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1 2 3
1. Omucanue IIpo3paunas KHAKOCTE XKENTOrO LBETa Mpo3spaunan
(BrmayamsHmit meton, I'd PO°) MHIAKOCTb XKETTOTO
1BeTa

2. lloaAHHOCTS:

- puﬁoq:.naam mm HATpHA CnexTp nornoweHHs HCbITyeMoro pacTBopa, CoorsercTByer
MPHNOTOR/IECHHOTO [UIA KOJNHYECTBEHHONO ONpPEAe/eHHd,
NOMYYeHHBIH Ha CNEKTPO(OTOMETPE B KIOBETE ¢
TomuuHOH cnos 10 MM B o6nactu ot 300 no 550 HM
JO/DKEH HMETh MaKCHMYMB ITPH (445+2) HM H pH
(373£2) uM (Cnextpodoromerphs)

- AHTAapHaA KHCIOTa Ha xpomaTorpaMMax HCITEITYEMOTO PacTBOPA A0DKHA

- MErTIOMHH NPHCYTCTBOBATD 1B OCHOBHAIX MHKA, COOTBCTCTBYIOUIHX Cootsercrsyior

- HHO3HH N0 BpEMCHAM YICPXHBAHMA NHKAM HHO3HHA H

- HHKOTHHAMHAA (CNeKTPOPOTOMETPHYECKOE

DECERIE JACTCKTHPOBAHHE NPH 254 HM), H B3 OCHOBHBIX NHKA,

COOTBETCTBYIOIUIHX 0 BPEMCHAM YACPKHBAHHA MHKAM
AHTapHOH KHCNOTH H METTIOMHHE
(pedpakTOMETPHYECKOE NETCKTHPOBAHHE), HA
XPOMATOrpaMMax pacTsopa cpasenus (a) (BIXX)

3. MpospauHocTs Homken 6wt npospaqnsiM (I'® PO°) IMpo3paqnmiti

4. pH Ot 6,0 10 7,0 (TP PO°, noTeHIHOMETpHYECKH) 6,8

5. Hannexaembili 00bEM, MA He menee Homunanssoro (TP PO*) 10,0

6. MexaHHYeCKHE BKIIOYEHHA

- BHAMMBIE MEXAHHYECKHE BIUTIOYEHHS Homken coOTBETCTBOBATEL TPEGOBAHHAM Coorserctayer
(T'® PO*, Busyansswiit) o o sonce 6
Cpeanee gHCAO 9acTHU pasmepoM 10 MM u Gonee He MKM H Gonee -

 HERHILHMES MeXHeckHe BrIOICHHA Zo/oxHo npessiiuars 6000 B onnol aMmyne, 8 cpeaHee Ha aMmyy
YHCJIO YACTHI pasMepoM 25 MkM U Gonee He JODKHO 25 MxM H Gonee -0 Ha
npessmats 600 B oxHoR amnyne (CD PO°, Meton 1) aMmyny

7. PoncTBeHHBIE NPHMECH:

- HOOKCAHTHH, FYaHO3HH CymmMapHoe conepxanue He Gonee 3,0 % or 0,3
HOMHHAIBHOTO COACPXAaHHA HHO3HHA (B3XCX)

- HHKOTHHOBAad KHCJIOTa He Gonee 3,0 % oT HOMHHATLHOIO COAEPXAHHA 0,2
HHKOTHHAMHJIA (BIXX)

- HEHACHTHHIHPOBAHHBIC MPHMECH CymMapHOe coiepaHHe OT CyMMH Tiomane 0,07
THKOB HHKOTHHAMH/A H HHO3HHA HE 0JDKHO
npesumars 2,0 % (B3%xX)

- MOMH(NABHH He 6onee 0,20 % OT HOMHHANBHOTO CONEPKAHHS 0
pubodnasuna docdaTa HAaTPHA (BINX)

8. BakTepHanbHHE 3HAOTOKCHHLI IpenensHoe conepxatue He Gonee 17,5 E3/Mn Menee 17,5

(T® PO’, MeTon A)
9. AHOMATLHAY TOKCHIHOCTD JloskeH OWITE HETOKCHYHLIM HeTokcHIHBIH
TP PD")
10. CreprnbHOCTS Jomken 661t crepuwnsinM (M PO’, meton Crepribasif
membpanHoH QUIBTPaLHH)
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11. KonrdecTBeHHOE ONpeeicHAE ot 0,0018 no 0,0022 r/mn C7H2NNaOsP 0,0020
(puGodnasuna pocdara HaTpHA)
(Crexpodoromerpns)
010,090 10 0,110 r/mn CHgO4 0,100
(mrraproit kucnoTsl) (BIXX)
or 0,1485 no 0,1815 r/mn C;H,;7NOs 0,1646
(Mermommna) (B3XX)
o1 0,0180 mo 0,0220 r/mn CioH12N4Os 0,0199
(uHo3uHa) (BOXX)
ot 0,0090 1o 0,0110 r/mMn CsHsN2O 0,0097
(umKkoTHHaMHIA) (BIXX)

12. Vnakoeka Mo 10 mMn B ammyns kopuuneporo crexna. Ha | Tlo 10 M B avmynax
aMITyJTy HaKJICHBAIOT 3THKETKY CAMOKIIEANTYIOCA. KOPHYHCBOTO CTCKIA.
Mo 5 aMmyn NOMEMAIOT B KOHTYPHYIO suefikopyio | Ha aMmyy Haknecha
YNAKOBKY M3 TUIEHKH MONHBHHAIXIOPHAHOH. m’:’mm“
KoHTypHYy10 fuecHKoByI0 YDAKOBKY | g o non g x om-}pu oft
TEPMOCKNEHBAIOT C TUIEHKOM TNOKPOBHOM MIM | oo onon YTIAKOBKE H3
¢oneroit amoMHHHEBOH, HIIH OCTABJIAIOT OTKPBITOH. | nngmey
1 wiK 2 KOHTYpHbIE A4eHKOBBIE YIIAKOBKH MOHBHHHTXIOPHIHOM,
BMECTE C HRCTPYKIHMEH Mo MPHMEHCHHIO MOMEIIAIOT | 1 xoHTYpHaA s4cHikoBas
B Mauky M3 KaproHa. 1A KOHTpO/JA MEpBOro | ynakoska,
BCKPHITHA GOKOBBIE KJIaNaHBl MAadKH MOryT ObiTh | TCPMOCKICCHHAA C
3aKICEHB C ABYX CTOPOH OJTHKETKAMH Hnm | "IEHKOH NOKPOBHOH, ¢
TEPMOCK/ICEHH. HECTPYKIBCi 10

MPHMCHCHHIO NOMCITICHA
B NAYKY K3 KAPTOHS.

13. Mapxnrpoexa B cooteetctaun ¢ TpeGosamuamu OCIT P N003135/01- Tpe6opanma

220319 cobmonetni

*. nefictyiomee H3nanue I'ocynapcreennoit ®apmakonen Poccriickod Qenepauun

3axmouenne: cootsercTeyer TpeGoannam OCIT P N003135/01-220319

Jlara priaun nacnopra: 03.12.2019
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PA3SPEINEHWE HA PEAJIM3ALMD

or 06.12.2019

lpenapaT, ¢opma BRINIYCKa

OUTOSJIABHH PACTBOD ANs BHYTPUBERHOT'O BBenenuss, 10 mn, R5,
Poccmiickas demepanmus

Cepusa 1171119
KomuuecTBOo mo KOHTpoOJAa 23 302 ynx
KonnuecTBOo nocse KOHTpoOJSa 23 232 ynk
N AHammTuueckoro nacnopra 951

AHaNMMS NPOMSBONCTBEHHON OOKYMeHTarm
Hocree Ha cepuo IpOBepeHo da
Hocree Ha cepuo onmobpeHo Oa

KpurTuueckue orxioHenns OTCYyTCTBYLT [a

Cepmua npoussemnmeHa u IIPOKOHTPOJIMPOBAHA B COOTBETCTBMM C JIMUeH3uelt
Ha IPOM3BOICTBO JIEKAPCTBEHHHX CpelncTB, TpeBorRaHMAMM
PerMCTPauMOHHOI'O nochke, TpeboBaHMaMm OpraHM3aumy NpomM3BONCTBA u
KOHTPOJIA KadeCTBa JIeKapCTBeHHHX cpencres (npaewmn GMP), a TakKkxe
MHEIMM TpeOOBaHMAMM HeliCTBYybmero 3aKOHODaATeNnbCTRA .

[Iponykumsa paspemeHna x peamsaumm

YTNoNTHOMOYeHHOe JIM1L0

Benyumit mHxeHep mno
KayecTBYy CrenaHoBa M.C.

(nomxHOCTE ) \“TEonnMCEJ 1 (pacumpporka nonnmci)

[lonoxenne o mnmue, OTBETCTBEHHOM 3a BHIIYCK cepum ( YHnojHOMOYeHHOM
JinLe Nno xkavecTBY), maTa yTB .05.12.2019
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