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OBHIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOT O IIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Bopa s mHbeKuuil, pacTBOPUTEID JJISl IPUTOTOBJICHUS JIEKAPCTBEHHBIX (POPM JIJ151 HHBEKITUH .

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JelicTByroliee BEUIECTBO: BOAA 11 MHBEKLIMI

3. JEKAPCTBEHHAS ®OPMA
PacTBOpuTENH IS TPUTOTOBICHHS JICKAPCTBEHHBIX (DOPM TSI HHBEKITHHA.

Hp03paqHa;1 6eCHBeTHaﬂ KHUIKOCTH 0e3 3amaxa.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHIO

- pacTBOpeHHE U Pa3BEACHHE JICKAPCTBCHHBIX MPENaparoB I WX MapeHTEPaTLHOTO
(MHBEKIIMOHHOTO/MH(Y3HOHHOTO0) BBEICHUS HETIOCPEICTBEHHO Mepel MPUMCHCHHUEM.

- TNPUMEHSETCS C IEJbI0 MPUTOTOBICHHUS CTEPUIbHBIX HH(Y3UOHHBIX M HHBEKIIMOHHBIX

PacTBOPOB M3 TOPOIIKOB, IMOPUIA3ATOB U KOHIICHTPATOB.

4.2. Pe:kum 103MPOBaHNS M CI0CO0 MPUMeEHEHHUs!

Crioco6 mpuMeHeHus, 032 U CKOPOCTh BBEJCHUS OIPEIEINIIETCS] MHCTPYKIUEH 110 PUMEHEHHUIO
pacTBOpsieMbIX/pa30aBisieMbIX JIEKaPCTBEHHBIX NIPENapaToOB B KaXK/I0M KOHKPETHOM CITyyae.
[TpuroroBneHre pacTBOPOB JEKAPCTBEHHBIX CPEJICTB C MPUMEHEHMEM BOABI JJIS HWHBEKIMN
OCYHICCTBIACTCA B ACCHTUYCCKHUX YCIOBUAX (BCKpBITI/Ie aMITyJl, HaAIIOJHCHHUEC MIINpula H

€MKOCTEM ¢ JIeKapCTBEHHBIMU NIpenapaTamMu).

4.3. IlpoTuBoONOKa3aHUs
He mpumeHsTh 17151 paCTBOPEHUS U Pa3BeICHHS JICKAPCTBEHHBIX MTPEMapaToB, JJIsI KOTOPBIX, B

KadyecTBe 00s13aTeNIbHOI0, YKa3aH APYroi pacTBOPUTEb.

4.4. OcoOble ykazaHMsl U1 MepPbl Pe0CTOPOKHOCTH NPH NPUMEHEHUH
Boga nns uubekuMii He MOXET OBITH NPSAMO BBEAEHA BHYTPUCOCYJIUCTO H3-3a HHU3KOTO
OCMOTHYECKOTO JIaBJIeHUs (PUCK remosin3al).

BO)Iy I I/IHT)GKHI/Iﬁ HE CMCIIMBAIOT C MAaCJIIsIHBIMH paCcTBOpaMu IJIsd I/IH’BCKIII/II\/'I.
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JlexapcTBEHHbBIE CPENCTBA, KOHIEHTPALUs KOTOPBIX JOJKHA OBITh B OIPEJECIICHHBIX I'PAaHULAX,
pa30aBIAIOT BOAOH ISl HUHBEKIMH TOJIBKO B yKa3aHHbBIX IIpejesnax.

OcoOblIif KOHTPOJIb 32 KOJIMYECTBOM BBOJHUMBIX PACTBOPOB, IPUTOTOBIIEHHBIX C UCIIOJIb30BAHUEM
BOJIBI [Tl HHBEKUUH, TpeOyeTcsl y HOBOPOXKICHHBIX U MaJCHbKHX JIETeH, Y KOTOPBIX AaXe MpH
BBEJICHUU HEOOJIBIINX 00BEMOB BO3MOXKHbBI HAPYLIEHUS BOJIHO-JIEKTPOIUTHOrO OanaHca.

IIppu HapymeHuM TIEpMETHYHOCTH, IIOMYTHEHHMHM COJEPKHMOIO, aMIlyldly HE CIeAyer

HCIIOJB30BAaTh.

4.5. B3anMojgeiicTBMe C JAPYrHMH JIEKAPCTBEHHbIMHM IMpenapaTramMu W JApyrue BH/bI
B3aUMO/IeHCTBHSA

[Ipy cMemmBaHUM C JPYTMMU JIEKAPCTBEHHBIMH IpenaparamMu (MH(Y3HMOHHBIE PAacTBOPHI,
KOHHCHTpaTI)I JUUIA HpI/IFOTOBJIeHI/Iﬂ I/IH(by?;I/IOHHI)IX paCTBOpOB, HNHBCKIINOHHBIC paCTBOpH,
HOpOHIKI/I, CYXI/IG BE€IICCTBA JIsA HpI/IFOTOBJIeHI/ISI NHBCKIINOHHBIX paCTBOPOB) H€O6XOI[I/IM
BU3YyaJbHBI KOHTPOJIb Ha COBMECTUMOCTh (MOXXET UMETh MecTo ¢apmaleBTUYECKas

HECOBMECTHMOCTH) (cM. pa3zzen 6.2.).

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb M JIAKTALUS
[Ipumenenue npu OEPEeMEHHOCTH W B MEPHOJ TIPYAHOIO BCKAapMIIMBAHUS OIPEAEIAETCS
WHCTPYKIIMEN M0 TPUMEHEHHUIO TOTO Tpernapara, JUisi pa3BeIeHHs] KOTOPOro OyJIeT MPUMEHSIThCS

BOJA JUIS HHBEKIIHUH.

4.7. BausiHue HA CIHOCOOHOCThH YupaBJisiTb TPAHCHIOPTHBIMHU CpEACTBaAMHU H paﬁoTaTb C

MeXaHHU3MaMH

BnusiHue Ha crmocOOHOCTH K BBINOJIHEHUIO IOTEHIMAIbHO OIACHBIX BUIOB JESITEIbHOCTH,
TpeOYIOLMX TMOBBIIIEHHOW KOHLEHTpPAIMM BHUMAHUS U OBICTPOTHI NCHUXOMOTOPHBIX PEaKIIMH
(ympaBiieHHE TpPaHCHOPTHBIMHU CpeACTBaMU, padoTa ¢ JBMKYLIMMHUCS MeEXaHHW3MaMM, paboTa
JUCIeTYepa W olepaTopa), OIpeAesseTcss CBOMCTBAMM JIEKapCTBEHHOIO Ipemnapara, s
pacTBOpPEHUS WK Pa3BEIEHUSI KOTOPOTO ObLT HCIOJIB30BaH PACTBOPUTEID.

4.8. HexkesiaTeibHbIe peakiuu

Pe3roMe HexennaTeabHbIX PEAKIIUM

[ToGouHoe neiicTBHe onpenenseTcss MTOO0YHBIMU P PeKTaMH JeKapCTBEHHOTO Mpernapara, JUlst
pPacTBOPEHMS WM Pa3BEACHUS KOTOPOTO UCIIOIb30BaH PACTBOPHUTEIb.

COO6HI€HI/I5I 0 TOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITNAX

Baxno COO6H.[8.TB 0 IOAO3PCBACMBIX HCKCIATCIBHBIX pPCaKIUAX IIOCJIC PErucTpanmuun

JICKApPCTBCHHOT'O IMpEriapaTra ¢ LCJIbIO o0OecreyeHus HEMIPEPBIBHOT'O MOHUTOPHUHIa COOTHOIICHUA

2
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«I10JIb3a - PUCK» JICKAPCTBCHHOI'O IIpcCliapara. MCI[I/II_II/IHCKI/IM pa6OTHI/IKaM PCKOMCHAYCTCA
COO6H_IaTB 0 JII00BIX IMOaO03p€BACMBbIX HECKEIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IIp€riapara
4YCpe3 HAMOHAJIBHBIC CUCTCMbI COO6H.[€HI/II71 O HCKCJIATCIBbHBIX PCAKIUAX TOCYHAApCTB - YJICHOB

EBpa3uiickoro 3k0HOMHYECKOr0 COI03a.

Poccuiickas @enepanus

DenepanpHas ciryx0a o Hag30py B cdepe 3apaBooxpanenus (PoczapaBuanzop)
109012, r. MockBa, CnaBssHCKas 1101manp, 1. 4, cTp. 1

Tenedon: +7 (800) 550-99-03

DnekTponHas nmoyra: pharm@roszdravnadzor.gov.ru

Caiit B uHbOPMaIIMOHHO-TEIEKOMMYHHUKAITMOHHOM ceTn «IHTepHeT»:

https://roszdravnadzor.gov.ru

Pecnyb6nuka Kazaxcran

PI'TI na I1XB «HaunonaibHeiil LIeHTp SKCIEPTU3BI IEKAPCTBEHHBIX CPEACTB U MEAUIIMHCKUX
u3nenuiny Komurera MeAUIIMHCKOTO U (hapMaIieBTHYECKOT0 KOHTPOJIsT MUHUCTEpPCTBA
3npaBooxpaneHus Pecnyonuku Kazaxcran

http://www.ndda.kz

Ksipreizckas Pecriybnuka

JlenmapTaMeHT JeKapCTBEHHOT'0 00ecleYeHusl 1 MEAMIIMHCKOW TEXHUKHU TpU MuHUCTEpCTBE
3npaBooxpaHeHust KbIpreI3ckoi peciyOInKH.

http://pharm.kg

4.9. Ilepeno3upoBka

CuMITOMBI

[Tocne BBenmeHUs: OONBIIUX OOBEMOB THIIOTOHMYECKUX PACTBOPOB, B KOTOPBIX B KauecTBE
pacTBOpUTEIIs/pa30aBUTEIIS MCIIOJB30BAIach BOJA JIIST MHBEKIIMA, MOXKET Pa3BUTHCS TeMOJIHU3.
[lpu3Haku © CHMOTOMBI TIEPEJO3UPOBKH Takke OyOyT CBs3aHbl CO  CBOWCTBaMHU
pacTBOPEHHOTr0/pa30aBICHHOIO JEKAPCTBEHHOTO TIperapara.

Jleuenue

[Ipu ciyuaitHOW Tepe03UPOBKE JCUSHUE JOKHO OBITh MPEKPAIIEHO, a MAUEHT JTOJKEH OBITh

O6CJ'IC,Z[OBaH Ha IpCAMCET BBIABJICHUA COOTBCTCTBYIOIINUX NNPHU3HAKOB U CUMIITOMOB, CBA3AaHHBIX C
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BBEJICHUEM pacTBOPEHHOTr0/pa30aBICHHOIO JIEKApCTBEHHOTO mpemapara. HaOmoneHue 3a

ManuEeHTOM CJIEAYET NPOBOJUTH 10 PA3pPCIICHNA CUMIITOMOB.

5. DPAPMAKOJIOTHYECKUE CBOMCTBA
5.1. ®apmakoauHaAMHYeCcKHe CBOiiCTBa
dapMakoTepaneBTUYECKas TPyMma: Jpyrue HeledyeOHbIe CpelcTBa, pPacTBOPUTENH U

pa3baBuTeNN, BKIIOYasi UPPUTALMOHHBIE PACTBOPHI.

Kon ATX: VO7AB

Mexauusm nercteus U hapMakOIMHAMHUYECKHAE CBOMCTBA

Bopna nns unbexuuii He o6sagaer papMakoIoru4eckoil akTuBHOCThIO. Mcrionb3yeTcs B kauecTBe
pacTBOPUTEIIS U IPUMEHSIETCS [T IPUTOTOBJICHUSI MH(PY3HOHHBIX U HHBEKIIMOHHBIX PAaCTBOPOB,
oOecrieunBasi ONTHMAJIbHBIC YCIOBHS ISl COBMECTHUMOCTH U 3(PPEeKTHBHOCTH CyOCTpaToB M

BOJBL.

5.2. ®apmaKkoKHHETHYeCKHUe CBOHCTBA
[Ipy BBENEHMM IOCTOSIHHO YEPENYIOUIEHCS BOABI U JJIEKTPOJIMTOB IOAJEPKaHUE IOMEOCTas3a

OCYHICCTBIIACTCA IMTOYKaMU.

5.3. laHHbIe TOKJINHUYECKOIi 6e30ImacHOCTH

B JOKIMHHUYECKUX JOaHHBIX, HOJ'Iy‘ICHHI)IX 110 pGSYJ'II)TaTaM CTaHI[apTHI)IX I/ICCJIG)IOB&HI/Iﬁ
dapmakoiornyecko  0€30MacHOCTH, TOKCHYHOCTH  TPH  MHOTOKPAaTHOM  BBEJCHUH,
T€HOTOKCUYHOCTH, KAHIIEPOT€HHOTO TMOTEHIMala M PENpOAYKTUBHOH M OHTOT€HETHYECKOU

TOKCHUYHOCTH, 0COORBIH BpEa AJIA UCJIOBCKA HC BBISIBJICH.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeIbHbIX BelleCTB

BcnomoraTtenbHble BelecTBa OTCYTCTBYIOT.

6.2. HecoBMeCTHMOCTH

Bopa st HHBEKIHUI SBIISETCS pACTBOPUTEIIEM TSI TPUTOTOBIICHUS JICKAPCTBEHHBIX (OPM IS
UHBEKIUH, TOATOMY €€ B3aUMOJICHCTBHE C APYTUMHU PACTBOPHUTEISIMU HE pacCMaTpPUBACTCS.
6.3 Cpok rogHocTu (CPOK XpaHeHHUs)

4 rona.
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6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH MPH XPAHEHNH JIEKAPCTBEHHOT0 Mpenapara

XpaHuTh Ipu TeMnepatype He Bbimre 25 °C.

6.5. XapakTep u coaep:kaHue NePBUYHOI YIIAKOBKH

ITo 1, 2, 3, 5 unu 10 M B aMmyJibl HEUTPAILHOTO CTEKJIA.

[To 10 amITy)1 BMECTE C TUCTKOM-BKJI/IBIIIEM TOMEIIAIOT B KAPTOHHYIO KOPOOKY.

I[To 5 wm 10 ammyn mNOMEMIAIOT B KOHTYPHYH SYEMKOBYIO YIAKOBKY W3 IUICHKU
MOJIMBUHUJIXJIOPUIHOM.

| win 2 KOHTYpPHBIX SYEUKOBBIX YMAaKOBKM BMECTE C JIMCTKOM-BKJIQJBIIIEM TOMEIIAIOT B
KapTOHHYIO TAuKy.

ITo 10-300 KOHTYpHBIX STYEHKOBBIX YIIaKOBOK I10 5 aMITyJI BMECTE C JIMCTKOM-BKJIJIbIILIEM
MOMEIMIAIOT B SIIUK U3 TOQPUPOBAHHOTO KaPTOHA.

[To 50-150 ammyn BMecTe ¢ JINCTKOM-BKJIABIIIEM ITOMEIIAIOT B MAYKy U3 KapTOHA C PEIIETKOMN

KapTOHHOM.

6.6. OcoOble MepbI MPEIOCTOPOKHOCTH MPU YHUUTOKEHUH HCII0JIb30BAHHOIO
JIEKAPCTBEHHOTI'0 NMPenapara Ui 0TX0A0B, MOJIYy4YeHHBIX M0CcJ/Ie IPUMeHeHusl
JIEKAPCTBEHHOTI'0 NMPenapara, v Apyrue MaHUILYJISIIHY ¢ IPenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEP)KATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA
Poccuiickas ®enepanus

AO «HoBocubxumbapm»

630028, HoBocubupckas 06:1., . HoBocuoupck, yi1. Jlekadpucros, 275
ten. (383) 363-32-44

mail@nskpharm.ru

7.1 IlpeacraBuTeib AepaTessi PperuHCTPALMOHHOIO yA10CcTOBepeHus Ha TeppuTopun Corosa

[Iperen3un HOTD66I/ITCJICI71 HalnpasJATH 110 aApECy:

Poccniickas Penepanvs

AO «HoBocubxumbapm»

630028, HoBocubupckas 00:1., 1. HoBocubupck, yi. Jlekadpucros, 275
tei. 8 (383) 363-32-44

mail@nskpharm.ru
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Pecniy6onuka Kazaxcran

TOO «Jekanor», 050050, Pecmy6inka Kazaxcras,
r. Anmarsl, yi. 'mazynosa 41 A-4,

Ten.: 2944221/ 8 701-73-152-18,
tsdecalog@yandex.ru

decalog@list.ru

Ksipreizckas PecryGnmka

AO «Hoocubxumbpapm»

630028, HoBocubupckas 061., r. HoBocubupck, yi. [lekadpucros, 275
ten. 8 (383) 363-32-44

mail@nskpharm.ru

8. HOMEP PEIT'UCTPAIMOHHOI'O YAOCTOBEPEHUA

9. TATA NEPBUYHON PET'MCTPALIMU (MIOATBEPXKJIEHHUSA PETMCTPAIUM,
INEPEPETUCTPALIUN)

JlaTa nepBoii perucTpanuu:

10. IATA IEPECMOTPA TEKCTA

OOmasi XapakTepHCTHKa JIEKapCTBEHHOrO TMpernapara Bopa Ui MHBEKUIUA JOCTYIHA Ha
WH()OPMAIIMOHHOM mopTane EBpa3suiickoro 3KOHOMHYECKOTO CO03a B HMH(MOPMAIMOHHO-
KOMMYHHUKaIMOHHOM cetn « HTepHe™» http://eec.eaeunion.org



mailto:tsdecalog@yandex.ru
mailto:decalog@list.ru
mailto:mail@nskpharm.ru
http://eec.eaeunion.org/

