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OBILAS XAPAKTEPUCTHKA JEKAPCTBEHIEOFO TIPERAPATA Y701

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Bona nnst uHbeKuii, pacTBOPUTEIND JIJIs1 IPUTOTOBJICHUS JICKAPCTBEHHBIX (DOPM 711 MHBEKITHI.

2. KAUECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB
JelicTBytomiee BEecTBo: BOA.
Kaxxnplii MJ1 pacTBOpUTEIIS COAEP>KUT | M1 BOJIBI AJ1SI MHBEKITUH.

[TonHbI epedyeHb BCIOMOTaTeIbHBIX BENIECTB MPUBEEH B pazzaeine 6.1.

3. JEKAPCTBEHHAS ®OPMA
PacTBopuTenb 7151 IPUTOTOBIICHUS JIEKAPCTBEHHBIX (YOPM /JIs1 HUHBEKIUH.

becnseTHas npo3pauHas )KUJIKOCTb.

4. KINMHUYECKHUE JAHHBIE

4.1 lloka3aHus K NPUMEHEHUIO

PacTBopeHne ¥ pa3BelieHHWE JIEKApPCTBEHHBIX IMPEMapaTtoB Uil WX MapeHTEPaIbHOTO
(MHBEKIIMOHHOTO/UH(Y3MOHHOTO)  BBEACHHS  HETMOCPEACTBEHHO  Tepe]]  MPUMCHEHHEM.
[IpumensieTcst ¢ 1eNbI0 MPUTOTOBICHUS CTEPUITLHBIX HHPY3MOHHBIX U MHBEKITMOHHBIX PACTBOPOB
Y TIOPOIIIKOB, JTHO(PUIN3aTOB ¥ KOHIICHTPATOB.

[Ipenapar nokazan K IPUMEHEHUIO Y B3pOCIbIX U feteit ot 0 1o 18 ner.

4.2. PexxuMm 103MPOBAHMSA M CIIOCO0 MPUMEHEHUS

PexxuM 103upoBaHus

Jlo3a mpemnapara 1 IpoIOJKUTENILHOCTh TEPANUU OMPEENIAIOTCS HHCTPYKIIUEH MO0 IPUMEHEHUIO

pacTBOpsAEMBIX/pa30aBiIIeMbIX MPEMAPaTOB B KAXKJAOM KOHKPETHOM CIydae.

Croocob nmpuMeHeHns

Cnoco® mpuMeHEHUsT U CKOPOCTh BBEACHUS OINPEAESIOTCS HMHCTPYKIMEH MO MpPHUMEHEHUIO

pacTBOpsAEMBIX/pa30aBiIIeMbIX MPEMAPATOB B KAXKJAOM KOHKPETHOM CIlydae.

4.3. [IporuBonoka3anus
He npumeHATh JUIsi pacTBOPEHHUS M pa3BelEeHUs JIEKAPCTBEHHBIX MPENaparoB, JJIsi KOTOPBIX B

KauecTBe 0053aTeIHbHOTO YKa3aH IPYroi paCTBOPUTEIb.



4.4. OcoOble yKa3aHUA U MepPbI MPETOCTOPOXK
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BOI[y JIIsL I/IH’beKI_II/Iﬁ HCJIB3s NMPUMCHATH OTACIIBHO IJII BHYTPUCOCYAUCTOIO BBCACHUA H3-3a

HU3KOTO OCMOTHYECKOT'O JIaBJICHUS BCIEACTBUE PUCKA BOBHUKHOBEHUS TeMon3a (CM. pazzen 6.6).

He cnenyer ucnonb3oBath (GpaakoH Npu HapyIIEHUH T€PMETUYHOCTHU UITU MTOBPEKACHUS YITAKOBKU.

Oco0bIit KOHTPOJIb 3a KOJIMYECTBOM BBOAMWMEIX PAaCTBOPOB, IIPUTOTOBJICHHBIX C MCIIOJIB30BaAHUEM

BOJIBI ISl HHBEKLUH, TpeOyeTcss y HOBOPOXKIECHHBIX U MaJICHBKUX JETEH, Y KOTOPBIX Aa)e MpH

BBCACHHUU HEOOJIBIINX O00BEMOB )I(I/I,Z[KOCTGI\/'I BO3MOKHbBI HapyHICHUA BOAHO-3JICKTPOJUTHOT'O

OanaHca.

4.5. B3amMmopeiicTBHMe ¢ JPYIrHMH JICKAPCTBEHHBIMHM MNpenapartaMM M JApyrue BHABI

B3auUMOAeCTBHA

B3anmoneicTBUsT MKy BOIOW ISl MHBEKIMN M IPYTUMH JIEKAPCTBEHHBIMM IpernaparaMmu He

HU3BCCTHBI.

Henb3st cMemmBaTh ¢ BOAOH ISt UHBEKIMNA MacIsTHBIE paCTBOPHI I MHBbEKIUHN (cM. pa3zaen 6.2).

4.6. DepTUIBLHOCTDH, 0€PEMEHHOCTD M JIAKTAIUS

[Tpumenenue npu OEPEeMEHHOCTH W B MEPUOJ TPYIHOTO BCKApMJIMBAHUS, a TAK)Ke BIUSHUE Ha

(GepTHIIBHOCTD OMPEACISAIOTCA HHCTPYKIIUEH TOro mpernapara, Uisl pa3BeIeHUs UM PaCTBOPEHUS

KOTOPOTo OyZIeT MPUMEHATHCS BOJA ISl UHBEKIIHH.

4.7. Bansinue Ha CHOCOOHOCTH YNPAaBJSATH TPAHCHOPTHBIMHM CpeIcTBAMHU U Ppadorarh ¢

MEXaHU3MaMHU

Bausune Ha CIOoCOOHOCTH K BBIIOJIHEHHIO INOTCHIMAJIbHO OIIAaCHBIX BHAOB ACATCIBHOCTH,

TpeOyIOMUX TMOBBIIIEHHON KOHIIEHTPAllMM BHUMAHUS U OBICTPOTHI MCUXOMOTOPHBIX pPEaKIIMii

(ympaBiieHHuE TPAaHCIOPTHBIMHM CpeACTBaMHU, paboTa C ABIKYIIMMUCA MEXaHM3MaMH, paboTa

JUCIIETYEpa M ONEpaTopa) ONpENeNseTcs CBOMCTBaMU JIEKAPCTBEHHOIO Ipemnapara, Ajis

PACTBOPCHUA U PA3BCACHUA KOTOPOT'O OBLI KCIIOJIL30BaH PACTBOPUTCIIb.

4.8. HexkenaresibHbIE peaKIMH

Pesrome mpodunsg 6e3onacHocT

HexenarenbHbie p€akuuu  OHNpCACIIAIOTCA

BO3MOKHBIMHU  HCXKCJIATCIIbHBIMU ~ PCAKIUAMU

JICKapCTBEHHOTO Tpemnapara, JUisi pacTBOPEHHUS HIIM Pa3BEACHUS KOTOPOro ObLI HMCMOIb30BaH

pacTBOPHUTEITB.

COOGH.IGHI/IG 0 IOA03PEBACMBIX HEKCIIATCIIbHBIX PCAKIINAX
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BaxxHo cooOmare 0 MOJ03peBacMbIX HE enaTenLﬂ_}],&:::'l%a-'kﬁﬁiﬁiglzmg': E&Qé{:&{%mn

JICKApCTBEHHOTO Tpernapara C meliblo 00eCTedeHHs] HeTPEPHIBHOTO MOHUTOPUHTA COOTHOIICHHUS
«TONb3a — PHCK» JIEKAPCTBEHHOTO IMpemnapara. MeAWIMHCKUM paOOTHUKAM pPEKOMEHIYeTCs
coo0IaTh O JIOOBIX IOI03PEBAEMbIX HEXENIaTeNbHBIX PEeaklusiX JIEKapCTBEHHOIO Mpernapara
yepe3 HallOHAJIbHbIE CUCTEMbI COOOIEHUSI O HEeKEeNaTelbHBIX PEaKIHsIX TOCYIapCcTB — YICHOB

EBpa3uiicKoro 5kKOHOMHUYECKOTO COI03a.

Poccuiickas @edepayus

®denepanbHas cayx0a 1o Ha3opy B cdepe 3ApaBOOXpaHEHUS

Anpec: 109012, . Mocksa, CnaBsiHCKast IJ101a1b, 4. 4, cTp. 1
Tenedon.: +7 800 550 99 03

DnekTpoHHas mouta: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEIEKOMMYHHUKAITMOHHON ceTH « IHTepHeT:

https://www.roszdravnadzor.gov.ru/

Pecnybnuxa Apmenus

«lIeHTp AKCHEPTU3BI JIEKAPCTB U MEAUIUHCKUX TexHonorui» ['HKO
Anpec: 0051, r. EpeBan, nip. Komuraca, nom 49/5

Tenedon: + 374 10 20-05-05, + 374 96 22-05-05

OnekTpoHHas nmouta: info@ampra.am, vigilance@pharm.am

Caiit B mHGOPMAIIMOHHO-TEIEKOMMYHHUKAITMOHHOM ceTH «IHTepHeT»: www.pharm.am

Pecnybnuxa Kazaxcmarn

PecryOnukaHckoe TOCYTapCTBEHHOE TMPEANPHUATHE Ha TMpaBe XO3JHUCTBEHHOTO BEICHUS
«HaunonanbHbiil LleHTp SKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB W MEIUIMHCKUX H3ICTUN»
Komurera memuiuHckoro u ¢apManeBTUYECKOr0 KOHTPOJIiE MHUHHCTEPCTBA 3pPaBOOXPAHECHUS
Pecny6nuku Kazaxcran

Anpec: 010000, . Acrana, paiion baiikonsip, ya. A. Umanosa, 13 (b1l «Hypcaymer 2»)
Tenedon: +7 7172 235 135

OnexrponHas nouta: farm@dari.kz

CaiiT B nH(OpPMALIMOHHO-TEIEKOMMYHHUKAIIMOHHOU ceTH «HTepHeT»: www.ndda.kz

Keipevizckas Pecnyonuxa
JlemapramMeHT = JIEKAPCTBEHHBIX CPEACTB M MEAMUMHCKUX  u3Aenuid  MuHHCTEpCTBa

3apaBooxpanenust Keipreisckoit PecrryOnuku
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Anpec: 720044, r. bumukek, yia. 3-g Jluaus, 1. 23

Tenedon: 0800 800 26 26
OnexrponHas nouta: pharm@dlsmi.kg

Caiit B mHGOPMAIIMOHHO-TEJIEKOMMYHHUKAITMOHHOM ceTH «MHTepHeT»: www.dlsmi.kg

4.9. Ilepeno3npoBka

CHMIITOMBEI

[Tocne BBemeHust OONBIIMX OOBEMOB TUIIOTOHMYECKHX PACTBOPOB, B KOTOPHIX B Ka4eCTBE
pacTBOpHUTEIISI/pa30aBUTENS UCIIONB30BANIACh BOJA ISl MHBEKIIMM, MOXKET Pa3BUTHCS TEMOJIH3.
[Ipu3Haku © CHMIOTOMBI TEPENO3UPOBKH Takke OyIyT CBS3aHBI CO  CBOWMCTBaMU

pacTBOpeHHOr0/pa30aBIeHHOTO JIEKaPCTBEHHOTO Mpenapara.

JleueHnue

[Ipu ciyuaitHON mepeno3upOBKe JIEUCHUE JTOHKHO OBITh MPEKPAIICHO, a MAUEHT AO0JKEH OBITH
o0cIieZIoBaH Ha MPeaMET BBISBICHHUS COOTBETCTBYIOIIMX MPU3HAKOB U CUMITOMOB, CBS3aHHBIX C
BBEJICHHEM pPAacCTBOPEHHOI0/pa30aBIIEHHOTO JIEKAPCTBEHHOTO Tpemapara. HaOmromenue 3a

ManUEHTOM CICAYET IMPOBOAUTE 0 pa3pClICHUA CUMIITOMOB.

5. DPAPMAKOJIOTUYECKHUE CBOMCTBA
5.1. ®apmakoaMHAMH4YeCKHE CBOCTBA
dapmakoTepaneBTHIECKas TpyIIna: Mpodre HeJeueOHbIe CPEICTBA, PACTBOPUTEITH U pa30aBUTEIH,

BKJIIO4ast UppUTallUOHHBIC PACTBOPHI.

Kox ATX: VO7AB.

MexagnsMm nericTBys U hapMakoauHaMudeckie 3pdeEKTHI

Bopa nns uabekiuii He o0nagaer GpapMakoIOrHIeCKON aKTUBHOCTBIO. MIcronb3yeTcs B KauecTBe
PaCTBOPUTEINS ¥ IPUMEHSICTCS JIJIsl IPUTOTOBIICHUSI NH(DY3NOHHBIX M UHBEKIIMOHHBIX PACTBOPOB,

obecrieurBasi ONTUMAJIbLHBIC YCIOBHS JIJI COBMECTUMOCTH M 3()D(PEKTUBHOCTH CyOCTPATOB U BOJIBI.

5.2 ®apmakokuHeTHYECKHE CBOIICTBA
HpI/I BBCACHHUU IIOCTOAHHO qepe;[y}omei/ic;l BOJbI W JJICKTPOJIIUTOB HNOAACPIKAHUC TOMCOCTAa3a

OCYHICCTBIIACTCSA ITOYKaMU.
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6. PAPMAIIEBTUUECKHUE CBOICTBA (MOCHELOBATENBHOCTL 0001)

6.1. IlepeyeHb BCIOMOraTe/IbHbIX BEelIECTB

OTCyTCTBYIOT.

6.2. HecoBMecTHMOCTD

[Ipu cmemmBaHMM C JAPYTMMH JIGKAPCTBEHHBIMH IpernaparaMu (MH(QY3HOHHBIE pacTBOPSI,
KOHl_IeHTpaTBI JUIA HpI/IFOTOBJIeHI/IH I/IH(byBI/IOHHI:IX paCTBOpOB, HNHBCKIIMOHHBIC paCTBOpr,
MOPOIITKHA, CYXHE€ BEIIECTBA I MPHUTOTOBICHUS WHBEKIIMOHHBIX PacTBOPOB) HEOOXOIUM
BHU3YyaJbHBIN KOHTPOJIb HA COBMECTHMOCTH, MOCKOJIBKY MOXKET UMETh MECTO XMMHYECKas WU
dbapMarieBTH4IEeCKasi HECOBMECTUMOCTD.

Henb3s cmemmBars ¢ BOIOM ISl MHBEKUUKA MACIISIHBIE PACTBOPBI.

6.3. Cpok ronHoCcTH (CPOK XpaHeHUs)

2 roja.

6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH NPH XPAHEHUH

XpaHuTh nipu Temneparype He Boie 25°C.

6.5. XapakTep u conep:kaHue NePBUYHON YIIAKOBKH

ITo 5 M, 10 M unm 20 M B amnynsl U3 nojunponuieHa RPE02M co ckpyuuBaronmmmcst
KOJITAYKOM J1J1s1 BCKPBITHS.

[To 10 ammyn BMecCTe ¢ MHCTPYKIMEH MO METUIIMHCKOMY MPUMEHEHUIO (JINCTKOM-BKIIAIIBIIIIEM )

MMOMELIAIOT B AYKy KAPTOHHYIO.

6.6. OcoObie MepbI NPEIOCTOPOKHOCTH MPH YTHJIN3ALMHU UCIIO0JIb30BAHHOIO JIEKAPCTBEHHOT0
npenapara WiM OTX0J0B, MOJYYEeHHBIX [0CJie TNPUHMEHeHHMsl Mpenapara, W [Apyrue
MAaHUNYJIALIHUHU € PenapaTom

Y TunuzupoBaTh MOCIIE€ OHOKPATHOTO MPUMEHCHHS.

Hcnonp3yiiTe TONMBKO B TOM CiIydyae, €CiId BOAa Il MHBEKIMU Tpo3pavyHas, OeciBeTHas, 0e3
BUIMMBIX 9aCTHUIl U, €CIIU ynaKOBKa HEC HOBpe)K,Z[GHa.

[IpurorosieHre pacTBOPOB JIEKAPCTBEHHBIX IIPENAPATOB ¢ MPUMEHEHUEM BOJBI JUIsI MHBEKIUMI
OCYIIIECTBIIICTCS B ACENTUYCCKHUX YCIOBUSX (BCKPBITHE aMITyJl, HAITOJIHEHHUE IITTPHUIA U EMKOCTEH
C JICKQpCTBEHHBIMH TIpETapaTamu).

JIro60#1 HEWcHoab30BaHHBIA PACTBOP CIENYET YTUIM3HPOBATH B COOTBETCTBHHM C MECTHBIMH

TpeOOBaHUSIMHU.
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7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA
Pecny6nmka Kazaxcran

TOO «Kelun-Kazpharm» (Kenyn-Kazdapm)

AnmaruHckas oonacts, Kapacatickuit paiton, Enpraiickuii c/o, c. Kokozek, 1147
Tenedon: 8 (727) 312-14-01

OnexrponHas noura: kelun reg@mail.ru

7.1. lIpencraBuTeib AepKaTe/id PeruCTPAIMOHHOTO YI10CTOBEPEeHM s

[Iperen3uu notpedbuTenell HaNpaBIIATh 1O aPECy:

Poccuiickas  ®@edepayus, Pecnyoaruxa Apmenus, Pecnyonuxa Kazaxcman, Keipevizckas
Pecnyonuxa

TOO «Kelun-Kazpharm» (Kenyn-Kazdapm)

Pecny6nuka Kaszaxcran, Anmarunckast oonacts, Kapacaiickuii paiion, Enbraiickuii c/o,

c. Koko3sek, 1147

Tenedon: 8 (727) 312-14-01

OnekTpoHHas mouta: kelun reg@mail.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

9. KATEI'OPHUSA OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBEHHBIN NTpenapaT OTHOCUTCA K KaTErOpUU OTITYCKa 110 PELEHTY.

OO61mas xapakTepuCTHKa JIEKapCTBEHHOTro mpemnapara Boxa nis mHbeKUUi OOCTyIHA B €UHOM
peecTpe 3aperucTpUpOBaHHbBIX JIEKAPCTBEHHBIX CPEACTB EBpa3nuiickoro 3KOHOMHUYECKOTO COK03a 1
HA  O(QUIMATILHOM  CcaiiTeé  yIOJHOMOYEHHOrO  oOpraHa  (9KCIEPTHOH  OpraHH3aIlVH)

https://eec.eacunion.org/
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