OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAMUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Me3zum Heo 25 000, kancyssl KMILIEYHOPACTBOPUMBbIE

2. KAUECTBEHHBIN U KOJIMYECTBEHHBINA COCTAB

JlelicTBytol11I€€ BENIECTBO: MAaHKPEATHH

Kaxnas kancyna KAieqyHOpacTBOpUMAsl COIEPAKUT MaHKpPEaTHHA, MOJYYEHHOTI'0 U3 MOPOLIKA U3
MOJ/KENTyI0YHBIX JKelie3, C MUHUMAaJIbHOM aKTUBHOCTHIO Jiumna3bl — He MeHee 25 000 EJI, amuiiassl
—He menee 22 500 EJI, mpoteas3bl — He meHee 1250 EJI.

BcromorartenpHbple  BEIIECTBAa, HATUYME KOTOPHIX HEOOXOIMMO YYHUTHIBATH B COCTaBe
JICKapCTBEHHOTO Iperapara: Maciio KaCTOPOBOE THAPUPOBAHHOE (CM. pazzen 4.4.).

[TonHbIi mepeyeHps BCIIOMOTATENbHbBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Karicynbl kumeyHopacTBOPUMBIE.

Henpo3paunslie TBepbIe KEeTaTUHOBBIE KAIICYJIbl HMIMHAPUIECKOH (POpMBI € oTychepruuecKuMH
koHIaMu Ne (: KOpIyc KarcyJbl CBETIIO-OPAHXKEBOTO IIBETA, KPBIIIEYKA KAICYJbl KEJITOBATO-
3eneHoro 1Bera. CoxepKuMoe Kamcyil: MUHU-TA0JIETKU IMIMHAPHYECKOW (HOPMBI, MOKPHITHIE
000JI0YKOM, CBETII0-0EKEBOTO I[BETa W C OJecTAIeH MOBEPXHOCTHIO. JlomyckaeTcss Hanmudue
BKpAaIJICHUM.

4. KIMHUYECKUE JAHHBIE

4.1. IToka3aHus1 K IPUMEHEHHUIO

[Ipenapat Me3um Heo 25 000 nokas3aH K IPUMEHEHUIO:

— Y B3pOCIIBIX U JIeTeH ISl 3aMECTHTEIBHOHN Tepaniy HeJOCTATOYHOCTH SK30KPHHHON (DYHKIINU
MO/DKEITyIOYHOM JKeJIe3bl, 00YCIOBICHHOW Pa3HOOOpa3HBIMH 3a00JI€BAHUSIMHU KEITyT0YHO-
KHIIIEYHOTO TPAKTa, U HanboJiee YacTo BCTPEUArOIICHCS MIPH:

® MYKOBHUCIIUIO3€,

® XPOHHYECKOM ITaHKPEATHTE;

® TI0CJIC OTIEpAIMU Ha MODKEITYJOUYHOH JKemese;

® TI0CJIE TaCTPIKTOMHU;

®  pake MOJKEIyJOYHOH JKENIe3bl;

® YaCTUYHOM pe3eKIuu xenyaka (Hanpumep, bunbpot 11);

e OOCTPYKIMH MPOTOKOB MOKEITYA0YHOM 7Kee3bl MM OOILIEro *KeI4HOro MpOTOoKa
(HampuMep, BCIIEJCTBUE HOBOOOPA30BaHMUS);
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e cunapome llIBaxmana-JlaitMona;

® COCTOSHMM TIOCJE€ TMPHUCTyNa OCTPOro TAaHKpeaTuTa ¥  BO30OHOBICHUH
SHTEPATHHOTO WM MEPOPATBHOIO TUTAHMUSL.

4.2. PexxuM 103MpPOBaHNs U CNIOCO0 MPUMEHEHUs!

PexxuM 103upoBaHus

Jlo3bl mpenapara noaOUpaoT UHAUBUAYAIBHO B 3aBUCUMOCTH OT TSKECTH 3a00JI€BaHUS U COCTaBa
JTUETHI.

Hosza npu mykosucyuoose

e Jlo3a 3aBHCHT OT MaccChl Tela M JOJDKHA COCTaBNIATH B Hadaje jedeHus 500 Iuma3HbIX
€MHUII/KT BO BpeMs IprueMa MHUIITH.

e Jlo3y ciemyer ompenensaTh B 3aBUCHMOCTH OT BBIPQKEHHOCTH CHMIITOMOB 3a00JIeBaHUs,
pe3ynbTaTOB KOHTPOJIA 3a cTearopeed W MOJAEpKaHHs aJeKBAaTHOTO HYTPUTHBHOIO
cTaryca.

e YV GOJBIIMHCTBA MAIMEHTOB /1032 JOKHA 0CTABAaThCs MEHbBIIE WK He mpeBbimats 10 000
JUTA3HBIX IUHUILY/KT Macchl Tena B cyTKU win 4 000 JTUma3HbIX eAMHAL/T TOTPEOJICHHOTO
Kupa.

Hoza npu Opyeux COCMOSHUAX, CONPOBONCOAIOUUXC  IKZOKPUHHOU HEOOCMAMOYHOCBIO
NOO0HCENYOOUHOUL JiCeNle3bl

Jlo3y cremyeT ycTaHaBIMBaTh C YYETOM MHIMBUAYAIBHBIX 0COOCHHOCTEH MalnneHTa, K KOTOPbIM
OTHOCATCS CTENIEHb HeIOCTaTOYHOCTH MHILEBAPEHUS U CO/IepKaHue kupa B nuie. J{o3a, KoTopas
TpeOyeTcsl MaeHTy BMECTe ¢ OCHOBHBIM ITPUEMOM IUINH, Bapsupyercs oT 25 000 go 80 000 E/L
JMIIA3bl, @ BO BpeMs IIpHeMa JIETKOW 3aKyCKH — IIOJIOBHHA HHIUBHUYIBHOM JTO36I.

eTu
VY nereli mpemnapart I0JDKEH MPUMEHSTHCS B COOTBETCTBUY C HA3HAUYCHUEM Bpaya.
Jloza onsa demeti npu myKogucyuoose

V nereii B Bo3pacte 110 4 €T 4032 3aBUCUT OT MACChI T€JIa U JIOJKHA COCTABIISATh B HAYaJIe JICUCHUS
1000 numa3HbBIX eAMHUIY/KT HA KaKIBIN MPUEM IHIIH.

Pexxum no3upoBaHusl y IE€T€l B BO3pacTte OT 4 JIET COOTBETCTBYET PEKHUMY TO3UPOBAHUA Y
B3POCIIBIX.

Croco0 IIpuMeHeHus

BuyTpb.

Kamncynsl cienyer npuHUMaTh BO BpeMs WIIM cpa3y 110CIIe KaKA0ro IprueMa MUK (B T. 4. JIETKOU
3aKyCKH), IPOrJIaThIBaTh LIEMKOM, HE Pa3/laMbIBaTh U HE pa3KeBbIBAaTh, 3aIMBasl JOCTATOYHBIM
KOJIMYECTBOM JKHUJKOCTH.

[Ipu 3aTpygHEHHOM TJOTaHUM (HAIpUMEp, Yy MAaJCHbKUX JeTeld WM TMalUEHTOB MOKUIIOTO
BO3pAacTa) KarcyJjbl OCTOPOKHO BCKPBIBAIOT, & MUHU-TA0JIETKU J00ABISIOT K MATKOM MuIie, He
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TpeOyIoIIe TNepeKeBhIBaHUSA W UMeIed kucibsli BKyc (pH <5,5), unum mnpuHUMAKOT C
KHUJIKOCTBIO, TaKkke MMeromed kucnbiii Bkyc (pH <5,5). Hanpumep, MUHH-TaONEeTKH MOXKHO
N00aBIIATh K S0JOYHOMY MIOpE, HOTYypTy WK (PYKTOBOMY COKY (s0JIOUHOMY, arelbCHHOBOMY
win a"aHacoBomy) ¢ pH menee 5,5. He pexomenmyercst H00aBisiTh CONEPKUMOE Karcysl B
ropsiuyro nunry. Jliobas cmech MUHHU-TAONETOK € MUINEH WM KHUIKOCTBIO HE MOJJICKHUT
XPaHEHUIO, U €€ CIENyeT IPUHUMATh Cpa3y K€ MOCIIE IIPUTOTOBICHHUS.

Pa3menbueHne wim pa3keBHIBAHWE MUHU-TAOJETOK, a TAaK)Ke CMENIMBAaHUE WX C MUIICH WM
KUAKOCTBIO ¢ pH Ooree 5,5 MOXKeET pa3pylIuTh HX 3alIUTHYIO KHIIEYHOPACTBOPUMYIO 000I0UKY.
DTO MOXET NPHUBECTH K PAHHEMY BBICBOOOXKICHHIO (DEPMEHTOB B TOJOCTU PTa, CHIKEHUIO
3¢ (HEKTUBHOCTH U Pa3APAKECHUIO CIIM3UCTHIX 000104YeK. HeoOxoamumo yoenuThes, 4To BO PTY He
0CTaJ0Ch MUHU-TA0JIETOK.

Baxxno obecrneunTh NHOCTATOYHBINH MOCTOSIHHBIA MPUEM KHUIKOCTH MAIMEHTOM, OCOOCHHO MpH
MOBBIIIICHHON MOTEpEe KUAKOCTH. HeanekBaTHOE MOTPEOICHUE KUIKOCTH MOXKET MPUBOAUTH K
BO3HUKHOBEHHUIO WA YCUJICHUIO 3aropa.

4.3. [IpoTuBONOKA3aHUS

e ['unepyyBCTBUTENBHOCTH K MaHKPEATUHY HJIU K JI0OOMY M3 BCIIOMOTATENIbHBIX BEIIECTB,
MePEUYUCIICHHBIX B pasjene 6.1.

4.4. OcoOble ykazaHHMsl M Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

Y MmanMeHToB ¢ MYKOBHCIHMIO30M, TOJTYYaBIIMX BBICOKHE O3Bl IMpENapaToB IMaHKpeaTHHA,
OIIMCAHBI CTPUKTYPHI TIOJIB3IOIIHOM, CIIETION U TOJICTOM KUIIKH ((GUOPO3UpYyIOIIas KOJOHOIATHS).
B kauecTBe Mepbl IPeOCTOPOKHOCTH, MPU MOSIBICHUN HEOOBIYHBIX CUMITOMOB HJIM U3MEHEHU I
B OpIOIIHOW TIOJIOCTH HEOOXOAMMO MEIUIIMHCKOE OOCIeOBaHUE Il  HCKJIIOUYEHUS
(GbuOPO3UPYIOIICH KOJIOHOTIATHH, OCOOCHHO Y MAllMEHTOB, KOTOPhIC TPUHUMAIOT Mperapar B 103¢
6osee 10 000 nmuma3HBIX €IUHULY/KT CYTKH.

Bo u3bexanue oca0KHEHUH IPUMEHATH TOJIBKO MOCJIE KOHCYJIBTAIIMH C BPAuOM.

BcnoMorarebHEIC BEISCTBA

[Ipemapar comepXKUT Macio KacTOPOBOE T'HAPHUPOBAHHOE, KOTOPOE MOXKET BBI3HIBAThH
PaccTpoICTBO XKellyaKa U Juapero (II0HOC).

4.5. B3aumopaeiicTBMe ¢ [PYrMMH JIEKAPCTBEHHbIMH MNpenapaTtaMu W JApyrue BHAbI
B3aMMOJAeHCTBHS
HccnenoBanus B3aMMOAEHCTBUS HE IPOBOAUIIUCE.

4.6. DepTUIBLHOCTH, 0€PEMEHHOCTb U JIAKTALMS

bepemeHHOCTD

Kinuandeckue maHHBIE O JIEYCHHH OEPEMEHHBIX JKCHIUH MpermapaTaMu, COACpPKAIUMU
(bepMeHThI MOKETyI0UHOM Kelle3bl, OTCYTCTBYIOT. B Xoze uccienoBaHuil Ha KUBOTHBIX HE
BBISIBJICHO a0copOLMM (pepMEHTOB MOKEITYA0YHOMN KeJIe3bl CBUHOTO MPOUCXOKICHHS, TTIOITOMY
TOKCHYECKOTO0 BO3ACHCTBHS Ha pPENpPOAYKTHBHYIO (YHKIMIO W pa3BUTHE IUIOAA HE
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npenmnonaraerca. Ha3Hauate npenapaT OepeMEHHBIM >KEHIIUHAM CJIEIyeT C OCTOPOXKHOCTHIO,
€CJIM TIpeJiroiaraeMasi moJjb3a JJisi MaTepy MPEBbIIIaeT MOTCHIIUATBHBIA PUCK NS TUIO/A.

JlakTamus

Hcxons n3 uccinenoBaHWi Ha JKMBOTHBIX, BO BpPEMs KOTOPBIX HE BBISIBIEHO CHUCTEMHOIO
HETraTUBHOTO BIMSHUA (PEPMEHTOB MOPKEITYA0UYHOM jKeIe3bl, HE 0KHIAETCS HUKAKOT'O BPEIHOTO
BIMSHUS TIperapara Ha TPYyAHOTO pebeHKa yepe3 TpynHOE MOJIOKO. B mepuon rpynHoro
BCKapMJIMBaHHS MOKHO IPUHUMATH (DEPMEHTHI TIO/DKEITYA0YHOM JKeJle3bl.

4.7. BausiHue Ha CMOCOOHOCTH YNPABJATHL TPAHCHOPTHBLIMH CPeACTBAMH M PadoTaTh €

MEXaHM3MaMHU

[Ipumenenue npenapata Me3um Heo 25 000 He BAMSET UM OKa3bIBAE€T HE3HAYUTEIBHOE BIMSHUE
Ha CIIOCOOHOCTH K YIIPABIICHUIO aBTOMOOUIIEM U MEXaHU3MaMH.

4.8. HexkennaTeibHble peakuuu

TabauyHOoE PEe3IOME HEXKENATEIbHBIX DEAKIIUN

HexenarenbHble peakiui, BO3MOXKHBIC Ha ()OHE TEpanmuyl NMaHKPEATHHOM, PaCIpEIeICHBI IO
CHCTEMHO-OPTaHHBIM ~KJlaccaM C yKa3aHHEM 4YacTOThl WX BO3HUKHOBEHHS COTJIACHO
pekomennanusiMm BO3: odyens wacto (> 1/10), wacto (> 1/100, Ho < 1/10), mewacto (> 1/1 000,
HO < 1/100), peaxo (= 1/10 000, o < 1/1 000), ouens peako (< 1/10 000), yacTora HEeU3BECTHA
(Ha OCHOBAHHMH HUMEIONINXCS JAHHBIX OIICHUTHh HEBO3MOXHO). [Ipu TpynmupoBKe MO 4acToTe
BCTPCHACMOCTH HCKCIIATCIIbHBIC PCAKIIUU ITPUBCACHBI B MTOPAJAKC YMCHBIICHUA UX TAKCCTH.

CuCcTeMHO-OpPraHHbI’ Yacrora HexenaTenbHble peakuuu
kiaace (COK)

Hapymienus co | HactoTa HEM3BECTHA | TUIIEPUYBCTBUTEIHHOCTD

CTOPOHBI ~ UMMYHHOMU (aHadumaKTUYECKUE peaKIIUu)

CUCTEMBI

Kenynouno- OueHb 9acTo 00JIb B 00J1acT XKUBOTa*

KMIIeUHble HapymeHus: | Yacro TOILIHOTa, PBOTA, 3arop, B3AYyTUE >KUBOTA,
nuapes™

YacTora Hens3BeCcTHA CTPUKTYpPBI IIOAB3JOLIHOM, CIICIION WU

TOJICTOU KHILIKN (pubpozupyromias
KOJIOHOTIATHUS)

Hapymenus co | Heuacto ChIIb

CTOPOHBI KOXH  H | YacToTa HEM3BECTHA 3y]l, KpalMBHHUIIA
MOJIKOKHBIX TKaHEU

*)KemynouHo-KuIIeUHBIE pacCTPOCTBA CBA3aHBI ITIaBHBIM 00Pa30M ¢ OCHOBHBIM 3a00JICBaHHEM.
YacToTa BOSHUKHOBEHUS TAKHX HEKENATENbHBIX PeaKIUi Kak 00Jb B 00JIACTH KUBOTA U AUAPES
ObUIa HIDKE MU CXOXKEH ¢ TaKOBOM MpH MPUMEHEHUH TU1aneoo.

Onucanue OoTAEILHBIX HEKEIATEIbHEIX PEAKIINI

CTpUKTYpBbI TOJB3IOIIHOM, CIENOW WM TOJCTOM Kumiku ((ubOposupyromas KOJOHOMATHS)
HAOMIOIANMCh Y TMAIMEHTOB C MYKOBUCIIUIO30M, TMOJYYaBIIMX BBICOKHE 03Bl IPENapaToB
naHkpeatusa (cM. pasaen 4.4.).
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AJiepruyeckue peakiuy HaOIogalruch MPEUMYIECTBEHHO CO CTOPOHBI KOXKHBIX MOKPOBOB, HO
OTMEUYAJIUCh TaKXe€ WU JAPYTHe NPOSBICHHS auiepruu. st TOUHOM OLEHKH YacTOThI CIy4yacB
MMEIOIIMNXCS JAHHBIX HEJIOCTATOYHO.

CTH

[Ipn npuMeHeHUU y neTeil He OBLJIO OTMEUEHO KaKUX-TMOO CHENU(PUYECKUX HEeKeIaTeIbHBIX
peakuuii. YacTora, TUII M CTENEHD TSKECTH HEKEIIATEIbHBIX PEAKLINMI Y IETEH ¢ MyKOBUCIUI030M
CXOJIHBI C TAKOBBIMHU Y B3POCIIBIX.

COO6H_ICHI/IC O ITOAO03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo cooOmarh 0 TOM03PEBAEMBIX HEXKENATEIbHBIX PEAKIUAX TIOCIEe PETUCTPAIUU
JICKapCTBEHHOTO Tperapara ¢ melibio 00ecredeHnsi HeMPephIBHOTO MOHUTOPUHTA COOTHOIIICHHUS
«10Jb3a — PHUCK» JIEKAPCTBEHHOIO Mpernapara. MeaunuHCKUM pa0OTHHKAM PEKOMEHIYeTCs
coo01aTe O JIIOOBIX MOJI03pPEBAEMbIX HEXKeNaTeIbHBIX PEeaKIUAX JIEKapCTBEHHOIO Ipernapara
yepe3 HallMOHAJIBbHBIE CUCTEMbI COOOUICHHS O HEXENaTEebHBIX PEaKIUsiX rocyJapcTB — YJICHOB
EBpa3zuiickoro 5KOHOMUYECKOTO COI03a.

Poccuiickas ®@edepayus
denepanbHas ciryx0a 1o Haa30py B cdepe 3ApaBOOXpaHECHHUS

109012, r. Mocksa, CrnaBsiHCKas IIIOWaap, 1. 4, crp. 1
Tenedon: +7 (499) 578-06-70, +7 (499) 578-02-20
On. moyta: pharm@roszdravnadzor.gov.ru

www.roszdravnadzor.gov.ru

Pecnyonuxa Apmenus

«HayuHbIil LIEHTp 3KCIEPTU3bl JIEKAPCTB U MEIUIMHCKUX TEXHOJOTUA HUM. AKaJeMukKa
3. I'abpuensna» AO3T

0051, r. Epesan, nip. Komuraca, 1. 49/5

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

On. moyta: vigilance@pharm.am

www.pharm.am

Pecnyonuxa benapyco

VII «lleHTp 2KCnepTu3 U UCIBITAHUM B 3PaBOOXPAHCHUN
220037, r. Munck, ToBapuiieckuii iep., a. 2a

Tenedon: +(375 17) 242-00-29

On. mourta: recpl@rceth.by

www.rceth.by
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Pecnyonuxa Kazaxcman

PI'TI na IIBX «HanuoHanbHbli LEHTP 3KCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB U MEAULIMHCKHUX
m3nenuity Komwurera MeaumuHCKOTO U (hapMareBTHYECKOro KOHTpoJsi MUHHCTEpCTBA
3npaBooxpanenus Pecnyonuku Kazaxcran

010000, r. Acrana, yi. A. ImanoBa, a. 13

Tenedon: +7 (7172) 78-98-28, +7 (7172) 77-99-02

On. mouta: farm@dari.kz

www.ndda.kz

4.9. Ilepeno3npoBka

CHUMOTOMBI
['unepypuKo3ypHst U TUIIEPYPUKEMUSI.
Jleuenue

OtMeHa npenapara, CAMOTOMATHYECKas TEPATIHSL.
5. DPAPMAKOJIOTTYECKUE CBOMCTBA
5.1. ®apmakoauHaAMHYeCKHe CBOICTBA

dapmakoreparneBTHUecKas rpynna: [IumesapurenbHoe GepMEHTHOE CPEICTBO
Kon ATX: A09AA02

Mexanusm aeiicteus U hapMakoauHaMudeckue 3O hEKThI

DepMEeHTHBIN Tpenapar, yiIy4dllalolui MpoLecchl epeBapruBaHus MUILIH Y B3POCIbIX U I€TEH, U
TEM CaMbIM 3HAUUTENbHO YMEHBIIAIOMIMKA CHUMNTOMBI (EPMEHTHOH HEIOCTaTOYHOCTU
MOJKETYA0YHOM Kene3bl, BKiItouas 00Jib B 00JIaCTH KUBOTA, METEOPU3M, U3MEHEHHUE YacTOTHI U
KOHCUCTEeHIIMHU cTyJa. [lankpeatnyeckue pepMeHThI, BXOAAIIUE B COCTaB Mpenapara, 00Jerdyaor
PACHICIUICHUC 6GJIKOB, JKHUPOB, YIJICBOAOB, YTO MPUBOJUT K UX MMOJHOMY BCACBIBAHUIO B TOHKOU
KHIIIKE.

[Ipenapar Me3um Heo 25000 comepXUT CBUHOM MaHKpeaTHH B (GopMe MHUHHU-TAOJETOK,
MOKPBITHIX KUIIIEUHOPACTBOPUMON (KHUCIOTOYCTOMYUBOM ) 000JIOUKOM, B )KEJTATUHOBBIX KarcCyJsax.
Karicynbr ObICTpo pacTBOPSIIOTCS B JKEITyJKe, BBICBOOOXAasi MUHU-TA0IeTKU. JlaHHBIH TpUHLIKIT
pazpaboTaH C 1edbl0 TIIATENLHOTO MEpEeMEUIMBaHUS MHUHHU-TA0NETOK C  XHMYCOM,
OIHOBPCMCHHOT'O TIMOCTYIJICHUA MI/IHI/I-TaG.HeTOK C XMMYCOM U3 XKCIIyAKa B KHWIICYHHK, U, B
KOHCYHOM CHYCTC, JIy4dIICro pPacrHpCACICHUA @epMeHTOB II0CJIE HuX BBICBOGO)K,Z[GHI/I}I BHYTpH
COJIEPKUMOTO KUILIEYHHUKA.

Korna MuHH-TaOJETKH JOCTUTAIOT TOHKOW KHWIIKH, KHIIEYHOPACTBOPHMAs 00OJIOYKa OBICTPO
paspymaercs (mpu pH > 5,5), mpoucxoauT BBICBOOOXKIeHHE (EPMEHTOB C JIMMOJUTHYECKOMH,
AMIJTOTUTHYECKON M TIPOTEOIMTHIECKOW aKTUBHOCTHIO, YTO MPUBOAMT K PACHICIUICHHIO KHPOB,
yriaeBofoB u OenkoB. IlomydeHHble B pe3yibTaTe pacUICIJICHUS BEIIECTBAa 3aTeM JHO0O
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BCACBIBAIOTCSI HANPSAMYIO, JIHOO ITOJIBEPraroTCs AalbHEWIIEMy pPAaCIICIUICHHIO KHIICYHBIMH
depmenTamu.

5.2. ®DapmakoKMHeTHYECKHE CBOMCTBA

AOGcopOnus

B wuccrenoBaHMsX Ha JKMBOTHBIX OBLIO IPOAEMOHCTPHUPOBAHO OTCYTCTBHE BCACHIBAHMS
HEpaCIEIUIEHHBIX  ()epMEHTOB, BCJIEACTBHE Yero KJIACCHUeCKue (apMaKOKMHETUUYECKHE
UCCIIEIOBaHUsST He TpOoBOAMIUCH. llpemapartam, conepxamuMm (EpMEHTHI TOKEITYA0UHOM
xKene3pl, He TpeOyeTrcs BcacblBaHUS JJsl TNposABIeHHS cBouXx AddexToB. Haobopor,
TepareBTHYECKass aKTUBHOCTh YKa3aHHBIX IIPENapaToB B MOJHONW Mepe pean3yeTcs B MPOCBETE
KETyAOYHO-KUIIEYHOro TpakTa. [lo cBoeil cTpyKkType (epMEHTHBIC Npemaparhl SBISIOTCS
OeNKaMu 1, B CBA3H C 3TUM, IIPH MPOXOKICHUH Yepe3 HKEITyT0YHO-KHIICYHBII TPAaKT (PepMEHTHBIC
npenaparsl pacHICIUIIOTCS 10 TeX MOp, MOKa HE MPOU30UIET BCachlBaHUE B BHJE NMENTHUIOB U
AMHHOKHCIIOT.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHbIX BelIECTB

MuHK-Ta0JIEeTKH, HOKPBITHIE KUIIIEYHOPACTBOPUMON 000JIOYKOH

Kpockapmeninosa HaTpust

[emtrono3za mukpokpuctamyeckas (tum 101)
Macio kacTopoBO€e THIPUPOBAHHOE

KpeMHust qruOKCHT KOJUTOUTHBIN 0€3BOIHBIN
Maruus creapat

O6onouka

MeTtakpuiioBoii KUCIOTHI M dTHiIakpuiiaTa conomumep (1:1), 30 % nucnepcus
TpusdTriinurpar

Owmynbeust cuMmetukoHa 30% (cyxas mMacca)
Tanbk

Kancyna

Kopnyc

Kenatun

Turana auokcun (E 171)

Kpacurens xenesza okeun sxentsiii (E 172)

Kpacurens xene3a oxkcun kpacHsiid (E 172)
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Kpoviuweuka

Kenatun

Turana auokcun (E 171)

Kpacurens xunonunossiit xentoiit (E 104)
NuaurokapmuH (E 132)

6.2. HecoBMecTUMOCTD

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs)

2 rona.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPH XPAHEHU U

XpaHuTh Nipu Temmnepatype He Baiie 25 °C.

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKHU

ITo 20, 50 wm 100 kamcyn B MOJHMMPONUICHOBOM (DJIaKOHE C TOJMMATHICHOBOW KPBIIIKOM,
CHAOKEHHOU OCYIITUTENIEM.

ITo 1 pnakoHy BMecTe ¢ IMCTKOM-BKJIAJIBIIIEM B KAPTOHHOM IMayKe.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUYTOKEHHUHM HMCIHOJIb30BAHHOIO
JIEKAPCTBEHHOI0 TMpenapara WJIM OTX0A0B, IMOJYYEHHBbIX MOCJIe NpPHUMEeHEHUs!

npenapara, ¥ Ipyrue MaHUNyJIsiUH C NpenapaToM

Het oco0bIx TpeOOBaHM K yTHIIM3AIUH.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS
JIroxcemOypr

Menapunu UnTtepaauran Onepeiirns JlrokcemOypr C.A.

1, ABento ne ya ['ap, L-1611, JlrokcemOypr

7.1. [IpencraBuTeib AepKaTessi PeriCTPAIMOHHOIO YA0CTOBEPEHUs

IIperen3uun norpeduTeiell HANPABIIATS 10 AJIPECY:

Poccniickas @enepanvs

000 «bepann-Xemu/A.MeHapuHI»

123112, r. Mocksa, [Ipecunenckas nadbepexnas, 1. 10, B «bamas na Habepexxnoii», biok b
Tenedon: +7 (495) 785-01-00

®dakc: +7 (495) 785-01-01

On. nmoura: office-russia@berlin-chemie.com
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PecniyGnuka ApmeHus

[IpencraBurenscrBo bepnuu-Xemu Al

0070, r. EpeBan, yn. Kamka3nynu, . 4/1
Tenedon: +(374 10) 500 771; +(374 10) 500 773
®axc: +(374 10) 500 772

On. moura: office-armenia@berlin-chemie.com

Pecniy6onmka benapychb

[IpencraBurenscrBo bepnun-Xemu Al

220004, r. MuHck, yi. 3amkoBas, 1. 27, odpuc 2
Tenedon: +(375 17) 270 26 80, +(375 17) 270 26 81
®axc: +(37517) 270 26 84

Di1. moura; be-bel-minsk@berlin-chemie.com

Pecnyonuka Kazaxcran

Ounuan AO «bepiaun-Xemu Al» B Pecniy6nuke Kazaxcran

050051, r. Anmartsl, yiu. Jlyranckoro, 1. 54, korremk Ne 2

Tenedon: +7 (727) 244 6183, +7 (727) 244 6184, +7 (727) 244 6185

On. moura: Kazakhstan@berlin-chemie.com

8. HOMEP PETHCTPAIIMOHHOI'O YOCTOBEPEHMUSA

9. IATA NMEPBUYHOM PETMCTPAIIMHA (IIOJATBEPXJEHHSI PETMCTPAIIUN,
INEPEPETMUCTPAIIN)

JlaTa nmepBoii perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA

OOmast xapakTepUCTHKa JIeKapcTBeHHOro mpenapara Mesum Heo 25000 poctymHa Ha
UHPOPMALIMOHHOM TopTaie EBpa3suiickoro SKOHOMHUYECKOro coo3a B HWH(POPMAIMOHHO-
KOMMYHHUKaIIMOHHOH cetu «lHTepHeT» https://eec.eaeunion.org
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