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PerucTpalliOHHbLIH

nomep JI[1-000754

HaunMeHoBaHHe
roxazaresnei

Tpebosanus JIM1-000754-131216, u3m. 1

Pe3ynpTaThl
HCNBITAHHHA

1

2

3

Onucalue

Kpyrabie naocKOUHNTHHAPHUCCKHE Tabnerku Geno-
ro wan rnouth Oenoro useTa c (ackoi

Kpyrnsle NIOCKOLH-
JIHHAPUYECKHE
TabneTKH MOUTH
Gesioro LBeTa c
(backoi

[T ATHHHOCTD

Bpemst ynepKHBaHHsA OCHOBHOTO MHKa Ha XpoMaTo-
rpaMme MCIbITyeMOoro pacTBOpa, NPHrOTOBJIEHHOrO
Jns OmpejesieHus IOCTOPOHHHX npUMeced MeTo-
nom BIXX, nomxHO COOTBETCTBOBATE BPEMEHH

ylep)kMBaHHsS OCHOBHOrO MHKa Ha XpoMmarorpamMme
pacTBopa 2 CQ meTonposiona Taprpara

COOTBETCTBYET

Y crexkTpsl TOMJIOLEHHS HCMBITYEMOTO pacTBOpa
u pactsopa CO meronposoa TapTpaTa, NpHroTos-
eHHbIX IS OMpeae/eHHH pacTBOpEeHHA, B obnacTH
ot 220 Hat 20 350 HM JOMKHBI HMETh MAKCHMYM H
MWHHMYM TIDH OZIHHX ¥ TeX e ANHHAX BOJH

COOTBETCTBYET

TIsTHO Ha XpOMATOrpamMMe HCMBITYEMOro pacTBopa

(touka B), NpHroTOBIEHHOrO IS ONpeneneHns Imno-
CTOPOHHHX TPUMECEH, 10 NONOXKEHHIO, OKPAcKe H
BeHUIHE JONKHO COOTBETCTBOBATD MATHY HA Xpo-
MaTorpaMMe pacTBOpa CpaBHeHNA 1 (Touka B)

COOTBETCTBYET

KauecTsenHas peakuus «b» Ha TapTPaThl: OKpaulH-
paHue pacTBopa B BHLIHEBO-KPACHbIH UBET

MoJoXKHTENbHAA

He menee 70 % (Q) uepe3 45 MHH

93

TCX: Mioboit npimecy - He Gonee 0.5 %,
cyMMapHo - He bonee 1,0 %.
Jlonyckaercs opeosl y MHHHH crapta (nnauebo)

meree 0,5

mexee 1,0

BXKX: IMpumecn «C» - ne Gonee 0,3 %.
TlioGoit HeraeHTHPHUNPOBAHHOH PHMECH -
e Gonee 0,3 %,

ne 6onee 0.5 %

0,01

e MeHee 0,05

Q
4
%Hee 0,05




(9) 10866/114 -21 r.banawunxa, mukpopaiion CanteikoBka, HocoeuxuHckoe wocce, enageHue 253, 1 atax, noMmeweHue N°1 000 |

ApxuMFﬁ&uueH

MEHOBaHHe TpebGosauus JIN-000754-131216, uaMm. | Pesynbratel
nokasarenes HCMBITAHK

) 2 3

Muxpobuonoriueckas

_____ Luperorg e Leppemapaegs  E a2
odulee uncno aspolbubIx
MHKPOOPraHH3MOB; He Gosnee 10° meHee 10
oflLee YHCI0 APOROKEBBIX H
ecHeBbIX rpHOOB; He Gonee 10° Menee 10
Escherichia coli OTtcyTeTaHe OTCYTCTBHE
OAHOPOAHOCT AVL15,0% 4,9
JIO3HPOBaHHA
KonuuectBenHoe Ot 46,2 no 53,8 Mr meTonponosna Taptpara, cuuras | 50,3
OlIpeeNeHHe Ha Cpe/IHIOI0 Maccy TabneTKu
YnakoBka [To 10 TaGneTOK B KOHTYPHYIO A4EHKOBYIO YMAKOBKY H3

NAEHKH NOMTHBHHWAXIOPHAHON U GONLIH ATIOMHHUEBOH
ne4yaTHOH NaKHPOBaHHOM.

2,3, 5 uan 6 KOHTYPHBIX AUEHKOBBIX YTAKOBOK BMECTE C
HHCTPYKLUHET N0 NPHMEHEHHIO B NauKe H3 KapToHa.

10 TaGneTok B KOHTYp-
HOH sveiikoBOH yna-
KOBKE. 3 KOHTYpHbIE
aueiKoBble YNAKOBKH
C HHCTPYKUHWeH B nau-
Ke KapTOHHOH

Mapxuponka

1) Tleppuuuas ynakoBra JeKAPCTBCHNOro mnpena-
paTa.

Ha kouTypHOil sueHKkoBOW YNaKkoBKe yKa3blBAalOT Ha-
HMEHOBAHHE NPEANPHATHA-NPOH3BOLHTENA H €ro TOBap-
HbIH 3HAK, TOProBoe HaMMEHOBAHHWE JIEKapCTBEHHOTO
npenapara, NeKkapcTBeHHyto opmy, A03HPOBKY, HOMED
CEpPHH, CPOK FOAHOCTH.

1) Bropnunan ynakoska.

Ha nauke 1 3TUKeTKe rpynnoBoil YNakOBKH YKa3biBalOT
HAKMEHOBAHHE NPEANpPHATHA-NPOH3BOAHTENSA, €ro TO-
BapHbIi 3HaK W anpec, TenedoH, (Gaxe, INEKTPOHHLIA an-
pec, TOProBoe HAWMEHOBAHHE JIEKAPCTBEHHOro npena-
pata, MeX<AyHBpOAHOE HENaTeHTOBAHHOE HAWMEHOBA-
HHe, Ha3BaHKe H CoAEpKaHHC JEﬁCTBYIOUICFO geulecTsea
B 0aH0i1 TabneTke, NekapcTBeHHY0 Jopmy, A0IHPOBKY,
konuuecTso TabJICTOK B YMAKOBKE, YCAOBHA OTNYycka,
yeaosist xpanenus, «[lna npuesma BHYTPLY, «[prme-
HATH NO HAIHAYEHHIO BPaYan, « XPaHHTL B HEAOCTYMHOM
ans aereil mecten, «0era -aapeHobNOKaTOP CENEKTHB-
HLIHY, HOMEpP PErHCTPaLMOHHOrO YAOCTOBEPEHHS, HO-
Mep CepiH, CPOK TONHOCTH, LUTPHUXOBOH KOA.

Ha nauke 10NyCKaeTcs HAHECEHHE CPE/CTBA HAEHTH(H-
KALLHH.

Ha sTHKeTKe rpyninoBoi yNakoBKH JA0MNOJHHTENbIO YKa-
3bIBAIOT KOIHYECTBO Nayex.

COOTBETCTBYET

B 3auiiuieHHOM OT CBETa MECTe NpH TeMrepatype
e soiwe 25 °C

COOTBETCTBYET
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