
3aflBHHK, KpaiHa:

Bnp06HHK, KpaiHa:

3ATBEPÅ)KEHO
1--1aKa3 MiHicTepcTBa oxopoHn

3AOPOB'f1YKpaiHV1
29.09.2022 1767

PeecTpauiiiHe 110CBiAqeHHH
UA/16346/01/01

3MIHH BHECEHO
I-larca3 MillicTepcTBa oxop0HH

3AOPOB'q YKpaiHn
03

(bapwrauewrncmnil 3aBOA 'TIOJIbØAPMA" C.A., TIOJ1bU1a
PharmaceuticalWorks POLPHARMA S.A., Poland

3aBOA C.A.
BiÅÅiJ1 MemaHa B CepaÅ3i, BYTI. 110J1bCbKOi OpraHi3auii BiMCbKOB0i 57,
98-200 CepaÅ3, FIOJ1bLUa
PharmaceuticalWorks POLPHARMA S.A.
Medana Branch in Sieradz, 57, Polskiej Organizacji Wojskowej Str.,
98-200 Sieradz, Poland
(BHP06HHUTBO, nepBMHHe Ta BTOPHHHe rraKYBaHH%, KOHTPOJ1b cepii)

3aBOA «VIOJIbØAPMA» C.A.
BiL1(iJ1 MextaHa B CepaÅ3i, BYJI. BJ1amucJ1aBa .J10K€TKa 10, 98-200
CepaÅ3, 110J1b11xa

Pharmaceutical Works POLPHARMA S.A.
Medana Branch in Sieradz 10, Wladyslawa Lokietka Str., 98-200
Sieradz, Poland
(BunycK cepii)

3MIHH AO IHCTPYKU1i MEAWIHOFO 3ACTOCYBAHHS1

raj1030J1iH@ K0M6i
Galazolin@ Combi

Cnpeü lla3aJ1bHHü, p03t1HH,
(1,0 Mr+50,0 Mr)/MJ1

no 10 MJI y d)J1aKOHi - KpaneJ1bHnui NQI



Ailoqa penal<lliq

Bnp06H11K.
3aBOJ1 'TIOJIb(bAPMA"

C.A. BimiJ1 Memayra B CepaÅ3i/
Pharmaceutical Works POLPHARMA S.A.

Medana Branch in Sieradz.

BaPLL1aBCbKHÜ(bapMaueBTHHHHM 3aB0Å
110J1b(ba AT/
Warsaw PharmaceuticalWorks Polfa SA.

Micue3HaXOAmeHHf1 BHP06HHKa Ta aApeca
MiCUH npoBaAmeHHf1 iioro AiHJ1bHOCTi.
BYJI. 110J1bCbKOi OpraHi3auii BiiCbKOB0i 57,
98-200 CepaÅ3, TIOJ1b111a/

57, Polskiej Organizacji Wojskowej Str., 98-
200 Sieradz, Poland.

BYJI. KapoJ1bKOBa 22/24, 01-207 BapmaBa,
VIOJ1b111a/

22/24 Karolkowa Str., 01-207 Warsaw, Poland.

np0110H0BaHa penar«uifl

Bnp06HHK.
(bapMaueBTHHHHii 3aBOÅ "HOJIbØAPMA"
C.A. /

Pharmaceutical Works POLPHARMA S.A.

Micue3HaxommeHHf1 BIIP06HHKa Ta aApeca
Micuq 11POBammeHHf1 iioro Aif1J1bHOCTi.
BizuiJ1 MemaHa B CepaÅ3i, BYJI. BJ1aÅHCJ1aBa
J10K€TKa 10, 98-200 CepaÅ3, 110J1b11-xa/

Medana Branch in Sieradz, 10, Wladyslawa
Lokietka Str., 98-200 Sieradz, Poland

MeueÖucep 3 peccmpaqii
TOB IOA»

[Ir19AOKytEHTiB

4

Y3roaxeH0 3 MaTepianaMh

peccTpaqiVIHoroAOCb€

JIiJ1in Boe,rcompy6
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29.09.2022 1767

PeecTpauiiiHe 110CBiAqeHHH
UA/16346/01/01
UA/16346/01/02

IHCTPYKUISI
AJIH MeAH'1Horo 3aCTOCYBaHHH JliKaPCbKOro 3ac06y

FAJIA30J11H@KOMBI
(GALAZOLIN@COMBI)

CwtaD:
Düoqi peqogunu.• xylometazoline; dexpanthenol;
1 MJI p03t1HHY MiCTHTb 1 Mr KCHJIOMeTa30J1iHYrinpoxnopvmy Ta 50 Mr neyccnaHTeHOJIY a60 0,5 Mr

KCHJIOMeTa30J1iHYrimpoxnopnny Ta 50 Mr neKcnaHTeH0J1y;
OAHe P03r1HJ1eH1-1H 0,1 MJI p031-1MHY MiCTHTb 0, 1 Mr KCHJIOMeTa30J1iHYrimpoxnopnmy Ta 5 Mr

ÅeKcrmrreH0JIY a60 0,05 Mr KCHJIOMeTa30J1iHYriÅpoxJ10pvmy era 5 Mr AeyccnaHTeH0J1y•,
Donaui91ff1i peqoguuu: AHHaTpiyo (bocd)arry momeKarinpaT, Ka-Tliro 6eH3aJIKOHi10

xnopvmy P03HHH, Boma OtlV11-ue1-1a.

JIiKapcbKa Cnpeü Hua-IlbHHÜ, p03t1MH.
OCH06Hi d)i3wco-xiMiqni gnacmugocmi: 6e36apBHa np030pa piÅHHa.

ØapMaK0Tepanewrncma rpyna. HPOTHHa6P51KOBiTa iH111i pHH0J10riqHi npenapaTH ÅJ151 MiC1.1eBOro
3aCTOCYBaHHH. CHM11aTOMiMeTHKV1, KOM6iHauii, 3a BHHSITKOM Kop•rmcocTepoiÅiB. KOJI ATX ROIA B06.

Øap»taKonozit1Hi gnacmugocmi.
(PapmaroDuua.Mbca.
JIiKapcbKHii 3aci6 rAJIA30JIIH@ KOMBI — ue KOM6iHOBaHV•1iå npenapaT, 1110 MiCTHTb aJ1b(ba-

LIHHHTb CYAHH03BPKYBaJ1bHY Ai10, BHaCJ1iÅOK qoro ycYBaeTbc51 Ha6PA1<CJIH30BOi 060JIOHKH.

ÅeKcnaHTeHOJ1e noxiÅHOK) naHTOTeHOBOiKUCJIOTH, 1.110 cnpune 3ar010BaHH10 paH Ta 3axuuxae CJIH30Bi
060JIOHKH.

KCHJIOMerra30J1iHYri;xpoxnopvv.!
KCHJIOMeTa30J1iH ne noxiAHa iMiÅa30J1iHY, a.J1b(ba-mpeHeprit1HHü CHMnaTOMiMeTHK. BiH e

6e3nocepeÅHiM aHTarOHiCTOM aJ1b(ba-aÅpeHopeuemopiB. IIpenapaT cnpmqvmqe
KPOBOHOCHHX cyÅMH CJIH30BOi 060JIOHKH, BHaCJ1iÅOKqoro ycYBa€Tbc51 Ha6P51K,3MeH111yeTbCflrinepeMi51
CJIH30BHX 060JIOHOK HOCOI'JIOTKH Ta KiJ1bKiCTb eKcynaTY. 3MeHL11eHHA rinepeMii CJIH30BOi 060JIOHKH

Hoca nonermye HOCOBe ÅHXaHHH y naui€HTiB i3 CHM11TOMaMH nopymeHH51 npoxiÅHocTi HOCOBHX XOAiB
y nepi0A 3acTYÅH Ta Ilicjlfl xipypriqmrx BTPyqaHb y HOCOBiii 110POXHHHi.
IloqaTOK Aii ga3Buqaü HacTae qepe3 5—10 XBHJIHH, Moro 11P051BOM e nonermeHH51 HOCOBOro AUXaHH51
BHaCJ1iÅOKYCYHeHH51Ha6pflKY Ta 110KpameHH51 BHBeÅeHH51 BHAineHb.
AerccnaHTeHOJ1
ÅeKC11aHTeHOJ1e CIIHPTOBHM naHTOTeHOBOi KHCJIOTH (BiTaMiH 135) Ta 3aBÅ51KV1 npoMi)KHiii
K0HBepcii Mae TaKY 6ionorit1HYaKTHBHiCTb, 51K i naHTOTeHOBa ICHCJIOTa. TlaHTOTeHO o,

coni e BOÅOP03HUHHHMV1 BiTaMiHaMH, HKi, i KoeH3HM, 6epyTb yqacTb y 6araT

npouecax, BKJ110qaK)t1H cnpHflHH% CHHTe3Y 6iJIKiB Ta KOPTHKOiÅiB, a rraKO)K rrpo k

Koer-13HM A 6epe yqacTb B YTBopeHHi JliniÅiB, 3 SIKHX, 30KpeMa,
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3aJ103, 1110 Mae BaWIHBY 3axHCHY (l)YHKL1iK). KpiM Toro, KoeH3HM A BiAirpae pollb y meTHJ1iOBaHHi
aMiHOLIYKPiB, 51Ki e OCHOBHHM 6YAiBeJ1bHHMMaTepiaJ10M ÅJ151 pi3HHX MYKor10J1icaxapHÅiB.

AeKcnaHTeHOJ13axH1-uae LL1aPH erliTeJ1iyo Ta cnpvrne paH.
ØapmaR0Kinemura.
KCHJ10MeTa30J1iH.y rinpoxJ10pHA
IHOÅi Ha3aJ1bHe 3aCTOCYBaHHfl 11PV13BOÅHTb no Toro, 1110 3Hat1Ha KiJ1bKiCTb KCHJIOMeTa30J1iHY
a6cop6yeTbc51, CIIPHHHHSIIOHH CHCTeMHHä BIUIHB, Hanpvncnam Ha LleHTpaJ1bHY HepBOBY Ta cepueB0-
CYAHHHY cucrreMY.
(bapMaKOKiHeTHHHi ÅaHi 1110110 J110Aeii BimcyTHi.
neyccnaHTeHOJ1
ÅeKcnawreH0J1 a6cop6y€Tbcn qepe3 111Kipy 'ra 3a3Hae KaTaJ1i30BaHoro eH3HMOM OKHCHeHH% no
naHTOTeHOBOi KHCJIOTH. BiTaMiH nepeHocHTbc51 B nna3MY KPOBiy 3B'513aHiii 3 npoTeiHOM (l)0PMi. 51K

Ba)KJIHBHä cTpyrrypHHü eJ1eMeHT naHTOTeHOBa KHCJIOTa 06'€ÅHy€Tbcq 3 KoeH3VIMOM A Ta

p03r10Bc10A)1cy€TbcH no opraHi3MY. ÅeTaJ1bHi AOCJ1iA>1CHHfl MeTa60J1i3MYy 111Kipi Ta CJIH30BHX
060JIOHKax BiÅcyTHi. 60—70 % npHÄH51T0i nepopaJ1bH0 Å03H BHAiJ151€TbC%3i ceqero, 30—40 % — 3 KUIOM.

RJIiHit1Hi xapaKTePHCTHKH.
IIOKU(IHHR.

3aKJ1ameHiCTb Hoca nin gac rocTporo PHHiTy;
CHPHHHH% 3ar010BaHHIO 111KiPHHaBKOJIO HOCOBHX XOÅiB Ta 1101.11KOAhCHb CllH30B0i 060JIOHKH B
HocoBiii nop0)KHHHi•,

BUOMOTOPHHÄ PHHiT(rhinitis vasomotorica);
nopY111eHH51 HOCOBOro AUXaHH51 nicJ151 xipypriqymx BTpyqaHb y HOCOBiü 110PO)KHHHi.

TIpomun0Ka3aHHR.
IliÅBH111eHaMYTJIHBiCTbAO KCHJIOMeTa30J1iHYrinpoxnopnmy, meKcnaHTeHOJIY a60 AO 6YÅb-51K0i
AOTIOMi)KHOi peHOBHHH JliKapcbKoro 3ac06y;

PHHiT(rhinitis sicca);
Ta xipypriHHi BTpyqaHH51 3 01'OJ11-OBaHH51M M03KOBOi

060JIOHKH B aHaMHe3i;
rocTPiKopoHapHi 3aXBOPIOBaHH51, BKJ11-oqa10t1H cepueBY acTMy•,
3aKPHTOKYTOBa rnaYK0Ma•,
rillepTHpe03•,
cy11YTH€ JliKYBaHHS1iHri6iTopaMH MOHOaMiHOKCHÅa3V1 (MAO) Ta npoTff0M 2 TH)KHiB Ilicnq

11PH11HHeHH51 ix 3acTOCYBaHHsr,
nepi0Å BariTHocTi a60 roÅYBaHH51 rpymuo.

JIiKapcbKHii 3aci6 rAJIA30JIIH@KOMBI (0,5 Mr + 50 Mr)/MJ1 He CJ1iA3aCTOCOBYBaTH AiT%MBiKOM no
2 POKiB.
JIiKapcbKHM 3aci6 rAJIA30JIIH@ KOMBI (1 Mr + 50 Mr)/MJ1 He CJ1iJ13aCTOCOBYBaTHmiTHMBiKOM no 6

POKiB.

B3ae»toÖifl 3 intuu.M11 JliKaPCbKtWVtU3acoöavuu ma inmi 611011 uacuoöiü.
Kcwtomema30J1iny eiDpoxnopuD
()ÅHoqacHe 3aCTOCYBaHH51 3 TPaHiJ111H11POMiHOM, iHri6iTopaMH MAO, TPH- a60 TeTpaUHICJ1it1HHMH

aHTHÅenpecaHTaMH a60 3 ß-mpeH06J101caTopaMH MO)1Ce rlPH3BecTH AO TliÅBH1-qeHH51 apTepiaJ1bHoro

THCKY BHaCJ1iÄOKBIUIHBY I-IHX npenapaTiB Ha cepueB0-cYAHHHY CHCTeMY.
CJ1iÅ YHHKaTH 0ÅHoqacHoro 3aCTOCYBaHHH KCHJIOMeTa30J1iHY3 iH111HMH CHM11aTOMiMeTHHHHMH

rrpenapaTaMH (HarlPHKJ1aÅ, 3 ncemoe(bempHH0M) qepe3 ix cyMicHY Aiyo.
ÅeRcncmmeh10J1
He ÅOCJ1iA)1CHHH 1110Å0 B3a€M0Åii.

Ocoönueocmi 3acmocygannn.
Ileü JliKapcbKHä 3aci6 cniÅ 3aCTOCOBYBaTH JIH111e

PH3HK/KOPHCTb:
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nauieHTaM, HKi 3aCTOCOBYIOTb iHri6iTopHMAO Ta iH111i JliKapcbKi 3ac06H, 1110 MalOTb 3maTHiCTb

IliÅBHILIYBaTHapTepiaJ1bHHiiTHCK',
nauiewratvl 3 IliÅBHL11eHHM BHYTPi111HbOOHHHMTHCKOM, OC06JIHBO y pa3i 3aKPHTOKYTOBOi
rnaYKOMH (AHB. P03ÅiJ1
naui€HrraM i3 3aXBOPIOBaHH%MH cepueB0-cYÅHHH0i CHCTeMH (imeMit1Ha xBop06a cepuq,
apTepiaJ1bHa rinepTeH3in)•,
nauieHTaM i3 (beOXPOMOUHTOM010•,

naui€HrraM 3 MeTa60J1iHHMMH IIOPYIIRHHHMH (Hanpmcnam, y pa3i uyKpoBoro Åia6eTY);
rraui€HTaM, y *KUX cnocTepiraJIHc% n06iHHi peaK1_1ii Ha CHM11aTOMiMeTHKU, ILIO BMSIBJ1%1-OTbCH y
BHI'J1%Åi 6e3COHH%, 3anaMopoqeHHfl, TPeMTiHHfl, cepueB0i apHTMii, TliÅBH111eHH%apTepiaJ1bHoro
THCKy;
naui€H'raM 3 rinepnna3i€K) nepeÅMixypoB0i 3aJ103W,
naui€HTaM i3

VIPOTHHa6P51KOBiCHMnaTOMiMeTHKH, OC06JIHBO rlPH TPHB&JIOMY 3acTOCYBaHHia60 y BH11aÅKY
nepeA03YBaHHH, MO)KYTb 11PH3BeCTH no peaKTHBHOi rinepeMii CJIH30BOi Hoca.
I-leü 060POTHHä ecbeKT11PH3BOÅHTb no 110BiTPHHHXXOAiB, 1.110 3MY111ye nauiewra r10BTopH0
6araTopa30B0 3acTocoBYBaTH JliKaPCbKHÄ3aci6 ax AO xpoHiLIHoro 3aCTOCYBaHHfl.
Lle 11PH3BOÅHTb mo xpoHit1Horo Ha6p51KY (rhinitis medicamentosa) 3 PH3HKOM aTpod)ii CJIH30BOi
060JIOHKU IIOPO)KHHHH Hoca.
Y nerKHX BH11aÅ1€ax MO)Ke 6YTHAOCTaTHiM TIPHIIHHeHH51 3aCTOCYBaHH51 CHMnaTOMiMeTMHHoro 3ac06y

cnoqaTKY B OÅHH HOCOBHM xiÅ, a 110TiM, 51K TiJ1bKH CHMTITOMH 3HHKHYTb — B iH111Hä, 11106 IliATPHMaTH
111)HHaMMHi yacTKOBe HOCOBe AHXaHHH.
He CJ1iÅ nepeBH111YBaTH peKOMeHÅOBaHY Å03Y npenaparry, OC06JIHBO IIPH JliKYBaHHiÅi•reü Ta naui€HTiB
JliTHbOro BiKY.
flauieHTH 3i CVIHÅPOM 110Å0B)1CHoro iHTepBaJIY QT, 3aCTOCOBYBaJIHKCHJIOMeTUOJ1iH, MOXYTb Marrn
niÄBH1ueHHäPH3HK cepü03Hnx IIIJIYHOYKOBHX apHTMiä.
FIpenapaT MiCTHTb 6eH3UIKOHi10 XJIOPHA, MO)1€e CEIPWIUHHTH nonpa3HeHH}1 CJIH30BOi 060JIOHKH

Hoca a60 Ha6PRK, OC06JIHBO TPHBUIOMY 3acTOCYBaHHi.

3acmocygaHH51 y nepioD caeimnocmi a60 20DygaHH51 epyDö10.

JIiKaPCbKHÄ3aci6 rAJIA30JIIH@ KOMBI He CJ1iAgacTOCOBYBaTVf y nepion BariTHOCTi era romYBaHH51

rpyzvuo qepe3 BiACYTHiCTbBiÅ110BiAHHXAOCJ1iA)1CeHb.
Øepmw1bHicmb
Aalii 1110110 BIIJIHBY npenapaery Ha (bePTHJ1bHiCTb BiÅcyTHi.
OCKiJ1bKH CVICTeMHa eKC1103uui51 KCHJIOMeTa30J1iHYrinpoxnopnny myxe HH3bKa, MMOBiPHiCTbBIIJIViBY
Ha (bePTHJ1bHiCTb Mana.

3öamHicmb emugamu Ha tuguÖRicmb pecucuii npu Repygauui agmompaucnopmo,u a60 imuuxu
MexaHi3Mavuu.
LIPHBHKOPHCTaHHi319iÄH03 iHcrrpYK1_1i€10 AJ151 MeÅHt1HOro 3aCTOCYBaHH51 He oqiKY€Tbc% Hi51Koro BIIJIHBY
npenapæry Ha 111BHÅKiCTbpeaKL1ii KepyBaHHi aBTOTpaHC110PTOM a60 iHL11HMH MexaHi3MaMH.

Cnociö 3acmocygaHHR ma 00311.
Hua-TlbHOro 3aCTOCYBaHH%.

JIiKapcbKHä 3aci6 rAJIA30JIIH@ KOMBI cniÅ 3aCTOCOBYBaTH 110 OÅHOMY P0311HJ1eHHIO B KO)ICH

HOCOBHÜ xiÅ He 6iJ1b1-ne 3 pa3iB Ha A06y. A03YBaHHH3aJIOKHTb Bim iHÅHBiAyaJ1bH0i HYTJIHBOCTiTa
KJ1iHiHHOi peaKL(ii.
JIiKapcbKHä 3aci6 rAJIA30JIIH@ KOMBI He cniÅ 3aCTOCOBYBaTH AOBL11e 7 AHiB, OKPiMBHnaÅKiB, KOJIH

ge peKOMeHÅOBaHOJliKapeM.
rAJIA30JIIH@ KOMBI (0,5 MP + 50 Mr)/MJ1 (3 OÅHHM HaTVICHeHH51M BHBiJ1bH10eTbC}1 0,05 Mr
KCHJIOMeTa30J1iHYrinpoxJ10pHÅY Ta 5,0 Mr AerccnaHTeHOJIY) 11PH3Haqa10Tb ÅiT51MBiKOM Bi
Åimu 6iROM giD 2 Do 6POKi6.•
1 A03a cnpe10 y KO)ICH HOCOBHM xiÅ 3 pa3H Ha Å06y 8—10 roÅHH).

3aCTOCOBYBaHH%ÅiTHM peKOMeHÅy€TbC51 JIH11.1e TliÅ I-larJ1%ÅOM AOPOCJIMX.
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rAJIA30JIIH@ KOMBI (1 MP + 50 ME)/MJI (3 OAHHM HEITHCHeHHSIM BHBiJ1bH10CTbCH 0,1 Mr
KCVIJIOMeTa30J1iHYrinpoxnopumy Ta 5,0 MP neKC11aHTeHOJIY) 11PH3Haqa10Tb Åop0CJIHM Ta ÅiTflM BiKOM
Bim 6 POKiB.
flopocni ma Dimu 6iROM 6iD 6 poRi6.•

1 A03a cnpe10 y KO)ICH HOCOBHM xim 3 pa3V1 Ha A06y (KO)KHi 8—10 ronHH).

Cnoci6 3aCTOCYBaHHq:
1.
2.

3.
4.
5.
6.

Ilepem KOXHHM 3aCTOCYBaHHflM npenapaTY cniÅ 3HiMaTH 3aXHCHVIM KOB11aYOK (PHC. 1).
Ilepem nepL11HM 3aCTOCYBaHHflM HOBOro (l)J1aKOHa cnpe10 CJ1iÅ HarrncHYTH 3—5 pa3iB Ha Å03aTop
mo 110%BHApi6Horo piBH0MipHoro P0311HJ1eHHH.
HaKOHet1HHK A03aTopa BBeCTH y HOCOBHä xin (puc. 2).
YTPHMyroqu (l)naKOH BePTHKU1bHO, HaTHCHYTH I-la A03arrop.

FIOBTOPHTHBBemeHHS1 y iH111uii HOCOBHii xiÅ.
IliCJ1fl 3aCTOCYBaHH% CJ1iÅ 3a1QHTH HaKOHeqHHIC Å03aTopa 3aXHCHHM KOBnat1KOM.

PHC. 1 PHC. 2
3 riri€Hit1Hnx MiPKYBaHbKO)KHY ynaK0BKY Mae BHI<OPUCTOBYBaTH TiJ1bKH 0ÅHa oc06a, 11106 YHHKHYTH
iH(biKYBaHHH.

Aimu.
rAJIA30JIIH@ KOMBI (0,5 Mr + 50 Mr)/MJ1 He 3aCTOCOBYIOTbLliTflM BiKOM LIO 2 POKiB.
rAJIA30JIIH@ KOMBI (1 Mr + 50 Mr)/MJ1 He 3aCTOCOBYK)Tb AiT51MBiKOM mo 6 POKiB.

TIepeD03Y6(tHHR.
KJ1iHit1Ha KapTHHa iHTOKcmca11ii noxiÅHHMH iMima30JIYMO)IC 6YTH HenCHOiO, OCKiJ1bKH nepi0ÅH

cTHMYJ1nuiiMO)1CYTb yeprYBarrncn 3 nepionaMH Aenpecii ueHTpaJ1bH0i HepBOB0i CHCTeMH rra cepueB0-
CYÅHHH0iCHCTeMH.
IlepeÅ03YBaHHq, OC06JIHBO y ÅiTeM, MO)1Ce 11PH3BeCTH no 31-laxmoro BIIJIHBY Ha 1.xeHTpaJ1bHY I-lepBOBY

cucTerv1Y, BICJnoqa10HV1 cna3MH, ROMY, 6paÅHKapÅi10, ar1Hoe Ta apTepiaJ1bHY rinepTeH3iro, 11-10 MO)1€e

3MiHHTHC1 Ha apTepiaJ1bHY ri110TeH3i10, IliJIBumeHH51M'S130BOro TOHycy.

no CHM11TOMiB CTHMYJ151L1iiueHrrpaJ1bH0i HepBOB0i CHCrreMV1 1-lane)1€aTb TPHBO)KHiCTb, 36YÅ)1CHHfl,

raJ1i011HHauiiTa CYAOMH.
CHMIITOMH Aenpecii ueHTpaJ1bH0i HepBOB0i CHCTeMH y BHPJ151Åi TeMneparrypH
TiJ1a, MMBOCTi, COHJIUBOCTi Ta KOMH.
MOWIHBi TaKi ÅomaTKOBicmv111T0Mu: Mi03, Mimpia3, ClliTHiHH51, HYÅOTa, LliaH03, rapqmca, 6J1iÅiCTb
111KiPHHX ITOKPHBiB, Taxilcapni%, 6paAHKapÅifl, 3Y11HHKa cepl-lfl, cepueBa apHTMifl, apTepiaJ1bHa

rillepTeH3ifl, 11101<0110Ai6Ha ri110TeH3i51, Ha6P51KnereHiB, npnrHiqeHH51 AVIXaHHH Ta am-loe, iHKOJIH —

nopymeHHA CBiÅOMOCTi.
Jlbcyganun npu nepeD03Y6anni

nepeÅ03YBaHHn BHMaraTHMe JliKYBaHHS1y cTaui0Hapi. OCKiJ1bKH KCWIOMeTa30J1iHYrimpoxnopvm
111BHAKO BCMOKTYCTbC51, CJ1iÅ HeraiäH0 3acrrocyBaTH aKTHBOBaHe ByriJIJ151 (a6cop6eHT), HaTPiK)
(npoHocHe) BÅaTHCS1 mo 11POMHBaHH51 111JIYHKa (TIPH BHCOKHX A03ax). apTe .iUbHQ!O
THCKY MO)1CHa nocwrH 3a AOIIOMOI"OIO HeceJ1eKTHBHHX aJ1b(ba-6J10KaTOPiB. CYAMHO
npenapaTH npoTnr10KuaHi. I-IPH He06xiÅHOCTi 3aCTOCOBYIOTb Ta

npenapaTH, rraKO)1C peKOMeHÅOBaHe 111TYHHeAHXEIHHSI.
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FlaHTOTeHOBa KHCJIOTa i ii noxiÅHi, TaKi 51K neKcnaHrreHOJ1, MalOTb AY)1€e HH3bKY TOKCHHHiCTb. Y pa3i
nepeÅ03YBaHHH Hi51Ki JliKYBU1bHi3aX0ÅH He 110Tpi6Hi.

1105iqni pemcqii.

1106iHHi peaycuii nepepaxoBaHi HH)1CHe 3a KJ1acaMH opraHiB Ta 3a qaCTOTOK) BMHHKHeHH51: AY)Ke qacT0
(2 1/10), qacT0 (21/100 — <1/10), HeqacT0 (2 1/1000 — <1/100), piÄK0 (2 1/10 000 — < 1/1000),
piÅK0 (< 1/10 000), qacTOTa HeBiÄOMa (qacT0Ta He BH3HaqeHa 3a HanBHHMH mm-IHMH, BKJ11-oqae TaKO)K

1100ÄHHOKi BH11aAKH).

KCHJ10MeTa30J1iHYrinpoxnopH11
3 60K}'uep6060i cucmemu:
JlY)Ke pimco: 36YÅhCHHfl, 6e3COHH51, IliÅBH11teHa BTOMJ110BaHiCTb, COHJIHBiCTb, cemaTHBHa Ain,

raJIYOLIHHauii (OC06JIHBO y aiTeii), I*OJIOBHHM 6iJ1b.
3 60K)' cepuego-cyöwmoi cucmexu.•
pimco: CHCTeMHi np051BH Aii CHIvmaTOMiMeTHICiB, Tal<i HK TaxiKapÅifl, CHJ1bHe cepue6HTT51, IliÅBH111eHHH
apTepiaJ1bHoro THCKy•,

myxe piÅKo: apHTMiq.
3 6010'iMYHH0icucmemu:
LIY)Ke piÅKo: peaKL1i51 rinepqYTJIHBocTi, BICJ1ioqa10HV1 aHri0HeBPOTVIHHMüHa6PflK, BHcnnaHHH, cBep6i>K.
3 60K)' Kic111K060-M 'Æ3060i cucmemu ma cnonyquoi nvcauunu.•
AY)Ke piAKo: CYAOMH (OC06JIHBO y mirreä).
3 60KYDuxaJ1bH0i cucmemu, opeani6 epyönoi Æ'linncu ma cepeöocmiHHA.•

HeqacT0 — enicTaKcnc•,

myxe piÅK0.• 110CHJ1eHH51 Ha6p51KY CJIH30BOi 060JIOHKH 11PH 3HH)1CHHi ecbercry npenapaTY (peaKTHBHa
rinepeMi51);

qacT0Ta HeBiÅOMa•. 3 60KYCJIH30BOi 060JIOHKH Hoca (cyxiCTb, neqiHH51), qxaHH51.
3 60K)' opeani6 30py:
LIY)Ke piÅK0'. TpaH3HTOPHe nopYLL1eHH% 30py.
3 60RYmpagnoiCUCmeMU.•
qacro: HYLOTa.
TpHBaJIHü yacTHü npHä0M Jlircapcblcoro 3ac06y, a rraKO)K 3aCTOCYBaHH51 y BVII.UHX Ä03ax,

peKOMeHÅOBaHO, MO)IC rlPH3BecTH AO ncmpa3HeHHH CJIH30BOi 060JIOHKH i 110CW1eH1-1S1 Ha6pmcy. TaKHM
ed)eKT MOWIHBHVI niCJ1% 5 ÅHiB JliKYBaHH51, a JliKYBaHHHMO)Ke 11PH3BeCTH no
He060POTHoroIIOLIIICOÅ)ICHHSI CJIH30BOi 060JIOHKH Hoca i cyxoro PVIHiTY(rhinitis sicca).
AeKcnaHTeHOJ1
3 60K)' iuvtynnoi cucmentu:
qacT0Ta HeBiÅOMa:peaK11ii iHÅHBiAYU1bHOirinepWTJIHBocTi.

Ilogic)owtennn npo niD03pocaui n06iquipeaKtfii
110BiÅOMJ1eHHHnpo TliÅ03pK)Bt1Hi n06it1Hi pearcuii niCJ151 peecTpaL1ii JliKapcbKoro 3ac06y BimirpaK)Tb

POJ1b. I-Ie mae 3Mory npoÅ0B)KYBaTH 3a CiliBBiÅH0111eHHAMKOPHCTiTa PH3HKY
3aCTOCYBaHH}1 Jlilcapcblcoro 3ac06y. MpaniBHHICH raJIY3iOXOPOHH 3ÅOPOB'51110BHHHi 110BiÅOMJ151THTIPO
6YÅb-51KiIliÅ03p10BaHi n06iLIHi peaKÅii.

Tep»tiu npuDamnocmi. 3 POKH.
TepMiH 11PHÅaTHOCTiIliCJ151 nepmoro BimycpHT1'51 — 12 TH)KHiB.

He 3aCTOCOBYBaTH IlicJIR 3aKiHqeHH51 TepMiHY 11PHÅaTHOCTi.

YMOBH 36epiraHHH.

36epiraTH B opuriHaJ1bHiii ynaK0B11i TeMr1epaTypiHe BH11xe 25
36epiraTH y HemocTY11H0MY ÅJ1fl mirreäMicui.

YnaKOBKa.
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110 10 Mll P03t1HHY (0,5 Mr + 50 Mr)/MJ1 a60 (1 Mr + 50 Mr)/MJ1 y rlOJ1ieTHneHOBOMY(l)J1aKOHi-
KpaneJ1bHHÅi, MiCTKiCTK) 15 MJI, 3 MexaHit1HHM HaCOCOM Ta Å03aTOPOM, 3aKpHTHii KPHII.IKOIO 3

anniKaTopM. 1 (I)JIEIKOHy KaPTOHHiMKop06ui.

Ka-reropiq BiA11YCKY.be3 peue11Ta.

Bnp06HHK.
OaPMa1.xeBTHt1HV1ä3aBOJ1 "llOJIbØAPMA" C.A. /
Pharmaceutical Works POLPHARMA S.A.

Micue3HaxommeHHf1 BIIP06H11Ka Ta anpeca MiCUf1 npoBaAme1•1HH iioro Aif1J1bHOCTi.
Bimin MellaHa B CepaÅ3i, BYJI. BJ1anucJ1aBa J10K€TKa 10, 98-200 CepaÅ3, IlOJ1b111a /

Medana Branch in Sieradz, 10, Wladyslawa Lokietka Str., 98-200 Sieradz, Poland

3af1BHHK.
G)aPMaqeBTHt1HVIM 3aBOA C.A./

Pharmaceutical Works S.A.

Micue3HaxommeHHf13MIBHHKa Ta aApeca Microl TIPOBaameHHf1 iioro Aif1J1bHOCTi.
BYJI. IleJ1b11JIVIHbCKa 19, 83-200 CTaporapJ1 rmaHbCKH, IIOJ1b111a.
19, Pelplinska Str., 83-200 Starogard Gdanski, Poland.

AaTa OCTaHHbOro neperJIHAY. 03.01.2025.

TEKCT Y3ronHEHO

TECTIDK 01B.
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