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IIUTO®JIABHH® Tabnerkn, NOKPLITHIE KHIIEYHOpacTBOpHMOil o6onouKoit

PY M JIC-001767

Ilokazarens Tpebopanna HI JIC-001767-010419 JlaHHble ananmuia
1 2 3
Bbl
1. Onmncanne Kpyrinie 1BOSKOBHITYKIIEIE TAGNETKH, NOKPLITHE Kpyrnue e
obonouxoit kpacHoro usera. Ha nonepeunom cpese pHAHH rmml usera, Ha
aga cnod. Smpo rabnerok ot x&nToro xo xk&rro- TIOTCPCTEOM Cpese DI b
oparKeBoro useta. (BusyanbHbii) m"cmpm, Imm"mwm-
2. omHHHOCTD: ‘
- pubodnasnna dochar Hatpus CnexTp nNOrMOWICHHA HCMINTYEMOrO PACTBOPA, NPHIOTOBACHHOTO ANK CoortsercTayior
KOJIHYECTBCHHOIO ONpe2ieNieHHA, B 06nactH ot 300 20 550 HM A0/DKEH HMETS
MAKCHMYMBI NIpH (445  2) um 1 npu (373 + 2) uM. (CrextpodoToMeTpua &
ynbTpadHONeTOBOR H BUaMMO#H obnacTax, FD Pd*) .
- AHTapHaf KHCIOTa Bpema ynepxHBaHMA NMKA SHTADHOH KHMCIOTM HA XPOMATOrpaMMe
HCNEITYEMOTO  PacTBOpa, NPHIOTOBJACHHOTO AN  KONHHECTBEHHOTO
ONpeNiefieHHA, NO/DKHO COOTBETCTBOBATH BPEMCHH YACPKHBAHHMA MNHKA Coorsetcrayer
AHTApHOH KHC/IOTH Ha XPOMATOTPAMME PACTBOPA CPABHCHHA.
(BIXX, T'd PO*)
Bpems ynepacBaHHA MHKOB HHKOTHHAMMAA H HHOHHA HA XPOMATOTPAMME
- HHKOTHHaMMZ HCNIHTYCMOTO  PACTBOP2, TNPHTOTOBJICHHOTO JUIN  KONHYECTBEHHOrO CooTBeTcTBYET
=  HHO3MH ONpCAC/CHHA, NO/DKHO COOTBETCTBOBATL BPEMCHH YIEPKHBAHHA MHKOB
COOTBETCTBYIOMMX BEMIECTB HA XPOMATOrPaMME PACTBODA CPAaBHEHHA.
(BIXX, T'd PD*)
- acHTENb a30pYOHH CRexTp NOrMoMmeHHA HCMTYEMON PacTBopa B 06nacTH ot 350 40 550 Hm
:‘I‘,ﬂPMYm“H) (Epylﬁn) JO/DKEH HMCTD MAKCHMYM NOIVIONICHHS NPH JUTHHE BOMHM (520 + 2) uM. Coorserctayer
(CnextpodoTomerphs B ynsTpadroneToBoi H BaHMO# o6nacTax, ['d PO*)
3. PactBopeHne 1- cramms - He Gonee 10 % AHTAPHOH KHCIOTH 33 60 MHH. 0,04-2
2-1 cranns - He Meree 75 % (Q) AHTapHOH KHCNOTEI 32 45 MHH. 95-97
(IF'd PO%)
4. PolcTBeHHEIE MPHMECH:
= THNOKCAHTHH, N'YaHO3HH Cymmaproe concpxanne B 1 Tabnetxe e Gonee 2,5 % 0T HOMHHATEHOIO 0,09
conepxaHua HHosHHa. (BIXX, I'd PO*)
- HHKOTHHOBAA KHC/IOTA Conepannic B 1 Tabnetxe He Gonee 1,0 % OT CORCPKAHHA HHKOTHHAMMIA. 0,2
(BINCK, Td Pd*)
. HTHHLMPOBAHH CymMMapHoe cofiepXaHHe 0T CyMMBI IIOWANCH NHKOB HHKOTHHAMHIA H
npmn He HHO3HHa He Gonee 1,0 %. (Bg;&’ F'd PO*) g
- moMHGNaBHE Coxnepsicatttic B 1 Tabnetxce ne G6onee 0,20 % OT HOMHHATEHOTO COZCPKAHUA 0
puGodnasua docara natpus. (BIXKX, I'd POH*)
5. Mukpo6GHonornaeckas YHcTOTA Kareropns 3 A. (IT'® P®*)
O6mee uncio a3pobubix Gaxrepuit ne Gonee 1038 1 1., Menee 10
O6mee yucno rpubos He Gonee 1028 1 1. Memee 10
Orcyrcraue Escherichia colis 1 1. He obHapyxeHo
6. OnHOPOAHOCTb N03HPOBAHKA
- pubodnasuna pocdar narpus Homxen cootsercrpoBats TpeGosanuam. (I'd PO*, criocot 1) Cootsercreyer
AV=68
- AHTapHAaA KHCIIOTa JlomxeH cootBeTcTBOBATH TpeGoBaniam. (T'D PO*, cnocod 2) CootseTcTByer
AV=30
- HHKOTHHaMHJ Jomken cootsercraopats TpeGoannsaM. (I'D Pd*, cnocod )] CooTsercrayer
AV=85
- HHO3HH Homken coorsercrBopats TpeGoBanuaM. (T PO*, cniocob 1) CooTsercrayer
AV=8,0
7. KomiecTBeHHOE OnpeneneHHe
- pubodnasuna pocdar HaTpHA Or 0,0045 50 0,0055 r C17H20NsNaOsP (puGodnarnna pocpara 0,0050
HarphA) B 1 Tabnerxe (CnextpodoTomerpus B yneTpadHonerosok
H BHOHMOH obnactax, 'D PO¥)
- AHTapHas KHCIOTa Ot 0,2850 10 0,3150 r C4HsO4 (aHTapHO# xucnoTH) B 1 Tabnerxe. 0,2926
(BIXX, I'd PO*)
- HHO3HH Or 0,0462 10 0,0538 r CioH12N4Os (#HO3HHa) B 1 TaGnetke. 0.0495
(BIXX, F'd PO*) ’
- HHKOTHHaMH[ Ot 0,0231 10 0,0269 r CsHeNz0 (HuxoTHHAMHAA) B | TabneTke
(BIXX, I'd PO*) 0,0247
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8. YnakoBka Mo 10 wm 20 TabneTok B KOHTYPHYIO SHCHKOBYIO YNakoBKY M3 TMIEHKH | Tlo 10 Tabnerox B kOHTYpHOH
NONMBHHAIXIOPHIHOH H  QONBIM  AMOMHHHCBOR ANA  YNAKOBKH. aucikoBoH ynakoske u3
5 KOHTYPHBIX SUCHKOBHIX Yrnaxosok no 20 Tabnetok, 5 10 xo! pix | TURHIH OMHBHHRIDCIODHIHOR H

HTYP! yn K, 5 HIH HTYpH e

AuchixoBuX ynakoBok no 10 Tabnerok BMecte ¢ HHCTpYKumeH no o
MEIMUHHCKOMY NpPHMCHCHHIO MOMCIIAIOT B Nayky W3 kaprona [l o Smnwm)m
KOHTPONA MEPBOrO BCKDWTHA GOKOBBIC KIaNaHEl MaukH MOryT ObiTh | ymakoBok BMeCTE C HHCTpYKMel
3AKNEEHE! C JBYX CTOPOH ITHKETKAMH WIH TepMockneeHl. [Tauku Moryt 1O MPHMEHEHHIO B MTEKE 13
GBITH CrpyNNHpOBaHb B GAHACPONH TEPMOYCANOUHOM MNEHKOA. Kagros:

9. MapKHpOBKa B cooteercTeHH ¢ Tpebosannamu HJI JIC-001767-010419 CooTBeTCTBYET

* _ neficteylomee u3nanue NocynapctsenHol dapmakoner Poccutickoii denepaunn
3axmouenwe; cootpercTByeT TpebosannaM HJI JIC-001767-010419

Iara seinauu nacnopra: 13.01.2020

3arenyromuii KAHJI

Hauansuuk OKK
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PASPEINIEHME HA PEAJMBAIIMIO
or 17.01.2020

llpennapaT, dopMa BHIIYCKa

OUTOSJIIABHH® rabrerTky, NOKPHTHE KMUEYHOPACTBOPHMON obonoukxon B 50
Poccuitickasn $eneparnms

Cepus 2121219
KonuuecTBO OO KOHTPOJA 19 003 ynok
KonuuecTBOo nocine KOHTPONA 18 985 ynk
& AHaJMTUYECKOTO [NaclnopTa 1087

Ananms OPpoOUSBONCTBEHHOM NOKYMeHTAIIMM
Jocbe Ha cepui NpPOBEpPEeHO Ja
Jdocee Ha cepuo omoBpeHOo da

KpuTuyeckue OTKIIOHEHMA OTCYTCTBYOT  Jla

Cepua npouseBeleHa ¥ NPOKOHTPONMPOBAHA B COOTBETCTBMM C JIMLEH3IMEN
Ha TNPOM3BONCTBO JIeKAPCTBEeHHHX CpencCrTs, Tpeﬁ'OBaHMHMM
PerMcTpauMoHHOTO nocke, TpeBOBAHMAMMU OpPTaHMBAUMKU TPOM3BOOCTBA U
KOHTPOJIA KadeCTBa JIEKAPCTBEHHEX CpeACTE (npaswmi GMP), a Taxxe
MHEIMM TpeOOBaHMAMM HENCTBYRIWETO 3aKOHOINAaTeNbCTBA.

[IpoOyKLUMA paspeleHa K pealms3aluu

YIIOJIHOMOYEHHOe JIMLIO
Benyumii MHXeHep 10
KadecTBY Crenanoea M.C.

{AonxHOCTE) (nonnuca) (pacmudpoBra nomnmcu)

llonoxeHue o JMUe, OTBETCTBEHHOM 3a BHNYCK cepum ( YOOJHOMOYEeHHOM
JiMue no kadecTByY), mara yre. 05.12.2019







