COOTBETCTBYET 3KCNEPTHC

ot 03.07.2025 N= 16528

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "0

MY OTUETY

1. HAUMEHOBAHMUME JJEKAPCTBEHHOI'O ITPEITAPATA

Bona mns webeknuit  Oydyc, pacTBOpuUTENb IS TNPUTOTOBICHHUS JICKAPCTBEHHBIX (GopM
U1 UHBEKIUH.

2. KAYECTBEHHBIW U KOJIMUECTBEHHbINA COCTAB

JelicTByrolee BEUIECTBO: BOJA.

Kaxxapiii Mu1 pacTBOpUTEINSI COACPKUT 1 MIT BOJIBI 1J1sI UHBEKITUH.

BcnoMorarenbHbIe BelecTBa OTCYTCTBYIOT.

3. JIEKAPCTBEHHASA ®OPMA

PactBopuTens A1 MPUTOTOBIEHUS JIEKAPCTBEHHBIX (POPM TSI HHBEKITUH.

becuBeTHas mpo3padHas KUIKOCTh 0e3 3amaxa.

4, KIMHNUYECKUE JAHHBIE

4.1. Iloka3aHusl K IPMMEHEHUIO

Bona nns unbeknuii Oydyc nokasaHa K NPUMEHEHHUIO y B3pOCIBIX M JIeTell B BO3pacTte
ot 0 mo 18 ner.

. PactBopenne u pa3BeneHHE JICKAPCTBEHHBIX IMPENaparoB JUisl  MMapEHTEPaJbHOTO
(MHBEKIIMOHHOTO/MH()Y3MOHHOT0) BBEJICHUSI HEMOCPEICTBEHHO Mepe/l IPUMEHEHHUEM;

. MPUTOTOBJICHUE  CTEPUIIBHBIX  WH(QY3MOHHBIX W WHBEKIHUOHHBIX  PAcTBOPOB
U3 MOPOIIKOB, THO(DUIN3ATOB U KOHIIEHTPATOB.

4.2.  Pe:xuM 103UPOBAHUS H CTIOCO0 MPUMEHEHHS

PexxuM 103upoBaHus

I[03a n CKOpPOCTb BBCACHUA OIIPCACIIAOTCA HHCTPYKHHCﬁ o MIPUMCHCHUTIO
paCTBOpHeMLIX/ paB6aBJ’I$IeMBIX JICKApPCTBCHHBIX IMPCIIAPATOB B KAXKAOM KOHKPECTHOM CJIy4dac.

Crrocob nmpuMeHeHu s

IIpuroroBneHue pacTBOPOB JIEKAPCTBEHHBIX IPENAPATOB C UCIOJIB30BAHUEM BOJABI JJIsI UHBEKIIUI
JOJI’KHO OCYIIECTBJISTHCS B ACENTUYECKUX YCIOBHUSAX (BCKpBITHE aMIyJsl, HAIllOJHEHHUE IIMPHIA
¥ €MKOCTEH C JIEKapCTBEHHBIMH ITpenapaTamMH).

4.3. IIporuBomoka3aHus

Bona s vHBEKIMI B KadyeCTBE PACTBOPUTEINS JIEKAPCTBEHHBIX CPEACTB HE IPUMEHSETCH,
€CJIM B KauecTBe 0053aTeIbHOTrO JIsl HEKOTOPBIX U3 HUX YKa3aH JPYroi pacTBOPUTEb.

4.4. QOco0ble ykazaHus U Mepbl MPeI0CTOPOKHOCTH NPU NPUMEHEHUH

He cmemmBaroT ¢ BOJOM MacisHbIE pacTBOPBl I MHBEKIUH, HApYXKHBIE CpEICTBA
JUId  TpWXKUraHus. JlekapcTBEHHBIE CpElICTBA, KOHIEHTpAaLUs KOTOPBIX JIOJDKHA OBITh

B OTpEJICJICHHBIX TPAaHUIIAX, pa30aBISIIOT BOJAOW JJII MHBEKIIMI TOJIBKO B YKa3aHHBIX MpeJenax.
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Bona ans uHbekiuit He MOXET OBITH IPSIMO BBEACHA BHYTPUCOCYAMCTO H3-3a HHU3KOTO
OCMOTHYECKOTro naBieHus (puck remonmsal). OcoOblii KOHTPOJIh 332 KOJMYECTBOM BBOIMMBIX
PacTBOPOB, MPUTOTOBJICHHBIX C TTOMOIIBIO BOJABI JUIsl HHBEKIIMHI, TPeOyeTCsl Y HOBOPOXKICHHBIX
Y MaJICHBKUX JETEH, y KOTOPBIX JIayKe IMPH BBEIACHUU HEOOJIBIIINX 00bEMOB BO3MOKHBI HAPYIICHUS
BOJIHO-JIEKTPOJIMTHOTO OajaHca.

4.5. B3aumoaeiicTBHe ¢ JAPYrMMH JIEKAPCTBEHHBIMH MpenapaTaMu M JPyrue BH/bI
B3aNMOJAEHCTBUSA

[Ipu cmemmBaHUKM C JPYTUMHU JICKAPCTBEHHBIMU CpeacTBaMu (MHGY3UOHHBIE PaCTBOPHI,
KOHIIEHTPAThl IS TPHUTOTOBICHUS HWH()Y3HMOHHBIX PACTBOPOB; HWHBCKIIMOHHBIC PACTBOPBI,
MOPOIIKHU, CYXHE BEIIECTBA /I NPUTOTOBJICHUS HWHBEKIIMOHHBIX PACTBOPOB) HEOOXOIUM
BU3YalbHBIH KOHTPOJIIb HA COBMECTUMOCTH (MOXKET UMETh MecTo ¢apmaleBTUYeCcKas
HECOBMECTUMOCTB ).

4.6. @epTWIBHOCTb, 0€PEMEHHOCTh U JIAKTAIUS

[Ipumenenue mnpu OEPEMEHHOCTH M B TEPHOJ TPYAHOTO BCKApPMIIMBAHUSI OMPEIEISETCS
UMHCTPYKIMEH TOro Tmpemapara, JUis pa3BelCHUS KOTOpPOro OyaeT NpPHUMEHATbCS BOJa
U1 UHBEKIIUH.

4.7. BausiHHe HA CIOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpeACTBAMHM M PadoTaTh
¢ MeXaHU3MaMH

BnusHue Ha cmocoOHOCTh K BBIMOJHEHHIO TMOTEHIIMAIBHO OIMACHBIX BUOB JEATEIHHOCTH,
TpeOyIOMIMX MOBBIIMIEHHON KOHIEHTPAIMd BHUMAaHUS M OBICTPOTHI MCHUXOMOTOPHBIX pEaKIUi
(ynpaBiieHHuE TpPaHCIOPTHBIMHM CpEeACTBaMM, paboTa C JIBIKYLIMMHUCS MeXaHM3MamH, padbora
JTUCTIETYEpa W OMeparopa) OMpeNesieTcss CBOWCTBaMM  JIEKAPCTBEHHOrO  Ipemnapara,
JUTSL pa3BeJIEHUS] M paCTBOPEHUSI KOTOPOTO OBLI UCTIONH30BaH PACTBOPUTEb.

4.8. HexeaaTe/ibHble peaKIUu

HexenatenbHple peakiuu OMPENCTSIOTCS HEXKENATeIbHBIMU  PEAKIUsIMH  JIEKapCTBEHHOTO

npemnapara, ajd paCTBOPCHUA UJIX Pa3BEACHHUA KOTOPOTO OBLI UCIIOJIE30BaH pPacTBOPUTEIIb.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo coob1iaTe 0 mojo3peBaeMbIX HeKeIaTeNbHbIX peaklUIX MOCNe PerucTpaluu npenapara
C 1enpl0 00ecrnedyeHHs HEeNpephbIBHOIO MOHUTOPUHIA COOTHOIICHHS «I10JIb3a — PHUCK»
JIEKapCTBEHHOTO Ipernapara. MeIuIMHCKIM pa0OTHUKAM PEKOMEHAyeTcs COOOIIaTh O JIHOOBIX
MI0JI03PEBAEMBIX HEXKENNATEIbHBIX PEAKLUAX JIEKAPCTBEHHOIO IpernapaTa yepe3 HallMOHAJIbHbIE
CHCTEMBl COOOILIEHMS O HEXeNaTeNbHbIX pEaKIHUsIX TOCYAapcTB — 4IEHOB EBpa3sumiickoro

OKOHOMHUYECCKOI'O COrO3a.
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Poccuiickas @enepanus

@DenepanbHas ciry:x0a 1o Haa30py B cepe 3ApaBOOXpaHEHUSI.

Anpec: 109012, r. Mocksa, CraBsiHCKas III0IIaib, 1. 4, ctp. 1.
Tenedon: +7 800 550 99 03

DnexTponHas moyra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpPMAIIMOHHO-TEJICKOMMYHUKALMOHHOM ceTn «MHTepHeT»:

https://www.roszdravnadzor.gov.ru

PecniyOonnka Kazaxcran

PI'TI na IIXB «Hanumonaneusiid LIeHTp 3KCIIEpTH3BI JIEKAPCTBEHHBIX CPEACTB U MEIMIIUMHCKUX
w3nenuiiy Komwurera MeauuumHCKOrO W (apMaleBTHYECKOrO KOHTPOJIsl MuHHCTEpCTBa
3npaBooxpaneHus Pecyonuku Kazaxcras.

Anpec: ZOOT6ES, r. Acrana, yin. A. ImaHoga, 13.

Tenedon: +7 (7172) 235-135

DnexrponHas noyra: farm@dari.kz

Caiit B nH()OpPMAIIMOHHO-TEIIEKOMMYHUKAIIMOHHOM ceTn «HTepHeT»: https://www.ndda.kz

PecniyOnuka Apmenus

AO3T «HayuHbIil LIEHTp 3KCHEPTHU3bI JIEKAPCTB U MEAMIMHCKUX TEXHOJOTMH MM. aKkaJeMHuKa
3. I'abpuensiHay.

Anpec: 0051, r. EpeBan, np. Komuraca, 49/5.

Tenedon: (+374 10) 23-16-82, 23-08-96, (+ 374 60) 83-00-73

Tenedon ropsueit IMHUU OT/€JIa MOHUTOPUHTA 0€30MIaCHOCTHU JIEKAPCTBEHHBIX CPEJICTB!

(+374 10) 20-05-05, (+374 96) 22-05-05

Caiit B nH()OPMAIIMOHHO-TEIIEKOMMYHUKAIIMOHHOM ceTn «MHTepHeT»: https://www.pharm.am

Pecny6nuka benapych

PVII «lleHTp 3KCIIEPTU3 U UCIIBITAHUN B 3]paBOOXPAHEHUN.
Anpec: 220037, r. Munck, nep. ToBapuieckuii, 2a.
Tenedon: + 375 (17) 231-85-14

Temedon oraena dpapmakonanzopa: + 375 (17) 242-00-29

CaiiT B nH(MOpPMAIIMOHHO-TEJICKOMMYyHUKAIIMOHHOM ceTn «HTepHeT»: https://www.rceth.by

Ksiprezckas PecryOnmka

JlemapTtaMeHT JIEKapCTBEHHBIX CPEACTB M MEAMLIMHCKMX u3Ienuil npu MuHuctepcrse
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3npaBooxpanenust Keipresckoit Pecryonuku.

Anpec: 720044, r. bunikexk, yi. 3-s1 auHus, 25.

Tenedon: + 996 (312) 21-92-78

Dnexrponnas moyra: dismi@pharm.kg

Caiit B nH(pOpMAIIMOHHO-TEJICKOMMYHUKAMOHHOM ceTn «MHTepHeT: https://www.pharm.kg
4.9. Ilepeno3mpoBka

CuMnTOMBI

[Tocie BBenacHUsT OOJBIIMX OOBEMOB THIIOTOHUYECKUX PACTBOPOB, B KOTOPBIX B KadeCTBE
pacTBOpUTEIIs/pa3baBUTEIIsl MCIOIb30BAIACH BOJA U MHBEKIMHA, MOXKET Pa3BUThCS TEMOJIU3.
[lpu3Hakn W CHMIOTOMBI TEPEAO3UPOBKH TaKXKe OyAyT CBS3aHBI CO  CBOMCTBaMu
pacTBOPEHHOI0/pa30aBICHHOTO JIGKAPCTBEHHOTO TIperapara.

Jleuenue

I[pu ciyyaitHO# MepeI03UPOBKE JCUCHUE JOIDKHO OBITh MPEKPAIIECHO, a MAIMEHT JH0JIKEeH OBbITh
o0cIie/1oBaH Ha MPEIMET BBIABICHUS COOTBETCTBYIOIIMX MPU3HAKOB W CHMIITOMOB, CBSI3aHHBIX
C BBEJICHHEM pPAaCTBOPCHHOI'O/pa30aBICHHOrO JICKAPCTBEHHOro Tpernapara. Habmoxenue
3a MaIMEHTOM CJIeyeT IPOBOMTH JI0 PA3PEIICHUS CUMIITOMOB.

5. ®APMAKOJIOT'MYECKHUE CBOMCTBA

5.1. dapmakoanHaMH4ecKHe CBOHCTBa

dapmakoTepaneBTUYecKas — rpynma: Opodyde  HeJedeOHbIe — CPEJICTBA;  PaCTBOPUTEIH
U pa30aBUTEIH, BKIHOYAs UPPUTAIIIOHHBIC PACTBOPBHI.

Koxg ATX: VO7AB

Mexaumnsm nerictBus U dpapMakoarnHaMudecKne YD PexTol

Boga s uabeknuii He o0nanaeT papMaKoJIOrHYecKol akTUBHOCTBIO. Mcnonbp3yeTcs B kKauecTBe
pacTBOpUTENS U IPUMEHSETCS JUIsl IPUTOTOBJICHUSI MH(PY3MOHHBIX U MHBEKLIMOHHBIX PACTBOPOB,
oOecrieurBasi ONTHMAJIbHBIE YCJIOBUS JJs1 COBMECTUMOCTH U 3(PPEKTUBHOCTH CYOCTpaToB
Y BOJIBL.

5.2. ®apmakoKHHeTHYeCKHe CBOHCTBA

[Ipy BBeneHHM MOCTOSHHO YepeAyIOIIEHCsS BOJABI M AJIEKTPOJMUTOB MOJJIEp’KaHHE TOMEocTasa
OCYILECTBIISICTCS TIOYKAMU. B HOpMaJIbHBIX YCIOBHUSAX BOJAA BBIIEISIETCS TOYKAMH, KUIIEUHUKOM,
C TIOTOM | TIPH JIBIXaHUH.

6. ®APMAIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BcIOMOraTe/bHbIX BelIeCTB

OTCyTCTBYIOT.

6.2. HecoBmecTumMocTh

[Ipy cMmemmBaHMM C JAPYTUMHU JIEKAPCTBEHHBIMH CpeICTBaMU (MH(Y3UOHHBIE pPACTBOPSI,

4
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MOPOUIKH, CyXHE€ BEIIECTBA JUI TNPHUTOTOBJICHUS HWHBEKIHMOHHBIX pPACTBOPOB) HEOOXOAUM
BU3YAJIbHBIH KOHTPOJIb HAa COBMECTUMOCTh (MOXET UMETb MecTo QapMaleBTuIecKas
HECOBMECTUMOCTH).

Bony ans unbekiuil He CMENIMBAIOT C MACISHBIMU PACTBOPAMHU ISl MHBEKIIHA.

6.3. Cpox rogHocTH (CPOK XpaHEeHUsl)

5 ner.

6.4. OcoOble MepbI NPEIOCTOPOKHOCTH PH XPAHEHUH

Xpanutb nipu Temneparype Hwke 30 °C.

6.5. XapakTep u coaep:KaHHe MEPBHYHOI YIAKOBKH

[To 2 My, 5 mur, 10 M1 B amITysIel IOJTMMEPHBIE, U3TOTOBJICHHBIC TI0 TEXHOJIOTHH «BBITyBAaHHE —
HATNOJTHEHUE — TePMETH3AIHS U3 MTOJIMATUIICHA BHICOKOTO JAaBIICHUS.

Ha ammynbl nonuMepHbie HAKJICHBAIOT STUKETKH CaMOKJIEAIUECS U TeKCT STUKETKH HAHOCAT
HEIOCPE/JICTBEHHO Ha ammyjly MHOJUMEPHYK0 METOJOM KaIlIeCTpyWHOH IMeyaTH WM METOAOM
penbedHOro TUCHEHUS.

[To 10 amnyn NOJMMEPHBIX C JUCTKOM-BKJIAQJBIINIEM IIOMENIAIOT B TMauykKy M3 KapToHa
JUTSI TIOTPEOUTENLCKON Taphl.

[To 100 aMmys MOAMMEPHBIX C PAaBHBIM KOJIMYECTBOM JMCTKOB-BKJIAJIbIIIEH MTOMEIIAIOT B MAUYKy
W3 KapTOHA ISl TOTPEOUTENIBCKOM Taphl WIIM B KOPOOKY KaPTOHHYIO (JJIs1 CTAI[MOHAPOB).

Ha xopoOky mo 100 ammyn MOMMMEpPHBIX HAKIEHWBAIOT JTUKETKY M3 OyMard STHUKETOUHOMN
WJIH STUKETKY CAMOKJIESIIYIOCS.

6.6. OcolOble Mepbl MNPeIOCTOPOKHOCTH TPH  YHHYTOKEHMH  HMCHOJIH30BAHHOIO
JIEKAPCTBEHHOI0  Mpenapara WJIM OTX0A0B, TMOJYYEHHbIX TOcjde NpPUMEHEeHUs!
JIEKAPCTBEHHOI0 Mpenapara, u Apyrue MaHUNyJsiiU ¢ penapaTomM

Oco0Oble Mepbl MPENOCTOPOKHOCTU TPU YHUUYTOKEHHUU MCIIOJIB30BAaHHOTO JICKApPCTBEHHOTO
npernapara ONnpeAeNsioTcs MHCTPYKIMEW TOro npemnapara, JJis pacTBOPEHHUS WU pa3BelleHus
KOTOPOT0o Oy/IeT MPUMEHSATHCS BOJIA JTsI HHBEKITUH.

[TpuroToBneHne pacTBOPOB JIEKAPCTBEHHBIX CPEACTB C NMPUMEHEHHWEM BOJbI JJIS WHBEKIUN
JOJI’KHO OCYIIECTBIISTHCS B ACEMTHUECKUX YCIOBUSAX (BCKPBITHE aMITyJl, HAMOJHEHHE MIMPUIA U
€MKOCTEeH ¢ JIeKapCTBEHHBIMH NpenapaTtamMu).

7. JAEPKATEJIb PETUCTPAIIMOHHOT' O YAOCTOBEPEHMUSI

Poccniickas @enepanvs

Axtmroneproe odmiectBo «IIpousBoacTBenHas dapmaneBTruueckas kommnanuss OOHOBIEHHE)
633621, HoBocubupckas 061., CyzyHckuit paiioH, pi. Cy3yH, yin. Komuccapa 3sTbKkoBa, 1. 18.
Ten./dpakc: 8 (800) 200-09-95.
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7.1 IIpencraBuresib AepikaTesisi PErHCTPALMOHHOIO YI0CTOBEPEHUS! HA TEPPUTOPUH
Coro3a

[Iperen3zun HOTDC6HTCHCﬁ HaIIpaBJIATH I10 aAPECy.

B Poccuiickoti @edepayuu

Axuunonepsnoe o6mectBo «lIponsBoacTBeHHas papmareBTHUeCKas koMmnaHust OOHOBICHUE
630096, r. HoBocubupck, yin. CranuuonHas, a. 80.

Ten./dpakc: 8 (800) 200-09-95.

e-mail: pretenzii@pfk-obnovlenie.ru

B Pecnyonuxe Kazaxcman, Pecnyonuxke Apmenus, Pecnybauxe bBenapyce, Kvipevisckoii
Pecnyonuxe

Pecny6nuka Kazaxcran

TOO «®apmareiiT-Kazaxcran»

Pecrrybnuka Kazaxcran, ropoa Anmarel, ATMaIMHCKHH paiioH, [Ipocriekt Abas, mtom 153, kB. 38,
noutoBbii uuAeKe 050000

Ten.: +7 777 788 3809

e-mail: saldibekova@pharmagate.co.uk

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

JITT-Ne(004482)-(PT-RU)

9. JTATA MEPBUYHOM PETUCTPALIMU (ITOATBEPKJIEHUSA PETUCTPAIIUU,
NMEPEPETUCTPAIINN)
Hata nepBuynoii peructpanun: 02.02.2024 r.

10. JATA NEPECMOTPA TEKCTA

OO0mass xapakTepuCTHKa JIeKapCTBEHHOro mpemnapara Boga ans umubekuuit O0ydyc nocTymHa
Ha HMH(OpMalMOHHOM TopTasie EBpa3uiickoro 3KOHOMHUYECKOTo CO0103a B HH(OPMAaLHOHHO-

KOMMYHUKaIIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org/
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