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Paapememle HA BLINYCK H BBOA BT amaﬂcmuﬁ 060p0T
1L-040000887021 / 5020
HanmeHoBaHHE JeKAPCTBEHHOr0 Npenapara Aj1g MeAHUHHCKOro NpHMEHEHHA: |
Cyasdacanasua-EH (Cyasdacanaznn) TabaeTKH KHIIEIHOPAaCTBOPHMBIE, NOKPLITHIE IIEHOYHOH ‘
060104K0i, 500 Mr (6mcTep) 10x5 (na4yKa KAPTOHHAN)

‘ Cepus: TI'oxen no: Poinok: l Koan4ecTBO YHIAKOBOK:
g 192641 12.2024 RU | 9.306 .

Cepus TeKapCTBEHHOTO TIpenapara Obl1a IpOK3BeAeHa B COOTBETCTBUM C NMLIEH3Mel Ha IPOU3BOJCTBO
JIeKapCTBEHHLIX  CPEACTB, TPeDOBAHHAMHU PEruCTPAlMOHHOrO  I0CKE, tpeboBanuamu  [IpaBui
Haiekauweil  NpOU3BOACTBEHHOM  IPaKTHKH (yrepxaensl  [Ipukasom MuHuCTEPCTBA
[(POMBILINIEHHOCTH ¥ TOPrOBIX PD or 14 mons 2013 r. N2916), a Takke HHBIMH TpeboBaHHAMH,
yCTaHOBJICHHBIMH HOPMATHBHBIMM IPABOBLIMM aKTaMH Poccuiickoii @ejiepallvy H CTpaHbl SKCNOpTEpa.

HopmatupHnas qokymenrtausi:  II N015099/01-180717, uzm. Nel (-021017), u3m. Nel (-300118),
M. Ne3 (-251218), u3m. Ned (-210519), u3m. Ne5 (-270319)

[Macnopt Ne: 040000887021 ot 02.04.2020 1.

[IpoayKuns paspeniena K BLIMYCKY H BBOIY B rpaskIaHcKnii o6opot 03.04.2020 \ X | L_J
Hara JA HET

Anastasiya Laeva
7 Ams 1 Gavians

Y1oJJHOMOYEHHOE JIHIIO
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HaumeHOBaHHE PO KIHH:

YakoBka
Kox:

Homep cepun:
KommgecTro:

Ne cepuH akTHBHOIO KOMIIOHEHTA:

JlaTta U3roTOBJICHH:
l'onen no:

Jlara BBIOA4H I1acIOpTa:

Ayanuz BEINONHEH I10:

Hcrpa, 02.04.2020
CTI’) 1/2

IMacnopt Ne 040000887021

Cynstacanasun-EH (Cynedacanasun) rabaeTku

KMITETHOPACTBOPHMBIE, TIOKPHITHIE ITIEHOUHOH 060JI0UKO,

500 mr

(6muctep) 10x5 (mauxa KapTOHHAS)

7C5396
192641
9.306 1.
192641
12.2019
12.2024
02.04.2020

I1N015099/01-180717, usm. Nel (-021017), u3m. Nel (-300118),
u3m. Ne3 (-251218), uam. Ned (-210519), u3m. Ne3 (-270319)

HammeRoBaHHe TpeGopaHEA HOPMATHBHOH Pe3yibTaThl aHANH30B
nokazaresei AOKYMEHTANHH | |
Omnucanue Kpyriible OBOAKOBBINyKIble TabneTkd co | Kpyriible NBOAKOBBITYKIIbIE TabeTky |
CKOIIEHHBIM KpPaeM, IOKPHIThIE 060I09KOM OT | CO  CKOIUCHHBIM KpacM, MOKpBIThIE :‘
ENTOTO JI0 KOPHYHEBATO-KENTOro LBeTa C | 0000YKOH  KOPHYHEBATO-AENTOrO
XapakTepHplM  3amaxoM. Ha  u3noMe | uBeTa C XapaKTEPHBIM 3aIaXxOM. Ha
IIEpOXOBaTas Macca OT OpPaHXKeBOro [0 | H3JIoMe LiepoxoBaras macca
KOPHYHEBATO-OPaHyKEBOro LBeTa. KOPHMHEBATO-0PaHEBOro LIBETA.
TToanmHuHHOCTS VY@-criekTpbl MOMJIOLIEHHA  HCIMBITYEMOTO IToaTeepikaeHo
pacTBOpa M pacTBOPa CTaHAapTHOro obpasua
B ob6nacTd wmH BoaH oT 200 M no 400 BM
JIO/KHBEI UIMETH MAKCHMYM W MHHHMYM TPH |
OJHHX H TEX K€ JUTMHAX BOJH. i
PacTBOpeHue - He o6onee 10 % C1sH1aN4OsS 0%-0%

(cynspacanazuHa) yepes 2 4 B 0,1 M
pacTBOPE XJIOPHCTOBOJOPOIHOH KHCIOTEL.

Cpensee 0 % ;

- He wmenee 85% (Q) CisHiaNzOsS
(cynbacanasina) B pacTBope (ocharHoro
6ydepa, pH 7,5 uepe3 60 MuH.

96 % —99 %
Cpenuee 98 %

PojicTEEHHBIE TIPHMECH - Emunauranoit npumecH — He Honee | %. 0,84 %
- Cymma npumeceit — He Hoaee 4 %. 1,57 %

Crobopnnas canuuuioeas | He 6onee 0,5 %. <=0,05%

kuciora, %

Cyabdranupuaun, % He 6onee 0,5 %. <=0,05%

Mukpobuosornueckas ['® XIII, kateropus 3A. CoOTBETCTBYET

YHCTOTA

OpmHOpOIHOCTH Koadduunent npuemnemocty ve 6onee 15,0. 29

JO3HPOBAHUS

KonugectseHHoe He menee 95,0 % u He Gonee 105,0 % 100,1 %

omnpezeseH1e cyiabacanazuna (CisH14N4O58) oT s
3a4BIEHHOTO KOJTMYECTBA ;

YnakoBka Tepeuynas ynakogra: Hepauunan ynarvosxa: :

| ANOMHHHEBOH (ONBIH.

no 10 Tabnerox B 6maucrepe uz IIBX/

ITo 10 Tabnerok B Gnuctepe u3 [IBX/ |
AMFOMHHHEBOR (OJILIH.
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Bmopuunas ynaxoska: BmopuuHas YNAakoska:

no 5 6ncrepo mnomemawT B madky | Io 5 61uCTEpOB MOMELEHBI B MAYKY
KAPTOHHYIO BMECTe C MHCTPYKUMell IO | KapTOHHYIO BMECTE C HHCTPYKIIMEH
NPHUMEHEHHIO. 110 IPHMEHEHHIO.

MapkupoBKa Ha nepauynoti ynaxoexe _(6nuemepe) Ha | Ha nepsuyHol YyIaKoare (oqucmepel
DYVCCRKOM S3bIKC VEAZLIGAIONT. HA DYCCKOM A3BINE YRA3ZAHO!
TOProBoe HaMMEHOBaHHE npenapara, | TOproBoe HauMEHOBaHHWE Iperiapara,
MEeXITyHapOIHOE HelaTeHTOBAHHOE | MEMXCIYHapoIHOe HEeMareHTOBAHHOE
HAWMEHOBAHHE, NO3MPOBKY, J1€KApPCTBEHHYHO | HAHMCHOBAHME, JIO3HPOBKA,
dopmy, ToBapHeIH 3HaK (Ha naTHHMIE) | TeKkapcTBeHHas (opMma, TOBapHBIH
(UPMBI-TIPOU3BOIHTENS, HOMEP CEPUH M JaTy | 3HaK (Ha  saTHHHLE)  GHPMBI-
NPOM3BOLCTBA, CPOK TOJHOCTH. NPOU3BOINTENA, HOMEP CEPHH M JIaTy
Ha emopuusoil YHAKOEKE (Nauke KapmoxHot) | NPOM3BOICTBA, CPOK rOAHOCTH.

HA PYCCKOM A3bIKC VKAZbIGAIOM . Ha GHI(JDH'-IHOI} VIQROGBKE  (NAYKE
TOProBoe HaMeHOBaHHe Tpenapara, | Kgpmonnol) Ha  PYCCKOM _A3bIKE
MEK Iy HapOaHOE HEMaTeéHTOBAHHOE | YKA3aHO:

HAMEHOBaHKe, JT03HPOBKY, JEKAPCTBEHHYIO | TOPrOBOE HAMMEHOBAHMC [pEriapara,
dopMy, konudecTBO TabNETOK B YNAKOBKE, | MEX/YHAPOLHOE HEMNaTeHTOBAHHOE
Ha3BaHHe JEHCTBYIOIIEr0 BELIECTBA M €ro | HAaHMEHOBAHHE, IO3MPOBKA,
KOJIH4ECTBO B 1 TabneTke, | nexapcrBenHas (Gopma, KOJIHHECTBO
«BerioMoraTeNibHble BElECTBA YKazaHbl B | TaDJeTOK B yMAKOBKE, HA3BaHMe
MHCTPYKIMK TIO MPUMEHEHWIO.», HasBaHMe, | €HCTBYIOWICTO  BeWlecTsa M €ero
TOBapHBIH 3Hak (Ha JIaTWHHMIE), anpec | KOJIHHCCTBO B 1 Tabnerke,
(UPMBI-IPOM3BOIUTENIS, YCIOBHA XPaHCHHA, «BcnomoraresabHbIe BeLIeCTBa
fpeIynpeaNTENbHYIO HaAIIHCh: «XpaHHTh B | YKa3aHBbl B MHCTPYKIHH no
HENOCTYIIHOM MUIA feTel MeCTe.», YC/IOBHA | MPUMEHEHHIO.», HAa3BaHHNC, TOBApHBIH
oTnycka, cnoco6 npumenenns: «Jlis npuema | 3HaK (Ha naTuHMUE), aapec GUPMbI-
BHYTpE.», HOMEP CEPHH H JaTY IPOH3BOACTRA, | MIPOU3BOAMTENA, YCAOBHA XpAHCHHA,
CPOK TOJIHOCTH, PETHCTPALMOHHBIA HOMEP, | TIPEIYNpC/UTENIbHYIO HAJIITHCR:!
LITPHX-KOL, MPOU3BOACTBEHHBIH KoJ | «XpaHHTh B HEIOCTYIIHOM [ULi JeTeH
yNAaKOBOYHOTO MaTepHaia. MeCTe.», YCIOBHA OTIYCKa, Crocod
JlomyckaeTcs ~ HaHeceHHe  HAa  TMadKy | MPHMCHEHHA « Il npuemMa
KapTOHHYIO KOHTPOJIBHOTO | BHYTpb.», HOMEp CEpHH W JaTy
(upeHTH(UKAIIHOHHOrO) — 3HaKa (KW3) ¢ | mpou3sBOACTBA,  CPOK  TOJHOCTH,
HONHLIM WIM 4YACTHYHBIM IyOIMpOBAHMEM | PerMCTPALMOHHBIH HOMEp, ITPHX-
undopmalmy, cofepkalieics B HeM B BUAE | KOI, NPOH3BOICTBEHHEIH KO/
YMTAEMOr0 TIeYaTHOro TEKCTa ¢ LENbi0 | YNAKOBOYHOTO MaTcpHala.
MOHMTOPHMHIa JBHXKEHHMs JIEKapCTBEHHOIO Hanecen Ha ma4ky KapTOHHYIO
rpenapara OT NPOU3BOAMTENA 0 KOHEYHOro KOHTPOJBHBIA

noTpeOHTENS. (nnenTHOUKauoHHbIH) 3HaK (KH3).

XpaHeHue Ipu remneparype He Boime 25 °C, B CoOTBETCTBYET.
OpMI'MHAIBHOH yTAKOBKE. |

| Cpok rogHocTH 5 JIeT. 5 ner |

Jaxmodenne: COOTBETCTBYET TpeGOBaHMSIM HOPMATHBHOH JOKYMEHTALIHH.

Havamsank OKK
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