AO «<HOBOCHGXHUM®APM»

OTAEN KOHTPOJISI KAYECTBA

[TACITOPT Ne 6

THOKCUINH®

PacTBOp M1t HH(Y3Hi ¥ HAPYKHOTO IpUMeHeHust 5 mr/mi, 10 mu

Homep cepun 60522
Kosnnuecrso nponyxuun B cepuu: 13728 ynaxosox Ne 10

Jlara npoussoacrea 11.05.22

HMenpitanns (ananussl) Beinonsens! 1o JII-001038-230320, uam, Nal

Ne Hanmenosanne Peayanrarm
Tpebopamus HJT e
1/n moKasarese auaaunza
Tpospaunas 3eneHoBaTo-NenTan
1. | Onucanne Ilpospaunas 3enenoBaTo-KeTas JKHAKOCTD
IHAKOCTh
2. | MNopnuuuocts B coorsercrsuu ¢ TpeGorannamu HJI [MonoxutensHas
Tlpenapar nomkeH BBIAEPIKHBATL CPABHCHHEG
3. | [pospauunocts EREaa . ¥ Menee aranotia |
¢ aTanoHom I
4. | pH Ot14,5 no7,2 5,9
5. | Mexanuvieckue
BIJIIOUEHHS!
Bunumere wactansl [penapatr nonien BeILEpKUBATE TpeGoBAHMS Brigepxupaer
I'eo PO
Hesuaumele yactuupt YacTuy pazmepom 2 10 Mium ~ He Bosnee 6000 99
(conepxanue B 1 amnyne) | Hacruuy pasmepom > 25 mMkm — He Gonee 600 2
6. | PopcrseHnbie npumecH XuHOKCHAHH — He Gonee 0,2 % Menee 0,2
Cymmapnoe conepicanne
HEHJAECHTHOHLMPOBAHHLIX POACTBEHHBIX i g
H
npumeceit — He Gonee 1 % ikl
7. | Hssnexaemstii o6nem He Melee HOMURANBLHOFO, MA 10,3 -
Ilpenenshoe conepsxauue He Gonee 0,5 ED na
BakrepransHule
8. 1 MP rHIPOKCHMETHAXBHOKCANHHANOKCHAA Menee 0,5
3HJOTOKCHHBI
(nuoxcumina)
9. | CrepunsHocTs [Tpenapat somxeH GEITE CTEPHABHBIM Crepunen
KonnuectoeHHoe Conepcanue
10. PHAPOKCHMETHIXMHOKCATHHAHOKCHAA B 1 Mo 5.0
onpepesnente !
npenapara noJkHo 6s1Te 0T 4,5 10 5,5 Mr
11, | Ynakonia [To 5 mn unu 10 M B amoynet Kelitpanetaro | Mo 10 Ma B ammynsl HeHTparnsHOro
crekma. Ha kaxayio amnyny Hakieupaior | creina.
CAMOKNEAILYIOCH ITUKETKY., Ha xkakayio amnyay waxneena
o 3, 5 wnn 10 aMnyn noMelaloT 8 KOHTYp- | CAMOKACALIAACA DTHKETKA.
HyiO f4elikoBYIo ynakomKky u3 naenku nonn- | Tlo 5 aMnyn nomeutenn B KonTyp-
BHITHIXITOPHAHOMN. HYIO  SHCHKOBYIO  YIAKOBKY M3
1 nwim 2 KonTypHble sueifKkoBLle ynaKoBku ¢ | MIEHKH NONUBMHHAXIOPHAHOH,
HHCTPYKLHEH NO MPUMEHCHHIO MOMELIAIOT B | 2 KOHTYPHBIC AMEHKOBLIE YNAKOBKH
navyky U3 KapToHa, ; C HHCTPYKUHEH No npHMEHEHHIO
HoryckaeTcs Ha nayky M3 Kaprolla HakieW- | MOMELWEHBI B NAUKY H3 KAPTOHA,
BaTh CAMOKINEALLYIOCH aTHKeTKY ¢ ykazanuuem | Ha mauxy us kaprona nakneena ca-
cpelcts H,[lEHTH(%!HKﬂuHH, HOMEpa cepru H MOKJICHLIANCHA ITHKETKA ¢  yKala-
CpPOKa FOAHOCTH, HUEM  CPCUCTB  MACHTH(MKALHH,
HOMEPA CEPHH M CPOKA FOAHOCTH,




12, | Mapkuposka [eppuunan  ynaxobka Jexapersennoro | Ilepmuunas YNaKoBKA
npenapara. JIERAPCTBEHIOro NpenapaTa.
Ha sTukeTke amnynst ykasbisaior Haumenosa- | Ha stikeTxe AMIYNLl yKasaHo: Ha-
HHC MPOH3BOAMTE/IA JICKAPCTBEHHOrO mnpena- | MMEHOBalME MPOM3BOJHTENA NeKap-
para, TOprosoe HaHMMEHOBaHWe JekapcTsen- | CTBEHHOrO npenapara, TOpProsoe Ha-
HOrO npenapara ¢ NpeAynpeanTensHol map- | WMEHOBAHHE IEKAPCTAEHHOrO Mpera-
KHpoBKOH ®, TOBapHBIH 3HAK 1opuaMyecKkoro | PATA C NPEAYNpeANTELHOH MapKu-
/MUA, HA MMA KOTOPOro BhAAHO perucrpa- | POBKOH ®, ToBapHsiif 3Hax opuau-
UHOHHOE  Y/IOCTOBEPEHHE, KOHUEHTpaLWio, | ICKOrO ML, HA UM KOTOPOrO Bhl-
ofbem npenapara B ammyne B MAnaunMTpax, | AAHO PETHCTPAUMOHHOE yRocTOBEpE-
HOMEP CepHH, CPOK FOAHOCTH, HUe, KOHIIEHTpaLKs, 00beM npenapa-
Bropuauasn (norpeburensexan) ynaxosxa, TR Auiyas B WETIWIREX, FoNe)
Ha nauke kapToHHOH ykasbiBatoT Haumeso- ;?:Ht;:ﬁ :i?ﬁiﬁiﬁ:&eﬂbcxan)
BAHKE IOPHAMYECKOrO JHLA, HA UMA KOTOPOro ynmfon g ;
BBIAAHO  PErHCTPAlMOHHOG oc
cro Touapui awaw, ropumeckat aapee, | 3, THIKE KGpTORHON yxzsano: e
* | MMeHOBaHME 1OpPHAMMECKOTO NMua,
Tenedon, (akc, HAUMEHOBAHNE NPOHIBOAUTE- Ha M KOTOPOTO BEIAAHO perHCTpa-
Ji1 JIeKAPCTBEHHOr Mpenapata, ero aapec, Te- | juouuoe YAOCTOBEpeHHe, ero ToBap-
nedod, ake, «Ipoussenero no sakazy AO HbIii 3HaK, opuaRdeckul anpee, Te-
«Banenta Mapmy», Toprosoe Haumenosamue nedon, daxc, Haumenosanue npous-
/ICKAPCTBEHNOrO Npenapara ¢ npeaynpenu- | soaurens neKapeTBEHHOro mpernapa-
TeJIbHOH MapKUpOBKOMH @, rpynrHpoBoYHOe | Ta, ero ajpec, Tene(i]oﬂ, Oake, «I1po-
HauMeHoBanKe, JieKapeTBeHtyIo (opMmy, KOH- | y3peseno no sakazy AO w«Baneura
UCHTPALHIO, cOCTas, cnocol npUMEHeHus, | GapMy», TOPropoe HAUMEHOBAHME fe-
obvem rpenapata B amnyne B MHUTHAMTPAX, | KAPCTBEHHOTO mpenaparta ¢ npeay-
KOMMYECTBO aMmys B ynakobke, NpeAynpend- | NpeautensHol  mapkupoBko ®,
TenbHple HapnmHew («CrepunsHo», «[IpuMe- | TPYNNUPOBOMHOE HAMMEHOBAHHE, Jie-
HATb MO HA3HAYCHHIO Bpaua», «XpaHuTh B | KApcTBeHHas Qopma, KOHLEHTpaLus,
HepocTynHoMm g aerteit mecten, «Ilpu Brina- | cocTas, cnocol npumeHenus, o6reM
ACHHH KPHCTANIOB HX CNEAYET pacTBOpWTL, | MPeNaparta B amnyne B MHJTMINT-
Harpesas amny/ibl B KMndaweHd poasHoH Gaxe. | PAX, KONHYECTBO aMIyll B ynaKoBKe,
[pumenats nocne oxnaxzieHus [0 Temnepa- | MPEAYNPEAHTENbIIbIE HERIHEH
Typht 36-38°C npu oTcyTeTBum KpucTannosy), | («CTepibHoy, dlpumensts no Ha-
WITPHXOBOH KOJI, YC/OBHA XpaHeHHs, yenopys | 3HA4CHHIO Bpatan, «Xpanuts b ne-
OTNycKa, HOMEp PErUCTPALMOHHOrO yaocTope- | ACCTYNHOM fia feteit mecten, «llpu
PEHHA, HOMEp CepHH, CPOK FOAHOCTH, Bos- | BPIIAACHWH KPHCTANIOB HX CAeiyeT
MOIKHO HAHECEHHE CPCACTB MaeHTHUKatun, | PACTEOPHTS, uarp%nan i A
Honyciaercs HAHOCHTL HOMED CEPHH M CPOK XHuaipil ozl Gane, Tientr
rojHoCTH Ha GOKOBO# CTOpOHE na4ku u3 Kap- Wi o it it s
' ps1 36-38 °C npu oTCYTCTBHM KpuC-
TOHA, TAJNN0BY), WTPHXOBOH KOA, YCNOBHS
Honyckaerca HAHECEHHE CPEACTB MAESHTH- XPaHENW, YCTOBHS OTMycKa, HOMep
(puKaLMH, HOMEPa CePHH M CPOKA FONHOCTH Ha PEFHCTALMOHHOO  YAOCTOBEPEHHS,
CaMOKNEALLYIOCH ITHKETKY. HOMEP CEPHH, CPOK TOAHOCTH.
Homep cepru u cpok rognoctH Ha-
niecenrt Ha Gokopoil cTopole nauku
H3 KapTOHa,
Cpenctsa  upenTndukaumy, Homep
CePHH H CPOK FOAHOCTH HAHECEHE HA
CAMOKJICALLYIOCH 3THKETKY.
13. | Xpanenue B sauuuieHHoM OT cBeTa MecTe npu TeMnepatype ot 15 no 25°C
14. | Cpok roaHocTH 2rona | TConen no 04/2024

3axnoueune: Coomuuuyu TpefoBann
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Paspemenie na peasmanio No 240/22

ToproBoe HAUMEHORANHE Huorenann®
Mesepynaponioe -
HENATCHTOBAHHOE HAZBAHHE PupporeumeTHaxHHOKCANMHAMOKEH
(CPYNIUPOROYHOS/XUMHYECKOE)
Crpana-ummoprep* | PO
Jlexaperrennasn gopma PacTBop st HHyauii 1 apyskHoro HPHIMEHE! s

O3HPOBRKA ; 3 mr/mn
Dopma seinycka 1 wr. (10 M), amnynst (10), naun KAPTOHHbLIE |
Homep cepun 60522
JlaTa npouseoAcTna 11,05.22 i
Tozen 1o , 04/2024 “
O6ws8M cepuy, yn. | 13728
Hopmatuphas fokyMmeHTaLms JITT-001038-230320, uam, No | ]
Homep n pata PV, JI1-001038 Jara perncrpaunn 21.10.2011
CpoK fmeHeTBHI™, | (1aTa BHECeHHA H3MEHEHMI 23.03.20)

Axunoneproe obmectso «Banenta MapmauesTHiay
| (AO «Banerra ®apm»), Poccus, 141101, Mockonéicas obi,,
r. lenkoro, yi. Pabpuunas, 1, 2

Haumenosauue u aapee
nepaartens PY i

Axumoneproe o6meetno «HosockBGxumapmy

Elpmmenosasik g REpRe (AO «Hosocnbxumdapm»), Poccus, 630028,

OpPOH3BOAUTENS i

| Hosocubupexas o6it., r. HosocuBupex, ya, Hexabpuctos, 275
Homep nuuensuu wa | "
A | Ne 00117-JIC or 23.04.2021 r,

Crramua IpOM3BOACTRA Bee etanny, BIGIONA BBIMYCKAIOUMI KOHTPONE KauecTra

Cepruurar COOTBETCTRHS
rpebopanuam ITpasun Hagnexameii
[IPOH3BO/ICTBEHHOMN TIPAKTHIKH
YTBEPKASHHLIX NPUKAZOM
Munnpomropra PO Ne 916 u IMpanun
HAUIENALEH NPOMIBONCTBEHHOM
npaktuku Espasuiickoro
3IOHOMHYECKOTO COI030 YTBEPIKACHHEIX
Pemennem Conera Enpasntickoli
sKOHOMMYecKoil Komueeun Ne 77

Ne GMP/EAEU/RU/00018-2021

Kontpons kavecTna noprsepicnén

NacnopToM NPOHIBOAUTENS Ne§ or 27.05.2022

Hacrostuum s HORTBEPIKAAIO, YTO NPHUBEACHHAN BHILIE HHQOPMALHSL ABAAETCA LOCTOBEPHON W TOUHOM. DTa cepun
NPOAYKUMH npousBe/icHa (BiUIOYan ynaKoBiy (MapxeponKy) 1 KOUTPOJIb  KAYECTBA) HA BbIlEykasaHHOM
NPOM3BOJACTBCHHON = TIOWAAKE B IOMHOM  COOTBETCTBMH ¢ Tpebopanuamu  [lpasun  mapneskatweii
TPOUIBOAICTBEHHON NPAKTHKH (YTBEPIKACHHBIX npukasoM Muunpomropra PD Ne 916 , ¢ pelfereyiommmn
nameHeHHamu) M Tlpasun napencauedt npon3soacTRenHOH npaktuky Espasniicoro aconoMiueckora coiosa
yreepuaensbix Peuteriem Cosera Espasuitcioil sxonomudeckol konmceun Ne 77, TpeboBalHAMI KOHTpONS
KaveCTsa JICKAPCTBEHHBIX CPEACTB, & TAKIKE B COOTBETCTRMM CO CHCUNDURAUUTMH, CONCPRAUMMUC B
PErHCTPALHONHOM Jiocke, 3anucu no NIPOM3BOACTBY, YNAKOBKE H aHaIM3y NPOBCPEHLl, M YCTAHOBACHO HX
COOTBETCTBHE Tpeﬁosaxl-ms'rm T[IpaBun HaaneaLeil NPoOHIBOACTBEHIO MPAKTHICH, H PA3PCLICH K peain3aLkH.
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