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Cneuud)ukauua Ha HCXOIHBIC MATCPHATTBI

A CJIC-KO-14-0314-05

nn Crp.l w3 4
Jlara BBesieHus C: BeoauTtcs Blame: Jleicrayet 81 - H3aLHA
M A2 2004 CINC-KO-14-0314-04 | Gecepouno
or 27.03.2017
MAINPOTUJIMHA THIPOXJIOPU /L
Maprotilini hydrochloridum
MAPROTILINE HYDROCHLORIDE
KonTpoas kayecrsa no H/L Pb 1121C-2017
Cocrasnan Coraacosajn Yreepani
JlomkHocTs: XuMHK | Kareropuu JomxHocTs: Hasansiuk OKK JIO/KHOCTE: 3am -
AJl _y | ro AupexTopa no w / f
HMO®: M.B.baGxanuesa HO®: O.B3eysxp ,» /| HO®: T.B. Mpb
Moanucs: HOLO\L Moanmes:\ [Moanuce:
Jlata: 28 42 2025 Tlata: D0.42. A02 5 Jlata: 0. -( 202._‘)F

Jlonxuocts: mukpoGuonor I1 kare-
rOpHH /]

JIOIKHOCTE: 3aMECTHTE L HaYallb-
Huka AJl

HO®: HAManeirwwa  , ,

IMoanucs:

HO®D: B.O.Parngkora
INoanuce:
Jlata: 28 H2. A025

Java: 28 {1 2025

JomxrocTs: Havansppr MBJ1

HOD: C.B.I' 2
[Moanucs:
Jlata: 19 42 20625

JomkHocTs: HavanbHHK OCuP

HOD: O.A.Bpem

Moanncs:  {

Jlata: 29 42 2025
JloaaHocTs: HavansHuk O3
HO®: U.A Ho B
Toanucs: e —

Jlata: ¢/ 240 42 20245
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CrieundpHKaums Ha HCXO/IHBIE MATEPHAIIbI

~CJ1C-KO-14-0314-05

SK3IeMNNAp

Crp.2 n3 d

2.2 *[lommmHHOCTD
(naenTHDHKAIMA):
A. AGcopbumnonnas
criekTpooTOMEeTPHS

-B ynbTpaduoneTo-

BOW M BHAMMO#H 00-
nacrtax

B. AGcopbunonnas

crniekTpodoToMeTpHS
B HH(pakpacHOH

obnacTH

C. Toukocnoitxas
xpomarorpadus

D PBII, 2.2.25

F®PBII 2.2.24

e PBII, 2227

Pasznen «[loummHAOCTL
(unenTHdukanus) A»
HAPB 1121C-2017

Paznen «llouymunocTs
(naenTudmkauns) By
HAPB 1121C-2017

Pasnen «lTopnunuocTs
(unenTrpukanus) Cr»
HAPBE1121C-2017

Ne [MapameTpsi Meronast Meroauku KpuTepnu npueMaemMocTH
n/n KOHTPOJISA HCTTBITAHH I
] [Tpumenenne - - Manporunus, TabneTky, NoKpbl-
Thi¢ IJICHOYHOH 060M0uKO#H, 25 Mr
s Pb
2 Haumenosanue no-
KasaTe/ieH KayecTna:
2.1 Onucanne BusyanbHblit COIT-KO-14-102 Benpiit uan nourn Genwit KpucTan-
(cBodicTBa) F'OPBILS5.11 Pasnen «Onucanune JIHYECKHH NMOopoILOK.
(cBoiicTsa)» Mano pacrtsopuM B BOJE, J€rKo
HAPB 1121C-2017 pacTBOPHM B METaHOJIE, PaCTBOPHM

B 96 % cnupTe, YMEPEHHO pacTso-
PHM B METHJICHXJIOPHIE, O4EHb Ma-
JI0 PaCTBOPHM B alleTOHE.

A. B unrepsane umH BosH o1 250 HM
a0 300 HM pacTBOp HMEET MHHHMYM
nornomenns npun 268 uM. Makcu-
MyM moriouenus or 265 am 10
272 um. OTHOWEHHE ONTHYECKOH
IUIOTHOCTH NpH 272 HM K onTHYe-
cko#t mIoTHOCTH npH 265 HM co-
crasnser ot 1,1 no 1,3.

B. Hudpakpacubii cnextp npo-
MycKaHus HcneiTyeMoro obpasua
JO/DKeH COOTBETCTBOBATH HH(pa-
KPacHOMY CHEKTpY MpOIMyCKaHHA
CO ManmpoTHJIHHA THAPOXJOpPHAA
(EP CRS)

C. Ha xpomarorpaMme HCHbITye-
MOro pacTBopa OOHapyXuBacTCs
OCHOBHOE MATHO, COOTBETCTBYIO-
[iee Mo pacrioioKEeHHIO H pasMepy
OCHOBHOMY MNSATHY Ha Xpomaro-

rpaMMe pacTBopa cpaBHeHHS ().

D. Peakuus (a) Ha I'd PBII, 2.3.1 | Pazzgen «[Tommmunocts | D. Peakuus (a) Ha X10pHab!

XJIOpH/ILI (nnentndukanus) D»
HAPB 1121C-2017

2.3 Ilpo3paynocTh '@ PBII, 2.2.1 | Pasnen «[lpospauynocte | PactBop S nomxen GuiTh nmpo3pay-

pacTBopa pacTBopa» HBIM

_ HA Pb 1121C-2017

2.4 lsernocts pact- | '@ PBII, 2.2.2, | Pasnen «l{BeTHOCTB Oxpacka pactBopa S n0mkHa OBITH

BOpa meron Il pacTBopay He uaTeHcHBHee Jranona BY ¢(KXK)s
HA PB 1121C-2017

2.5 Conyrcrsytomme | '® PB 11, 2.2.29 | Pasgen «Conyrcrsyio-

MPHMECH: LIHEe NPUMECH»

- npuMech A HIAPB 1121C-2017 He Gonee 0,20 %

- npumech B He Gonee 0,20 %

- npumecs C He 6onee 0,20 %
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CHCUH(‘)HKBUM Ha HCXOHBIE MAaTEPHAITBI
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-KO-14-0314-05

aKaemMnnAp ¢

Juzd

NPH BICYITHBAHHH

2.10 Cynsdarnas
3011a

2.11 ***N-uurpo3o-
‘Manpomnuu

2.12 KonuyectTseH-
HOE Onpeae/ieHHe

2.13 Mukpobuosno-
rHYecKas YucToTa:
- obuiee KONIHYeCTBo

®PPBIL24.14

FdPBII 2.2.20

I'® PBII,
2.6.12,2.6.13

ce MpPH BHICYLIHBAHHN )
HJIPB 1121C-2017

Pasnen «Cynbdarnas
30718

HJIPB 1121C-2017
Mertoauka npou3Boau-
Tens

Pasznen «Konnvecrsen-
HOE ONpeaeIeHHE)
HJAPB 1121C-2017
MeTtoauka ueneIraHuii
AM-12-0314
COIT-KO-12-197

Ne [MapameTpsi MeTtoasl MeTtonuku Kpurepun npuemaeMocTH
n/n KOHTPOJIA HCTBITAHKA
- npumecs D He 6onee 0,20 %
- npumecs E He Gonee 0,20 %
- mobas apyras He 6onee 0,10 %
npUMech
- CyMMa npumecei He 6onee 1,0 %
2.6 Octatouynoe ko- | '® PB 11, Paznen «Ocrarounoe I'OPBIL 54
nuYecTBo opranuye- | 2.4.24,2.2.28 KOJIHYECTBO OpraHuye-
CKMX pacTBOpHTENCH: CKHX pacTBOpHTEICH»
- AleTOH HJPB 1121C-2017 He Gonee 1000 ppm
- n300yTanon He 6onee 1000 ppm
- CyMMa aleToHa M He Gonee 1000 ppm
n3obyranona
2.7 Taxensie metan- | [® PBII, 2.4.8, | Paznen «Tsokenwie me- | He Gonee 0,001 % (10 ppm)
bl meton C TALTBIY
HI PB 1121C-2017
2.8 **lannaaut I'® PBII, 2.2.22 | Pasaen «[Tannamnity He Gonee 0,001 % (10 ppm)
. HAPB 1121C-2017
2.9 Ioteps B macce | '® PBII, 2.2.32 | Pasnen «[Toreps 8 mac- | He Gonee 0,5 %

He 6onee 0,1 %

He 6onee 0,08 ppm

Ot 99,0 % no 101,0 % B nepecuere
Ha CyXO€ BElIeCTBO

I'oPBILS.1.4

aspobos (OKA) 10° KOE/r

- ob1mee KoJIH4ecTBo

rpubor (OKI") 10 KOFE/r

- Escherichia coli OtcyrcrBue B | r

3 O16op npob - B coorsercTBHHM cO -
CTaH/IapTHOH onepaiH-
OHHOM Mpoueaypoi:
COI1-KO-12-024;
COI1-KO-14-057
4 O6bem KoHTPOIIB- - - AJl:

HO#H npoOs! apxuBHbIH obpazen — 17,0 r
naboparopusii obpaszer (CBK) -
180r
naboparopHsii ob6pasen (CXH) -
70r
MBJI: 20,0 r

A
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Creunduraums Ha HCXOAHBIE MATEPHABI (FKO-14-0314-05
I aksemnnap Cfp4 w4
Ne [TapameTpsl MeTosi Metoaukn Kpurepun npueMaeMocT#
n/n KOHTPOJIA UCnbITaHui
5 Yenosus xpaHeHHs - - B 3ammiieHHOM OT CBETa M BJIAru

MeCcTe, B repMETHYHOM KOHTEHHepe
npu Temneparype He Bbime 25 °C

6 | Cpok roanocTu - - 5 ner

7 Ynakoska - - [TonuaTHNeHOBLIE TMAKeThl, TMoMe-
HICHHBIE B TIOJIMITHIICHOBLIH/AMO-
MHHHEBBIH/TIOMNPONTHICHOBbIH
(ONBrHpOBAHHBIA MAKET, BIOKEH-
Hbi¢ B KapToHHBIC Gapabaubl

8 HU3rotosurenn - - Olon S.p.A., Utamus

9 Kon - - 120166

*Ucneitanus NMOUTMHHOCTH M3 KaXIOH YNakoBOYHOH CAMHHIIBI

nepea BblAayeHd B IMPOH3BOACTBO

nposoauts cornacio COI1-KO-14-056 meromom I'® PB II, 2.2.40 Cnextpodoromerpus OGnuxHero
uHppakpacHoro auanazona mibo I'® Pb 11, 2.2.48 Pamanosckas cnekrpoMerpus. Kpurepuu npuemiemo-
cth: «CriekTp McnBeITyeMoro ofpaszua Jo/mKeH COOTBETCTBOBATh CNEKTPY MANpOTHIHHA MHAPOXIOPHIA,
BHeceHHoro B 6ubmoreky crnektpoB BUK-ananusaropa nubo cnekrpomerpa kosedarenbHoro (paMaHos-

CKOr'o) paccestHusi».

**KavecTBO rapaHTHPOBAHO IMPOH3BOIUTENIEM.
*** lononaurensHoe Tpebosanne OAO «b3MIT». KauecTBo rapaHTHpOBaHO ITPOH3BOJAHTENIEM.




