEITHUX KOJLLO MIJIOM, mm'l‘pylrrmcﬁ 1o
JIOLYCKACTCH YNAKOBKA aMityll €3 CRapupMKaropa aMITyJLHOTo. HPHMEHCHHIO
. I'pyrmopas v Tpancnopruag Tapa B coorsereraun ¢ NOCT HOMEIIAIOT B IAHKY
17768-90. W3 Kaprona.
AMIYIRI HMCIOT
KOJIBIO H3IOMA.
13 |MapkupoBka Ha pycekom sLike yiaIbmBamo: Ha SmuKemxe
1) ITepruinas ynakoBka JIEKAPCTREHHOIO penapara. COMOKACAUeTCH:
Ha amnyne, smuxemxe coMoxknesigedcs: TOBAPHENE 3HAK  UPCANPHSTHA- [ TOBAPHL 3HAK
NPOH3BOJAHTCNA, TOProBoC HAHMCHOBAIHO npeuapara,  JCKapCTBCHIAA | TPCNPHATHA-
(hopma,komenTpalnio, 06RCM B MUINBIATPAX, HOMCD CCPHHM (IOCHCHHHC| IPOHIBOIMTCIS,
HCTHIPE luuj}pi.l 0003IHAMAIOT MCCHIL W IO/ W3ITOTOBJICITMA )M CPOK TOJHOGTH. TOPrOBOE
2) Bropudnas YHaKOBK:a JICKAPCTRCHHONO MPCHapaTa. HAMMCHOBALLHC
Ha xonmypnoli  suelxocoil  yaakoske:  HaHMEHOBAUAC  NPCANPHSTHA-| NpCaparta,
NPOH3BOJATCIIA, CIO TOBAPHEIL 3HEK, TOPrOROC HIMMCHOBAHWE TIPCIIAPATA, | ICKAPCTBEHIas
JEKAPCTRERIYIO (hopMy, KonuCHIPaMKe, 00BLCM Npermapara B aMiyne g popma,

KOHICHATPAIHIO,

MMJUTHIHTPAX, KOJTHIECTRO AMITYJE 1 yiEiKoRKe, «CTEPHILHOR,HOMED CEPUM
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(nocnearne 4ersipe hpol 0003HATAIOT MECHI] O H3IOTOBICHHA) M CPOK
TOJTHOCTH.
Ha amnm-mm--ﬁ{mdrrprmu: HIAHMCHOBAHHE  NIPCUPHITHA-TIPOUIBORHTENN,
CI0 TOBAPHEIE $HAK, YOPHJHUCCKHH DOYTORBIE aupec, Qipec WIEKTPOHHOH
TOYTHL, TEIL/HAKC, HAMMCHOBABHE HPEapaTa, JICKapernennyio dopmy,
KOHICHTPAIHIO, 0fLeM UPEIapaTa B aMiyne 8 MIJUMIATPAX, KOJIUMECTBO
AMILYJ B YIAKORKE, «CTEPHILHO», HIMMEHOBANUE JIGHCTBYIONIETO BCHIGCTRA H
cl'o KOJIMHMCCTRO, HCPCICHL BCIIOMOIATCIBHBIX BCULICCTR, yciuoBus
onrycka,«lIpaMenaTn 00 HESHAMEIMIO BPAED),
«Xpaputh B HEJOCTYUHOM U aerell Mecron,  «Cnocol bBpoeacHusa oM.
HHCTPYKIHIO N0 (IPHMCHCHHIO", YCIORMs XPAHCHNI, HOMEP CePHH (TOCICHIAC
qeThIpe dpn 0GOIHAMAKYT MECHIL W TOJL HIFOTORICHWS) 0 CPOK TOJIHOCTH,
PETHCTPAIMOLILIA HOMEDP K INTPAXOBOH KO HOMEDP CEPHH W CPOK 1OIHOCTH
TEAHOCHTCS Ha DOKOBOH CTOPOHE KOPOOKH METOLOM TECHEHHWY.

Ha nauke: HAUMETIORIUME TIPE/ITPUSTAS-NPOHROJKTCIS, CI'O TORAPHLIH TAK,
IOPHIMYCCKIH TOWTORKIN afipec, WIPEC HICKTPOHHOM TOMTH, Tel/(pakc,
HAHMEHOBAHAC HPCIAPATIL NCKAPCTRCHUYK) (hopMy, KOHUEHTPATMIO, 0ReM
NPENAPATa B aMuylic B MHUIATHTPAX, KOJITYCCTEO aMITYJ B YTIAKOBRKC,
«CTCPUITBHOY, HAMMCHOBAITHMC JICHCTRYIOILEIO BEMCCTRA W CI'0
K(\JTH'[CC’T'HH,[Icpﬁ‘imlh BCHOMOIATCHBHBIX BCICCTR, YCnORHs#
orycka, I prMEHs T, 10 Hasuateio Bpatay, «Xpanirs 8 HEA0CTYIIIOM Jtst
Jereit Mecre” «Criocod BBEICHHS CM, HHCTPYKLIHIO 10
HPHMEHCHHIO, YCIIORUA XPAHCHHS, HOMCD CepHH (MOCICAHHE YETRIPS LRGP
O60THATANT MECHT] M 1'0J{ HE[OTORICHHS ) M CPOK TOLHOCTH,
PEIHCTPANMOHHEBIH HOMED H NITPHXOBOI Ko, (hapMako,

JOIYCKACTCH HAHCCCHMC CPOACTR wmm‘mpuxalmu.

06beM B
MUJUTHIHTPAX, HOMED
cepuH {(mocneuue
HCTRIPE HH(PHL

obosnauamor MCCHIL ¥
rOJ  H3COTORICHWS U
CPOK I'OJINOCTH

Ha KOHMYPHOU
HYCHUROGOT  YINOAKOGKC:
HAHMCHOBAHHAC
NpPEPIPHATHN-
TPOHIBOAATENNA, €0
TORAPHLIA BHAK,
TOProBoc
HAHMCHORAHHE
penapara,
JEKAPCTBEANYIO
dopmy,
KOHLCITPAIHIO,
obBeM npenapara B
amnyne B
MMJUTHIHTPAX,
KOJIMMCCTBO  aMIIyst W
YIAKOBKE,
«CTEPHITLHOY, HOME
CepHM (mocncpane
HCTRIPE TGP
00031IaloT - Mecsiy
TOJT M3COTORICHHSA) W
CPOK FOAMOCTH.

Ha nauke:
HAHMCHOBAIHC

TIPS/ PHSTHA-
MPOHSBOJMTENY, ¢ro
TORAPHLIA 3HAK,
TOPH/ L HCCKHTT
NOTTOBLE ajpec,
AIpee ACKTPOHAOH
uowTysl, Ten/ake,
HAHMEHOBAHHE
npernapira,
JNCKAPCTBCHHYIO
popmy,
KOHIICHTPI A0,
ofmeM npcuapara s
aMiryne B
MHITRIIHTPAX,
KOJHUCCTBO aMIIyn B
YHAKOBKC,
«CrepuisHO»,
HAMMCHOBAHAC
JIEHCTRYIOUICTO
BCICCTRA M CTO
KOJHYCCTBO, IEPEIGHE
BCIOMOTATENRHEIX
BCHICCTB, YCIOBHS
ornycka,«l Ipumens,
10 HA3HAMCHMO
Bpaua», «XpauuTh B
HEJOCTYTIHOM JUIS
JereH

smecre" «Cnocoh
BBCACHHS CM.
HHCTPYKITHIO 110
HPUMEHEHHIO", YCIORH
s XPAHCHHS, HOMED
cepuH (HOCHCHUE
qeTLIpE MHGPL!
000HAMAKT MECALL W
TOJ M3TOTORICHWA) H
CPOK FOAUOCTH,
PErHCTPANMOHTRLE
HOMCD H NITPHXOBOH
Ko, hapmako,
HAHCCCHER CPEACTBI
HASHTAQUKATIHY.

Tacmogre Ne 0143891470921

Crpamana 3 ws 4



[4 | lata oKOHYaHHS CPOKA 3 roja 10.2024
TOJIHOCTH

Jlara, ® M.0O. B n011HCh OTBETCTBEHHOIO 33 BHECCHHRIC pe3yimbraThr 15.10.2021 C%f“‘ / _ Kosewgas T.B.  /
Nata Tloanues 0 H.O.

3akmouenne:  kauectso "Jlekcamerason, pacTBOP Ui MHLEKIHH 4MI7MA B aMitysiax [mi 8 KOUTYPHOH
SUCHKOBOH ynakoske NeSx2 naua kapronnas” cepun 1470921 coorserersyer 1peGoBanHsM
JIT-000682-121120
3am.navansuuka OKK i Hemuposekas LI
/ Tlozomees, & H.0.

Jlara 15.10.2021

H nodmeepxcoao, umo npusedennas eviute unghopsaius seasemes docmosepnoil u mownoir. Ima npodykyus Guiia npouseedena
(6KMIOUGA YNAKOSKY/MAPKUPOSKY) G COOMMECHICINGIN ¢ mypetiocasmy GMP, npoceden konmpon xayecmea HQ suiueykasaniom
yuacmixe 6 coomeemcmeuu ¢ mpebosanuwimu GMP, a makaice coomeememayem choqupuskausm u HpouseeoeHa 6 coomsememeu ¢
PecucmpayiuorHuiM docee. 3anucu no nprm:e(;r)()cmﬂj,’, yhakoeke u AHATESY  HPOCCPCHB U VCIAIOBACHO UX  COOmeemcmene
mpetocanusim GMP.

Hara nojnucanns 15.10.202] ;
YnoanomMouennoe JiMino / Hemuposckas U.H.
/no,mmcr., D H.O.
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