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IIpenapar: PEAMBEPHUH?® pacrsop aas mudyzuii 1,5 %
Cepus: 500320 P N001048/01
@opma BEITyCKa: KoHTeHHeps! 250 M x 5 (Tapa KapToHHas) (OTIYCK 1O pelenty)
Konmgecrso: 6015 ym.
Hara m3rotosienus: Mapr 2020 T.
JlanHble aHaIM3a
Mokaszarens TpeGopanusa HI[ P N001048/01-290319, Janneie anaanza
m3M. Ne 1
1 2 3
1. Onucanue ITpo3pauHas GecuBeTHaT KUIKOCTE [Tpoapaunas ecupernas
(BusyaneHEii MeToxn) KHUAKOCTh
2. TomwmuHHOCTS:
- AHTapHas KHCIOTa Bpemena ynepsxusannus nuxop surapoi kucnotst n CootsercTByoT
- MEIIOMMH MCTTIOMHHA Ha XPOMATOrPaMMax HCIBITYEMOTo
PacTBOpa, DONYYEHHBIX [PH KOJHYCCTBEHHOM
ONpEAENIEHHH, TO/DKHE! COOTBETCTBOBATE BPEMEHAM
YACPKHBAHHS NHKOB COOTBETCTBYIONMMX BEILECTB
HA XpOMATOrpaMMax pacTsopa cpaBreHus (BIM(X)
- HaTpHit Hamuaue  amanwtwueckoro  cursana  npu [IpucyTeTByeT
KOTHYECTBEHHOM OnpeeneHHy Hatpus (ADC)
pr— Hamywe  amanumudeckoro  curkana  npu IpucyTcTayer
KOJNHYCCTBEHHOM ONpeAeneHuH ks (ADC)
- XJIOpHIBI XapakTepHas peakums INonoxwuTensnas
(Kauecreennas peaxups EG** 2.3.1, peakunus a)
- Maruuit XapakrepHas peakuns MonoxwurensHas
(Kayecrsennas peaxuns, 'O PO*)
3. IIpoapagnocTs HomxeH 6biTh npo3paunbiM (TP PD*) Ipo3paynkiif
4. liseTHOCTH Hoxen GuiTh GecupeTHsM (I'D PD¥) BecuperHsiii
5.pH Or6,0 70 7,0 6.4
(I'P PO*, motenmmomeTpraecku)
6. MexaHH4YeCKHE BKITIOUEHHS:
- BHIHMbI¢ MEXaAHHYECKHE BKIIOYEHUS Jomxen cootsercTBoBaTh TpeGoRaHHAM CoorsercTByer

- HCBHIHMMBIC MEXaHHYECKHE BKIIOYEHUSA

(I'd PO*, BusyansHsiit MeTom)
B 1 M cpennce uMCno YacTHL pasmepom 10 MkM
Gonee He A0/DKHO npeBsLATE 25, & CPEHEE YHCNO

10 MxM 1 Gonee- 1 B 1

(nns koHTElHEPOB NOTMMEpHBIX)

BOJIHEI 280 HM He T0JBKHA npesbimaTs 0,2
(Cnexrpodotomerpus)

MI

HacTHI[ pasmepoM 25 MKM H Gonee HE J0DKHO

npeBsImaTs 3 25 MxM 1 Gonee- 1 B 1

(I'd PO*, meton 1) M
7. U3Bnexaemsiii 0658m He menee nomunanmsroro (D PO¥) 270
8. OcMONUIBHOCTD ot 284 no 347 MOcM/kr 314

(D PO*, kprockonuueckuii)
9. AHOMAaNBHAA TOKCHIHOCTD JlomkeH ObITh HETOKCHIHEIM Heroxcnungiii
(w1 KOHTEHHEPOR NONMMEPHBIX) T'® PD*)
10. bakrepHaIbHBIE 3HI0TOKCHHE IIpeaensnoe conepxanue He Gonee 0,5 ED/mn Menee 0,5
(I'® PO*, MeTon A)

11. CrepunbHocTs Homxen GbiTh crepubHbM (IO PD*) CrepunsHsii
12, Iornowenne B YP-o6ractn Omrruieckad NIOTHOCTE Npenapara NpH UTHHE 0,002
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13. KonH4yecTBEHHOE ONPENE/ICHHE:

- CYKIMHATHI Ot 41,4 a0 50,6 mmons/n (BIXX) 46,1
- METTIOMHH Ot 40,2 10 49,2 mmous/n (BOXKX) 433
- MErJIOMHHA HAaTpHA CYKIHHAT Or 13,5 1o 16,5 r/n (PacuétHbiil MeTo/1) 14,5
- HaTpHi Ot 132 a0 162 mmone/n (ADC) 145
- Kanuii Or 3,62 1o 4,42 mmons/n (A3C) 3,97
- MarHuit Or 1,13 1o 1,39 mMons/n (TutpumeTpis) 1,27
- XJIOpAJEI Ot 98 10 120 mmons/n (TutpuMeTpus) 109

14. ¥nakoBka

Mo 200 mnu 400 M B GYTHUIKH CTEKIISHHEIE
pMecTUMOCTEIO 250 uian 500 mu1, COOTBETCTBEHHO,
no UCO, no 200 umm 400 M1 B Gy TBUIKH
CTeK/IHHbIE BMECTHMOCTBIO 250 win 450 Mo,
COOTBETCTBEHHO, N0 HJI, yKynopeHHbi¢ mpobkamn
M3 pe3nHBI, 00KATHIE KONMAYKAMH IIOMHHHEBLIMH
MM KOMOHHUDPOBAHHLIMH H3 AMOMHHHS U
NIACTMACCHL.

Ha GyThUIKY HAKINEMBAIOT ITHKETKY
CaMOKNIESIILYIOCA.

Kaxayo GyTsUIKY BMECTE ¢ HHCTPYKUHEH 10
MEAHUIHHCKOMY NPHMEHEHHIO TIOMEILAIOT B [aYKy
3 kaprora no I'OCT i umnioprroro. [l
KOHTPOJISl NEPBOTO BCKPBITHA KNIANAHBI IAYKH
MOTYT GbiTh 3aK/IEEHBI C JBYX CTOPOH 3THKETKAMK
HITH TSPMOKJIEEM.

Mo 250 wawn 500 M B KOHTEHHEPH! M3 TUIEHKH
MHOTOCTIOHHOHA NOTHONEPHHOBOH.

Ha koHTeHHEp METOAOM TEPMONEYATH HAHOCAT
MapKHPOBKY.

5 unu 10 xouteiinepos no 250 wnu 500 ma Bmecre
C MHCTPYKIHEH N0 MEAHLMHCKOMY NPHMEHEHHIO
NOMEIAIOT B MPYNNOBYIO Tapy (OTNyCK M0
pelenTy) H3 KapToHa rodpHpoBaHHOro.

32 woureiinepa no 250 M wnn 20 kouTeitHepor no
500 MmN BMECTE C HHCTPYKIHAMH N0
MEIHIHHCKOMY NPHMEHEHHIO MOMEIIAIT B
IPYNNoBYIO Tapy (415 CTAlHOHAPOB) W3 KAPTOHA
rodprpoeanHoro. KonnuecTso HHCTPYKUHHA 0
MEIHIIHHCKOMY TIPHMEHEHHIO PABHO KOTHYECTRY
TIEPBHYHEIX YIAKOBOK B rpynnoBoH Tape.

Mo 250 Mn B KoHTelHEpaX
W3 MNEHKH MHOTOCTIORHOA
NoAHONEePHHOBOK.

Ha xouTeiinep MEeTOAOM
TEPMONEYATH HAHECEHA
MapKHPOBKa.

5 xoHTeiiHepoB no 250 Mn
BMECTE € MHCTPYKIHAMH 110
MEIAIHHCKOMY
NPUMEHEHHIO TIOMELIEHEI B
rPYNNORYIO Tapy (OTHYCK
N0 PEeLenTy) U3 KapToHa
ropHPOBAHHOTO.
KonuuecTBO HHCTPYKUMH
N0 MEIUIIHHCKOMY
NIPHMEHEHHIO PaBHO
KOJTHHYECTBY NEPBHYHBIX
YIIAaKOBOK B rPynnoBo#
Tape.

Mapkuposka

B cooTeercTBHH ¢ TpeGosanuamu HI P
N001048/01-290319, u3m. Ne 1

TpeGoeanus cobmoaeHsl.
HaneceHo cpenctso
WICHTHPHKALNH 118
CHCTEMBI MOHHTOPHHI2
[BWKCHHSA IEKAPCTBEHHBIX

[PENapaToB.

* _ neiicTeyromee u3nanne ocynapersennoll ®apmakonen Pocculickol denepany

**_ neficTeyromee usnanne Epponefickoii dapmakornen

BakmoueHne: cooTBeTcTBYeT Tpebosanuam HII P N001048/01-290319, uam. Ne 1

Iara seinaun nacnopra: 03.04.2020

3amemyrommii KAHJI
Hauansank OKK

JupeKkTop o KayecTBY

Cawkr-MNetepbypr

HAarMAaLesTYHECoKaR DMpma

«MONUCAH»
LnA pokymentos

ol
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000 "Hayuno-TexHONOrMYeckas papmanesTmueckas dupma "IOJUCAH"

PASPEINEHVE HA PEAJIM3AIMD
or 03.04.2020

[lpenapar, ¢opMa BHOyCKa

PEAMBEPUH pacTBop mns uudysmi 1,5%, 250 mna B KOHTelHepax
nonmmeprnx B5, Poccumitckana Pemepamms

Cepua 500320
KommuecTBO BO KOHTpOJHA 6 015 ynk
KonmuuecTBO nocne KOHTPONSA 5 992 ynk
N AHasmTHUUeCKOTO Nacnopra 243

AHANMU3 NPOMSBONCTBEHHON NOXKYMEHTAIMN
Jdocbe Ha cepup NpPOBEepPeHo da
Jocbe Ha cepuw onoBpeHO Oa

Kpurnueckue orTknoHenus oTcyrcreyor  la

Cepusa npomzBeneHa M IPOKOHTPOJIMPOBaHa B COOTBETCTBUM C JIMUeH3UEN
Ha I[NpPpOMU3BOICTBO JIeKapCTBEHHRBIX cpencTs, TpeﬁoBaHMHMH
PEI‘HCTpauMOHHOI‘O Aocee, Tpe6osaunﬁmn OpraHM3aumM INIPOM3IBOACTRBE M
KOHTPOJIA KadYecTBa JIEKAPCTBEHHHX cpelCcTB (npaBmia GMP), a raxxke
UHEIMM TpefoBaHMAMM HOelCTBYOIEIC SaKOHOODATelbCTRA.

llpomykuMa paspelleHa K peajmsalldu Oa

YIIOJIHOMOYEeHHOe JIMLO

Benymit mHxeHep mno
KayecTBY Crenanoea M.C.

e —
{nomxHOoCTE) (nmomnucse) (pacmmbpoBra momnucu)

lonoxenme o mMuUe, OTBETCTBEHHOM 3a BHOYCK cepuy ( YIOTHOMOYEHHOM
mUne T KawvecTBY), harTa yre. 05.12.2019







