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CEPTH®IKAT AKOCTI Ne 1381-1

Haszpa niKapcbKoro 3acoly

HoMep peecTpaLiifHoTo TOCBIIYEHHT
Cuna Aii/akTHBHICT

Jlixapceka dopma

Posmip Ta THII IEKYBaHHL

Homep cepii

Posmip cepii

Jlata BIpOCHIITE2

TepMiH TPHIATHOCTI A0

TOpuy4Ha agpeca

HasBa AiTpHALL BHPOCHHIITBA T8 KOHTPOTIO AKOCTY

Afpeca HiNbHALL BHPOGHHLTRA T& KOHTPOIIO SIKOCTL

Mamit

UA/8478/01/01

11 (ml) posunHy MiCTHTB: MamiTy - 150,0 Mr (mg)
PosuwnH anst inbysiit

o 200 M1 y TUIAIIKAX

GS54/1-1

39 401 mT.

09.05.2024

05.2027

Yxpaina, 03038, M. KuiBs, BYIL M.Amocors, 10

ten. (044)275-01-08, (044) 281-01-01
BupoGHIIHI IOHIT dndysis TOB FOpis-dapm»
JlerapTaMeHT KOHTPOIIO axocti TOB «Opist-gapm»
Yxpaina, 18030, m. YepxacH, BYTL. KoBG3apchbxa, 108
ten. (0472) 71-00-98

Howmep ninensii Ha BHPOGHALTBO JIKaPCHKIX 3acobiB AB 598091
Ceprndixar GMP 087/2023/GMP
Ne XapaKTepHCTHKH AKocTi Buvorn HJL Meroan PesyanTaTi
3/n BHIPOOYBAHb
1 Ormme TIposopa Ge3bapBHa abo BisyabHIHA Bignopifae
371erka JKOBTYBaTa PiiNHa
2 | InenTHbixalis:
MaHIT o 2 M TperapaTy MEKSL Biamosigae
gozatoTh 0.5 M PO3THHY
mini (@T) cyapdary 18 0.5 M
POZUHHY HATPIIO TIAPOKCHIAY
P, 3'smIACThCA ACKPABO-CHHE
3a0apBIeHHs
Hatpiii TIpenapat Aac peaxuiio (¢) Iy 23.1 Bigmnosigae
1a Harpiit

YrBOprOETHCS GLIHH MESL
CHPHHACTHH 0Cal
TTpozopicTh [Ipenapar Mae OyTH Bigmnoeijae
TIPO3OPUM.

O6'eM, 1O BUTATAETHCA e MeHIIe HOMIHAIBHOTO
ob'emy

Bignosinae

‘OmriuHa IyCTHHA DY 2.2.2 Bignosigae
Niperiapary He MOBMHH
MepeBHILYBATH OTITHTHY
TyCTHHY eTajloHa Y+

Bix 5,00 mo 7,00

5,94
204,7

Ha THTpYRaHHS Mae TITH HE
vexmre 12,8 mr 0,05 M
POZUHHY HATPIIO
THOCYNB(ATY

)

1 o A R R
Bin 142,50 no 157,50 piley 22.6

145,61

- 1

TIpozopHii po3TiH, Y 2.9.20 Bignoigae
TPAKTHYHO He MIiCTHTh

BKJIIOUCHb.

3

4 | Crymius 3a0apBleHi

5 pH

6

7 | Penykytoul LyKpH

T

5
Brgumi
Heppanmi

O6'em Ginpire 100 Mi

| 0.3

Cepenrst KITBKICTD 9aCTOK 3 } DY 2.9.19

MaHiT, po34HH ALl indpysiit 150 mr/m no 200 My

%ﬁ% ol
Ls09

TULSITKAX CKIISTHHX GS54/1-1
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Ne XapakTepHCTHKH AKOCTI . Bumorn HJ MeTtoau PesyabTaTH
3/n pHNPOOYBaHb

poamipom 10 MEM 1 GLIBIIE meton 1 0,0

He TIepeBHIye 25 B OIHOMY

M 1 KITBKICTB 4aCTOK 3

poamipom 25 MKM 1 GlbIIe

He TIepEBUILYE 3 B OMHOMY

. Ml

R

Mz e
10 | CTepuibHICTh Burprmye BUIpoCyBanHs Ha oY 2.6.1 Bianosigae
CTEpHIBHICTD
11 | AHoMaibHa TOKCHIHICTE TIpernapat Mae OyTH DY 2.69 Bigroeigae
HETOKCHIHHNM
12 | HiporesHicts TIpenapaT mac GyTH DY 2.6.8 Binrnopifae
aImipOTeHHNM
BucHOBOK:

nikapebKuii 3acid Manit Bignosigae BAMOTaM HJI o PIL UA/84T 8/01/01

KomenTapi:

36epiraTH MpH TeMTIepaTypl He BHIIE 25 °C.He 3aMOpOXKyBaTH. Y BHIEAKY pUTAaHHS KPHCTANiB Ipernapar HarpiBaioTh Ha
BoJsiHi} OaH1 TIpH temriepatypi 50-70 °C. STKIO KpHCTaNH PO3YHHSIOTEC, PO3UIH CTAHE NPOSOPHM 1 IpH OXOJIOKEHHI 10

TeMIiepaTypH HIDKIE 36 °C KpHCTaNH He BUNARyTh 3HOBY, TIperapaT TpHAATHAMIT {0 BHKOPHCTAHHS. He3MOUyBaHHICTb
BHYTPIIIHBOL TOBEPXHi IDIAIIOK HE ABIACTHCA TIPOTHTIOKA3aHHAM JI0 33CTOCYBaHHS TIPeTIapaty.

LTum 5 3aC6104Y10, WO nasedena euije iHGopmanis € dOCMOEIpHOI0 i MOUHOIO. ITio cepiro HKapcoro20 3acoby 6yno
gupobaeno (BKHOHAI0HY nakysauuﬂ,éuap;gzaanuﬂ) BUPOGHUHUM JORIMOM «Ingpysiay TOB «FOpis-hapm» ma 1posedeHo
KOHMPOTL AKOCHH 6 denapmamermi KORMPOAO axocmi TOB «FOpin-hapm» ¥ nosniil 6i0noGioKoCHI 3 AIYeH3IUHUMY
BUMOZAMY WA NPABUTAMLU HauICOCHOT BUPOOHUHOT RPAKMUKY, GeManOBNeHUMIL HAYIOHANbHUM pezynAmOpHIM OPEaHOM, a
maxooic 6i0noeiono 00 cheyugikayill, o MICHANbCLY peecmpayitnomy 00ChE.

IIpomoronu cUpOOHUYMEA, NAKYEAHHA MA KOWMPOIO AKOCHE Gyno nepeananymo ma BCMAHOGNEHO GIONOBIOHICTb
JiyeHsiliHUM SUMOZaM Ma npasUIaMll HaNeXCHOL BUPOBHUYOT NPAKMUKIL

VrioBHOBKEH 0coba B ;
3 SKOCTI @y/ T.A. Apratiok 27.05.2024

TOB «JOpist-hapm»

MaHit, po3uyH Al indysift 150 mr/mi 1o 200 M y TUISIIKAX CRITHIX GS54/1-1
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