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TATMALEETIRA

CepTuduKaT KavecTea cepuu Ne 12699 o1 22.01.2024

MeTtdopmut JloHr, TabneTku ¢ NPONIOHIMPOBaHHbIM BbicBoGoxaeHuem 750 mr
TORTGELE HAUMEHOEZHHUE IeKAPCTEERHON NPEENAPATY, NEHAPCTREHHER QOPMR, AC3NPOBKA

PerucTpalMORHOE yoocToBeperue JIM-005288

Homep cepuun 181223

JaTa Ha4ana npoussoacTsa 11.12.2023

Konuyectso 4238 ynakosoK

AHaNU3 BLINOAHEH NO HOPMATUBHOMY AOKYMEHTY NN-005288-040322, nam.Nel

MeToa KOHTDOAA

HaumeHoBaHMeE NOKa3aTERS
HopmatusHoe 3HaueHue

Pesynbtat KOHTRONA

Onucasue OpradonenTMHecKUin
OBa/fIbHLIE [IBOAKOBLITIYKAbIE Tabnetku Benoro uawm OBanbHbIe 4BOSKOBINYKABIE T2BAETKM
noyTM Benoro LBETa ¢ PUCKOM T OZHOM CTOROHSI, 6en10ro LBEeTa C PUCKOM C OAHON CTOPAHbI,
npakTuyecku be3 3anaxa. npakTu4eck b6es aanaxa.
MoanusHOCTL BaMX
BpeMs  VAEPKMBAHWA  OCHOBHOTC — MMKa  H3
Xpomarorpamme WCNBITYEMOTO pacTeopa,
NpUroTOBAGHHOMO ans KO/IMHECTBEHHOTO CooTBercrayer

onpeaencHus, AO/MKHO COOTBETCTBOBATL BREMEHMU
YOEpMUBaEHAA OCHOBHOIMO NUXa H2 XpomaTtorpamme
CTE2HAapTHOro pacrsopa.

PacTeoperve [ PO, YO-cnekTpodoTomeTpmns
Ot 22 ao 42 % C4H11Ns HCI (meTdhopmuHa 35%
rMapoxiopuaa) sepes 1y,
O7 49 go 69 % CeHNs:HCl (meTdopmunta 68 %
rrapoxsopuaa) vepes 3 M.
He meHee 85 % C4H11NsHCl (MeThopmusa ' 100 %
ruapoxnopuaa) uepes 104,
PoacrserHbIe NprmecH B3HX
MeTdopmura npumeck A—He bonee 0,02 %; 0,005 %
EnuHudHan HeuaeHTUOUUMPOBaHHaR NpWMecs — He
Gonee 0,1 %; He ofBHapyreHo
Cymmia npumeceii — He Bonee 0,6 %. ) 0,005 %
OAHOPOAHOCTE AO3UPOBAHMA % P, cnocob 2
AV £ 15%. 3,0%
KonuyecTeeHHOS onpesenerue BIHX
0T 675,0 mr g 825,0 mr CaHyaNsHCl (meTdopmuna 772.0 mr
rMAPOXNOPMAA), CYMTaR Ha CPEAHIOK Maccy TabneTku, !
Mukpoburonorvyeckan YucToTa Kateropus 3A
0BLee 4Mc/10 33poBHbIX
MUKPOOPraHMamos 8 1r; He Gonee 1-10% KOE/ r/mn; Mewes 1-10*KOE
OBLee YUCAO APOHMKEBLIX U NECHEBbIX
rpwbosslr; He Bonee 1-10% KOE/ r/mn; Meree 1-10'KOE
Escherichiacolis1r. oreyTeTBUe 8 1 r/ma. OTcyTCTBYET
Ynakoska Mo 3, 5 10 Tabnetok 8 KOWTypHylo sAdeikosyio | Mo 60  Tabnetok 8 Banke w3
YNaKOBKY W3 MASHKM MOAMBURUAXNOPUAHOH, AuBO noAWaTUNeHTEPEPTENATS, YRYMOPEHHY
MASHKM KpBILKOW NMONMNPONWASHOBON € CUCTEMOW
NOAYBAHIAXNOPUAKON/MOAMBUHUANAEHXNCPYAHON «HaWKaTo-NOBEPHYTLH.
1 GONBIV ANIOMUHUEBON NEYaTHOW TaKNPOBaHHOMN, CeobogHoe NPOCTPaHCTBO B BaHke
Wnm no 3, 5, 10 Ta6rieToK B KOHTYPHYK AYSAKOBYK | 3aMONHEHO 8artoi MEAMLVIHCKOW
YNakoBKy w3 Matepuana KomOWHMPOBRHHOTO Ha TMFPOCKOMMYECKOH,
‘OCHOBE donsru (TpexchowHsId martepuan, | Ha Baxry HaKneeHa TUKETRA
BKAKOYADLWMY  anioMukvesylo GOAbTY, NAEHKY w3 | CaMOKNEAWBACA.
OpPUEHTUPOBEHHOTO nonvamuoa, | OpHa Bavka BMECTE € WHCTPYKUMeRh Mo
NOAMBUHUAXNOPHARYIO naeHKy) u onbr | MEAUUMHCKOMY — NPUMEHEHMID  {/IMCTOK-
3MOMWHKEBQM NEYaTHON NaKUPOBAHHOA, SKA2AbIW) NOMELUEHS B KAPTOHHYID NaqKy.

Way no 10, 20, 30, 40, 50, 60, 90, 100 wwm 120
TabneTok B GaHKy w3 noavaTuneHTepedTanaTa wiw
BaHKy MOMMNOONUAEHOBYIO, YKYNOPEHHYIO KPbILWKOHA
13 MONUSTUNEHA BbLICOKOTO A3BNEHMA C KOHTpOnem
nepeoro BCKPBITUR wiu KPbILKOH
noaunponuaeHosoi (= cUCTEMOM KHAMATL~
NOBEPHYTLY, UK KPBIWKOH M3 NONUITUIEHE HWUSKOTO
[3BNCHMA C KOHTPOJIEN NMEPBOTO BCKPLITUA. |
[onyckaercs ceobogHoe npocTpaHcTeo B Bakke ‘

Odopmnero: Mapsuna U.B, Crpanuua; 1 uz2
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CAPMAUETTMRA
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Nuuensus Musicrepcrsa MpombilunensocTy u Toprosau PO Ne 00072-/1C

3aMONHATL BATOM MEQMLIUHCKONA.

Ha Barky HaKnenBaIoT ATUKETKY CaMOKNEALLYIOCS.

1, 2,3, 6,9, 10 wim 12 KOHTYPHbIX A4EHKOBbIX
YNAKOBOK MKW 04RY BaHKy BMECTE € MHCTDYKUMEN no
MEAWLAHCKOMY — TPUMEHEHUIO  (NMCTOK-BKNaasiw)
NOMEUIZIOT & KAPTOHHYI0 Nayky.

MapKk1poBka

Ha KoWTypHoli AyeiikoBoW ynakoske (Bauctepe)
YKa3bIRaT TOprosoe HaUMEeHoBaHue
NEKapCTBEHHOTO  Mpenapata M mMexayHapoaHce
HEMaTeHTOBAHKO® HaUMEHOBAHWE, SIEKAPCTBEHHYIO
dopmy, [HO3UPOBKY, HAWMEHOB3HWE [aEpKaTens
PErMcTPaALMOHHONO YAOCTOBEREHMA W HaUuMEHOBaHMe
NPOM3BOAUTENA NEKapCTBEHHOMO Npenapata, HoMep
cepum (BKMIOHANWMI MECAL W rog NpoM3soacTsa),
A3TY UCTEYEHUA CPOKA rOAHOCTH (MECALL 1 roa).

Ha  aTuxerke  BaHku  yKasslgaloT  TOprosoe
HaMMEHOBaKUE  NEKapCTBEHHOTO  npenapara #
MEKAYHIPOAHOE HEMATEHTOBAHHOZ HAUMEHOBaHKE,

nexapcTeeHHylo  GopMy, M[O3UPOBKY, KOAMYECTBO
Tabnetok B Gadke, cnocob npumenenua: «0ns
NMpUema  BHYTPb», HEWUMEHOBaHWE  [epMaTens

PErYCTPALMOHKOrO YAOCTOBEDEHWA N HaMMEHOBaHKe
Npou3BOANTENA NIEKZPCTEEHHOrO NPENapara, AoroTun
NPON3BOEUTENS, dapm-xog, Homep cepun
{BrAlOUAOWMIA MecAL, Y ToA Mpou3soacTsa), Aaty
UCTEYEKWA CPOKa rogHocTy (rofen Aot Mecal, v rog),

Ha KapToHHOH ynaKoBKe (nauKe) yKa3bisatoT TOProgoe

HauMeHOBaHUE  NEeKapCLTBEHHOro npenapara n
MeXAyHapeAHOR HEMaTeMTOBaHHOE HaMMEHOBaHMe,
HaMMEHOBaHKe Aepwarens PErncTpaumoH=oro

YOOCTOBEPEHMA W HaUMEHOBaHME NPOWIBOGUTENR
NIeKapCTBEHHOrO NPENapaTa, aApec NpoM3BoAUTens
flekapcrseHHOro npenapara (crpawa, obnacts, ropag),
3/IEKTROHHbIA aapec W calT npousBoAUTens, agpec
AepHaTens  PerncTpauyoHHOrO  YAOCTOBEpEeHMA
(ctpana), nekapcTeeHHy  OpMY,  403MPOBKY,
KONMYecTBO TaBNeTOK B yNaKoBKe, uHOOPMAELMIO O
COCTaBE NEKaPCTBEHHOrO Npenapara (HanmeHoBaHue
AGWCTBYIOWErO BRLECTBE M  €r0  KO/AUNECTso,
nepeyeHb BCNOMOraTe/IbHbIX BELECTR), HOMEP Cepuy
(sxntouaroumit mecAy w rop npowssogcTsa), Aary
UCTEYEHUS CPOKA FOAHOTTY (FOAEH A0: MECAL 1 roa),
YCNOBWA XpaHenun, cnocob npumexenms: «fns
NQgUEMa  BHYTPb», YCAOBMA  OTMYCKA, HOMEP
PErMCTPELMOHHOTO yAOCTOBEpEHNS, JIOTOTUN
npou3BogMTena,  Qapm-Kog,  WTPMXOBOM  Kopn,
L8YMEPHBIY WTPUXOBOM K04, € NOAHON MM YACTUYHOM
paclumdpoBkoit nMHOOPMaLMM, COARPMALLEHCA 8
ABYMEPHOM WTPKMXOBOM KOAE uan Be3 Hero, «CMoTpu
MHCTPYKUMIO N0 MEAUUMHCKOMY  NPUMEHEHWIO
(nucTor-8KAaAbIL)Y, «HE NPUMEHSATS MO WCTEYSHUM
CPOKE rOAHOCTW®, «XPaHUTs B HEeJOCTYNHOM AnA
AeTel mecTen.

[OnoNHWTeNEHO HAa KapTOHHOM ynakoske (nauxe)
Ay6AvpyeTca TOProBoe HaMMEHOBaHWE W A03MPOBKA
C UCNoNL30BaHMEM WpnudTa Bpaiins.

Ha s3TukeTke GaHku yKa3aHo: Toprosoe
HaUMEHOBaHWE IeK3PCTBEHHOIO Npenaparta v
MENAYHEPOAHOR HenaTeHToBaHHo:
HaMMeHOBaHWe, NeKapcTeeHHan  dopma,
[A03MPOBKA, KOAW4ECTBO Tab/ieTok 8 BGatke,
cnocob npumereHua: «nn npuema BRYTpLY,
HaUMeHOBaHWe AepwaTens

PErucTpaLmMoRHaro yaocToBepeHua ]
HauMeHoBaHue npou3soauTENA
NIeKEPCTBEHHOTO npenapara, oroTrn

npoussoauTens, $apm-kon, HOmMEp cepuy
(BratovaroWMid mecay n rog npoussoAcTsa),
£aTa MCTEYRHWA CPOKa FOAHOCTU (FOAEH AD:
Mecal 1 roa).

Ha KapTOHHOW ymakoBke (nauke) yxasaHo:
TOPrOBOE HaMMEHOBAHUE JIEK3aPCTBEHHOMO

npenapara u MexayHapoaHoe
HEenaTeHToBaHHOE HaliMeNoBaHWe,
HanMeHoBaHue LEPHATENA
DerucTPaLMoOHHOro YOOCTOREPERUA u
| HaumeHoBaHue MPOU3BOAUTENS
eKapCTBEHHOTO ripenapara, agpec
NPOX3BOAUTE/IA NEKAPCTBEHHOrO nMpenapara
(cTpawa, obnacts, ropoa), SNEKTPORHbLIA
agpec ¥ CaiT NpOM3BOAWTENA, aapec
Aepyarens PerucTpaunoHHoro
YAOCTOBEpEHMA  (CTpaHa), nexapcTeeHHas

dopma, A03UPOBKa, KONMHECTBO TabieToK B
yrakoake, vwHbopmauma (o] cocTaee
NleKapcTBeHHOro npenapata (HavmeHosaHue
AeHCTBYIOWEero BEIWECTBa U ero KONWYeCTeO,
NepeqeHs  BCMOMOraTeNbHBIX  BellecTs),
HOMEp Ccepur (BKAYIIOWMEA MECAL ¥ rog
npow3BoACT8a), /JaTa MCTE4eHWA  CpoKa
TOAHOCTW (rodeH Ao MECAL, U roa), Yenoeus
Xpawenwa, cnocob nmpumesenus:  «[as
NPYEMa BHYTPbY, YC/IOBUA OTNYCKa, HOMER
PeruCTPaUMOHHOrC YAOCTOREPEHWA, AOTOTUN
npoussoauTens, Gapm-Koa, WTPUXOBOH Koa,
ABYMEDHBIM WTPUXOBONW KOA C 4acTM4HOM
pacwudposKkoi uHbopMaLK,
COAEPHAWENACS B ABYMEDHOM LWTDUXOSOM
Kope, «CmoTtpu MHCTPYRUMO no
MEAMUMHCKOMY — NPUMEHBHMIO  (AMCTOK-
BRNAALIW)Y, «He NpUMEHATE MO WUCTEeYEHWMM
CPOKa FOAHOCTHY, «XPaHWUTL & HEOOCTYNHOM
Ana perel mecten.

AONONHUTENEHO Ha  KapTOHHOM  ynakoske
(nauxe) npolyBaMposaHb TOprosoe
HauMeHoBarKue “ NO3MPOBKE e
1cnonbsoBaHuem wpudra Bpaina.

CpoK rofHocTH

3roaa

lcaer zo: 11/2026

XpaneHue

Mpwv Temneparype He saiwe 25°C.

3aKknoueHue: CWT/ He cooTBeTcTBYeT TpeboBannam JIM-005288-040322, Mam.Nol

(HeobxoaumMoe roauepKHYTS)

Odopmneso: Mapsuna Y.B.

Hauyanskuk OKK:

Crpannua; 2 u3 2



