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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHGFOTIPERAPATA 1002

1. HAMUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Mesum neo 25 000, 25000 E/I, xarcyibl KUIIEYHOPACTBOPUMEBIE.

2. KAUECTBEHHBIN U KOJIMYECTBEHHBINA COCTAB

JelicTBytoliee BENIECTBO: MAaHKPEATHH.

Kaxxnas kamcyrna KHMIIEeYHOPACTBOPHMAsl COJEPKUT MAHKPEATHH, MONYYCHHBINH W3 MOPOIIKa U3
MOJ/KENyI0YHBIX JKeNle3, C MHHUMAaJIbHOM aKTHUBHOCThIO aumna3zbl — He Menee 25 000 EJI,
ammnassl — He MeHee 22 500 EJI, npoteassl — He MeHee 1250 E/I.

BcnomoratensHbie BEIIECTBa, HATMYME KOTOPBIX HAJ0 YYHTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npernapara: Macjio KaCTOpOBO€ THAPUPOBaHHOE (cM. pazzen 4.4).

[TonHbIi mepeyeHps BCIIOMOTATENbHbBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Karicynbl KuneyHOpacTBOPUMBIE.

Henpospaunsie TBEpIbIE JKEJIAaTHHOBBLIE KaIlCyJIbl LUJIMHAPUYECKOU dopmsl,
¢ nonycepuueckuMu KoHIamMu Ne (: KOPITyC Karcyibl CBETIO-OPaHXKEBOTO I[BETA, KPBIIIECYKA
KarcCyJibl XCJITOBATO-3CJICHOI'O0 IBCTA. CO,Z[Gp)KI/IMOG KarcyJ: MI/IHI/I-Ta6JIeTKI/I L[I’IJIHHI[pH‘-IGCKOﬁ
(GOpMBI, TOKPBITBIE OOOJIOYKON CBETIO-OCKEBOTO I[BETA, M C OJECTAIICH MMOBEPXHOCTHIO.
JonyckaeTcsi HamM4re BKPaIICHUA.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3aHus1 K NPUMEHEHHUIO

[Ipenapat Me3um Heo 25 000 nokas3aH K IPUMEHEHUIO:

— Y B3pOCIIBIX U JIeTeH ISl 3aMECTHTEIBHOHN Tepaniy HeJOCTATOYHOCTH SK30KPHHHON (DYHKIIUU
MO/KEITyIOYHOM JKeJe3bl, 00YCIOBICHHOW Pa3HOOOpa3HBIMH 3a00JI€BAHUSIMHU JKEITyT0YHO-
KHIIIEYHOTO TPaKTa U HanboJiee 4acTo BCTpeUaronIecs mpu:

® MYKOBHUCIIUIO3€,

® XPOHHYECKOM ITaHKPEaTHTE;

® TI0CJIC OTIEpAIMU Ha MOHKEIYJOUYHOH JKemese;

® TI0CJIE TaCTPIKTOMHU;

®  pake MOJKEIyJOYHOM JKEIe3bl;

® YaCTUYHOM pe3eKIuu xenyaka (Hanpumep, bunbpot I1);

e OOCTPYKIMH MPOTOKOB MOKEITYA0UYHOM 7Kee3bl MM OOILIEro *KEeI4HOro MPOTOKa
(HampuMep, BCIIEJCTBUE HOBOOOPA30BaHMUS);
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e cunapome llIBaxmana — [laiimonjia;

® COCTOSHHM TIOCJE€ TMPHUCTyNa OCTPOro TAaHKpeaTuTa ¥  BO30OHOBICHUH
SHTEPATHHOTO WJIH MEPOPATBHOIO MUTAHMUSL.

4.2. Pe:kum 103MPOBAHUSA U CIOCO0 MPUMEHEHM I

PexxuM 103upoBaHus

Jo3y npemnapara nogOMparoT HHINBUYaTFHO B 3aBUCUMOCTH OT TSKECTH 3a00JIeBaHUS M COCTaBa
JTUETHI.

Joza npu mykosucyuoose

e J[o3a 3aBHCHUT OT MaccChl Tejla M JOJDKHA COCTaBIIATH B Hadajie jcdcHusA 500 Iuma3HbIX
€IMHHMII/KT BO BpeMsl IpueMa IHIIH.

e Jlo3y cienyer onpeneniarTh B 3aBUCUMOCTH OT BBIPQ)KEHHOCTH CHMIITOMOB 3a00JIeBaHUs,
pe3yJabTaTOB KOHTPOJIA 3a CTearopeel M MOJJEp’KaHMsl aJIeKBaTHOIO HYTPUTHUBHOTO
cTaryca.

e YV OONBIIMHCTBA MAIIUEHTOB /1032 TOJDKHA OCTABaThCs MEHbIIE WK He TipeBbimath 10 000
JIUTIA3HBIX €IMHUILI/KT MacChl Tea B CyTKH Wiu 4 000 muma3HbIX €IUHUALYT TOTPEOJICHHOTO
Kupa.

Hosa npu Opyeux CcoCMOAHUAX, CONPOBOHCOAIOWUXCA IKZOKPUHHOU HEOOCMAMOYHOCHbIO
nO0X#CENYOOUHOU JHcelle3bl

Jlo3y crefyeT ycTaHaBIMBaTh C YYETOM MHAMBUAYAIBHBIX OCOOEHHOCTEH MalueHTa, K KOTOPhIM
OTHOCATCS CTENEHb HEJIOCTaTOYHOCTH IHILEBAPEHUS U COIepKaHue kupa B nuie. Jlo3a, koTopas
TpeOyeTcss  MallMeHTYy  BMECT€ C  OCHOBHBIM  IPHEMOM  IHMINM,  BapbUpyeTcs
or 25000 mo 80000 EJI nunaspl, a BO BpeMsl IpueMa JIETKOM 3aKyCKH — II0JIOBHHA
WHJVBUTyaJIbHOU JTO3BI.

eTH
VY pereli mpemnapar I0JDKEH MPUMEHSTHCS B COOTBETCTBUY C HA3HAUYECHUEM Bpaya.
Jloza onsa demeti npu MyKogucyuoose

VY nereii B Bo3pacte 110 4 JIeT 1032 3aBUCUT OT MACChI T€J1a U JIOJDKHA COCTABIISATh B HAYAJIE JICUCHUS
1000 numa3HpIX €IUHULY/KT Ha KaXKIbIA PUEM TTHIITH.

Pexxum nmo3upoBaHus y JAeTedl B Bo3pacTe OT 4 JIET COOTBETCTBYET PEXHUMY J103UPOBAHUS
y B3pPOCIIBIX.

Cnooco0 nnpuMeHeHus

BuyTpb.

Kamncynsl crienyer npuHUMaTh BO BpeMs WM cpa3y 110CIIe KaKA0ro IprueMa MUK (B T. 4. JIETKOU
3aKyCKH), IPOIJIaThIBaTh LEIMKOM, HE pa3laMblBaTh U HE Pa3KEBbIBATb, 3allMBasl JOCTATOYHBIM
KOJIMYECTBOM JKHUJIKOCTH.
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[Ipu 3aTpyJHEeHHOM TIJIOTaHUM (HAmpumep, y ManeHL@;::ﬁlEe:ﬁ!':ﬁij%J EQEI/H?%’II‘O = Hoatoro

BO3pAacTa) KarcCyJjbl OCTOPOKHO BCKPBIBAIOT, & MUHU-TA0JIETKU JT00ABISIOT K MATKOM muIie, He
TpeOyroleil mnepexeBbIBaHUS M UMeromeld Kucnelii BKyc (pH <5,5), wim npuHMMaioT c
KHUJIKOCTBIO, TaKke MMerole kucnbiii Bkyc (pH <5,5). Hanpumep, MUHH-TaONEeTKH MOXKHO
N00aBIIATh K S0JOYHOMY MIOpEe, HOTYpTy WM (PYKTOBOMY COKY (s0JI0UHOMY, arelbCHHOBOMY
ninu anaHacoBomy) ¢ pH menee 5,5. He pexomenmyercss m00aBISTH COIEPKHMMOE KarCysl B
ropsuyro nuury. Jlro0as cMech MUHH-TAOJETOK € MUINEH WINM KHUJIKOCTBIO HE MOJJIEKUT
XPaHEHHUIO, U €€ CIENYET IPUHUMATh Cpa3y K€ MOCIIE IPUTOTOBICHHUS.

Pa3menbueHne wim pa3keBbIBAHWE MUHU-TAOJETOK, a TAaK)KE CMENIMBAaHUE WX C MUIICH WK
KUAKOCTBIO ¢ pH Ooree 5,5 MOXKET pa3pylIuTh HX 3alIUTHYIO KHIIEYHOPACTBOPUMYIO 000IOUKY.
OTO MOXET NPHUBECTH K PAHHEMY BBICBOOOXKICHHUIO (DEPMEHTOB B MOJOCTU PTa, CHUKEHUIO
3 PEKTUBHOCTH M Pa3APAKEHUIO CIM3UCTHIX 000s04YeK. HeooxoaumMo yOoenuThest, 9To BO PTy HE
0CTaJ0Ch MUHU-TA0JIETOK.

BaxxHo o0ecneunTh AOCTATOYHBIA MOCTOSHHBIA MPHEM KUIKOCTH MAllMEHTOM, OCOOCHHO TpH
MOBBIIIICHHON MOTEpe XUAKOCTH. HeanekBaTHOE MOTpEOICHUE KUIKOCTH MOXKET MPUBOAHUTH K
BO3HUKHOBEHMIO WJIM YCUJICHHIO 3a110pa.

4.3. llpoTuBONMOKA3aHUS

e ['umepuyBCTBUTEIBHOCTh K MAHKPEATHHY WM K JIIOOOMY M3 BCIIOMOTaTEeNIbHBIX BEIIECTB,
IIEPEYUCIICHHBIX B pa3zaene 6.1.

4.4. OcoOble ykazaHHMsl M Mepbl NPEI0CTOPOKHOCTH IPH NPUMEHEHUH

Y MmanMeHTOB ¢ MYKOBHCIHMIO30M, TOTYYaBIIMX BBICOKHE JIO3bI IMPEMapaToB IMaHKpeaTHHA,
OTIMCAHBI CTPUKTYPHI TOJIB3AO0IITHOM, CJICTION U TOJICTOM KUIIKH ((prOpo3upyromias KOJIOHOATHS).
B kauecTBe Mephl MPEIOCTOPOIKHOCTH TPHU MOSIBICHHH HEOOBIYHBIX CHMIITOMOB WJIM U3MEHEHHM
B OpIOIIHOW TIOJOCTH HEOOXOAMMO MEIUIIMHCKOE OOCIeOBaHUE Il  HCKJIIOUYEHUS
(GbuOPO3UPYIONICH KOJIOHOTATHH, OCOOCHHO Y MAIlMEHTOB, KOTOPhIC MPUHUMAIOT Mperapar B J103¢
6omee 10 000 munasHbIX AMHULYKT CYTKH.

Bo n36exxanne ocnoxHeHUN MPUMEHSTh TOJIBKO MOCJIE KOHCYJIBTAIlUU C BPAauOM.

BcnoMorarebHEIC BEISCTBA

[IpemapaT coaep>KUT Maclio KacTOPOBOE THAPUPOBAHHOE, KOTOPOE MOXKET BBI3BIBATH
paccTpOMCTBO KeTyIKa U Iuapero (IIOHOC).

4.5. B3amMmopeiicTBHe ¢ JPYIMMH JICKAPCTBEHHBIMH IIpenapaTamMM M JApyrue BHABI

B3aMMOJAEHCTBUSA

Uccnenoanus B3aMMOACHCTBHS HE TPOBOIUIHUCE.
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4.6. DepTUIBLHOCTDH, 0€PEMEHHOCTb U JIAKTALMS

bepemeHHOCTD

Knunuueckne paHHble O JiedeHMM OEpeMEHHBIX JKEHIIMH IpernaparaMmu, COAepKalluMu
(bepMeHThI MOHKETyI0UHOM Kelle3bl, OTCYTCTBYIOT. B Xoze uccienoBaHuil Ha KUBOTHBIX HE
BBISIBJICHO a0copOLMy (pepMEHTOB MOJKEITYA0YHOMN JKeJIe3bl CBUHOTO MPOUCXOKICHHUS, TTOITOMY
TOKCHYECKOTO BO3JCHCTBUS Ha pPENpPOAYKTUBHYIO (YHKLUMIO M pa3BUTHE IUI0Ja He
npeanonaraercs. HasHauaTh mpenapaT OepeMEHHBIM JKCHIMUHAM CJEIYyeT ¢ OCTOPOKHOCTBIO,
€CJIM IIpeioiaraeMast 1oJb3a JJIs MaTepu IPEBbIIIAET NOTEHIUAIbHBIA PUCK [ TUIOAA.

JlakTamus

Hcxons wn3 uccnenoBaHMi Ha JKMBOTHBIX, BO BpPEMs KOTOPBIX HE BBISIBJIEHO CHUCTEMHOIO
HEraTUBHOTO BIMSIHUSA (PEPMEHTOB MOPKEITYA0UYHOM jKeIe3bl, HE 0KHIAETCS HUKAKOT'O BPEIHOTO
BIMSHUS TIperapara Ha TPYyAHOTO peOeHKa yepe3 IpynHOEe MOJIOKO. B mepuon rpynHoro
BCKapMJIMBAHUS MOXHO MPUHUMATH (DEPMEHTHI TIOKETyT0UHOM JKeTe3bl.

4.7. Bausinne Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPeACTBAMH M padoTath ¢

MEXaHUM3MaMH

[Ipumenenue npenapara Me3zum Heo 25 000 He BIUAET WIIM OKa3bIBACT HE3HAUUTEIBHOE BIUSIHUE
Ha CIIOCOOHOCTH K YIIPABIICHUIO aBTOMOOUIIEM U MEXaHU3MaMH.

4.8. HexkennaTeibHbIe peakuuu

TabauyHOoE PEe3IOME HEXKENATEIbHBIX DEAKIIUN

HexenarenbHble peakiui, BO3MOXKHBIC Ha ()OHE TEpanmuyl NMaHKPEATHHOM, PaCIpEIeiICHbI IO
CHCTEMHO-OPTaHHBIM ~KJlaccaM C yKa3aHHMEM 4YacTOThl WX BO3HHUKHOBEHHS COTJIACHO
pekomenmanusiMm BO3: odenp ywacto (> 1/10), wacto (> 1/100, vHo < 1/10), mewacro (= 1/1000,
HO < 1/100), penko (> 1/10000, Ho < 1/1000), ouens peaxo (< 1/10000), vactora HeusBecTHA (Ha
OCHOBaHUM UMEIOIIUXCS JAHHBIX OLEHUTh HEBO3MOXHO). I[Ilpu rpymnmupoBKe MO YacToTe
BCTPCHACMOCTH HCKCIIATCIIbHBIC PCAKIIUU ITPUBCCHBI B MOPAJAKC YMCHBIICHUA UX TAKCCTH.

CucTeMHO-OpraHHbI Yacrora HexenatenbHble peakuuu
kiaace (COK)

Hapymienus YacToTa HeU3BECTHA | TUIEPUYBCTBUTEIBHOCTD

CO CTOPOHBI UMMYHHOMU (aHadumaKTUYECKUE pPeaKIIUu)

CUCTEMBI

Kenynouno- OueHb yacTo 00JIb B 00J1acTH XKUBOTA*

KHILIeYHbIE HapymieHus: | Yacro TOILIHOTA, PBOTA, 3arop, B3AYyTUE >KUBOTA,
nuapes ™

YacTora Hen3BeCTHA CTPUKTYPBI IIOAB3IOIHOH, CJICTION

WIA TOJCTOM Kuiku ((ubposupyromas
KOJIOHOTIATHUS)
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CHuCcTeMHO-OpPraHHbIN YacroTa 1L “-Hei'ﬁéﬁa‘f:énLEHE 'Beiuchmf i
kiaace (COK)
Hapymenuns Heuacro CBIIb

CO CTOpPOHBI  KOXH | YacToTa HEM3BECTHA 3y]l, KpalMBHHUIIA
U MOJIKOKHBIX TKAaHEH

*XKemynouHO-KUIIIEYHBIE PAaCCTPONUCTBA CBSI3aHBI TJIABHBIM 00pa30M C OCHOBHBIM 3a00JICBAaHHUEM.
YacToTa BOSHUKHOBEHHSI TAKMX HEXKEJIATENIbHBIX PEaKIUiA, Kak 00JIb B 00JIaCTH KHUBOTA U TUApe,
OblTa HIOKE WITH CXOKEH ¢ TaKOBOI IMpH MPUMEHEHHH I11aneoo.

Onucanue OTJICILHBIX HEXKEIATCIbHBIX PEeaKIIUMi

CTpUKTYpBI TOJB3IOIIHOM, CIENOW WM TOJCTOM Kumiku ((HuOposupyromas KOJIOHOMATHS)
HAOMIOIATNCh Yy MAllMeHTOB C MYKOBHUCIHUAO30M, MOJYYaBIIMX BBICOKHE 03Bl IPENapaToB
naHkpeatuHa (cM. pazaen 4.4).

ANnepruueckue peakiuy HaOMI0JIMCh MPEUMYILIECTBEHHO CO CTOPOHBI KOXHBIX TTOKPOBOB, HO
OTMEUAJINCh TAK)KE WM JAPYTue MposBIeHUs amiepruu. is TOYHON OLIEHKM YacTOThl CIydyacB
MMEIOUINXCS JaHHBIX HEJOCTaTOYHO.

CTH

[Ipu mpumeneHuu y neteil He OBLJIO OTMEUEHO KAaKMX-JIMOO Crenn(UUEecKUX HeXelaTeIbHBIX
peakuuil. YacTora, TUII ¥ CTENEHb TSHKECTH HEXKEIATEIIbHBIX PEAKLIMN Y JETEH ¢ MyKOBUCLUI030M
CXOZHBI C TAKOBBIMH Y B3POCIIBIX.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare O TMOA03pEBAaEMBbIX HEXKENATeNbHBIX PEAKIMAX IOCIE PETUCTpaIiH
JIEKapCTBEHHOTO Ipenapara ¢ Lelbl0 00eceyeHNs HENPEPbIBHOIO MOHUTOPUHIAa COOTHOILICHUS
«T0JIb3a — PHUCK» JIEKApCTBEHHOIrO Mpenapara. MeAuIMHCKUM pPAaOOTHUKAM PEKOMEHAyeTcs
coo0IaTe O JIIOOBIX MOJO3PEBAEMBIX HEKENATENbHBIX PEAKLHIX JIEKapCTBEHHOI'O Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMBI COOOIIEHUsI O HEXEIATeNbHbIX PEAKLUAX FOCyIapCTB — YICHOB
EBpa3uiickoro 3K0HOMHUYECKOr0 COI03a.

Poccuiickas @enepanus
denepanbHas Ciryxk0a 1Mo Haa30py B chepe 3ApaBOOXpaHEHUs

Anpec: 109012, r. Mocksa, CiiaBsiHCKasl Iiioniaip, 1. 4, ctp. 1
Tenedon: +7 (800) 550-99-03

OnekTpoHHas movra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(pOpPMAIIMOHHO-TEIEKOMMYHUKALMOHHON ceTH «IHTepHET»:

https://www.roszdravnadzor.gov.ru
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Pecry6nika Apmenus

I'HKO «IleHTp aKkcniepTU3bl JEKAPCTB U MEAULIUHCKUX TEXHOJIOTHII»
Anpec: 0051, r. EpeBan, np. Komuraca, a. 49/5

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

DnekTpoHHas nmoyra: vigilance@pharm.am

CaiiT B nH(pOpPMAIIMOHHO-TEIEKOMMYHUKAIIMOHHON ceTn «MHTepHeT»: www.pharm.am

Pecry6nuka benapych

VII «lleHTp 3KCrepTH3 U UCTIBITAHUHN B 3APaBOOXPAHCHUN
Anpec: 220037, r. Munck, ToBapunieckuii nep., 1. 2a
Tenedon oraena papmaxkonanzopa: +375 (17) 242-00-29
dakc: +375 (17) 242-00-29

OnektpoHHas nmoura: repl@rceth.by, rceth@rceth.by

CaiiT B nH(pOpMaIIMOHHO-TEIEKOMMYHUKAMOHHOM ceTn «HTepHeT»: www.rceth.by

Pecny6nuka Kazaxcran

PI'TI na IIBX «HanuoHanbHbIM LEHTP 3KCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB U MEIUIIMHCKHUX
m3nenwity Komwurera MeaumuHCKOrO U (hapMareBTHYECKOrO KOHTpoJs MUHHCTEpCTBA
3npaBooxpaneHus: Pecny6onmuku Kazaxcran

Anpec: 010000, r. Acrana, yiu. A. Umanosa, 1. 13

Tenedon: +7 (7172) 235-135

OnexrponHas noura: farm@dari.kz

CaiiT B nH(pOpMAIIMOHHO-TEIEKOMMYHUKAMOHHOM ceTn «HTepHeT»: www.ndda.kz

Ksipreizckas PecryGnmka

JlemapraMeHT JIE€KApCTBEHHBIX CPEACTB M MEIULMHCKUX U3AeIud Inpu MuHHCTEpCTBE
3npaBooxpanenust Keipreizckoit Pecryomiku

Anpec: 720044, r. bumikek, yia. 3-4 nuHus, 4. 25

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

Tenedon obmiero oraena: +(996 312) 21-05-08

OnexTponHas noyra: dlsmi@pharm.kg

Caiit B mHGOPMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOM ceTn « MHTepHeT»: www.pharm.kg
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4.9. Tepeno3upoBKa (MOCNEOQBATENEHO

CHUMOTOMBI
['unepypuKo3ypHst U TUIIEPYPUKEMUSI.
Jleuenue

OtmeHa npenapara, CUMIITOMaTHYECKast Teparusl.

5. PAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA

dapmakoTepaneBTHUECKasi TPyIa: Mpernaparbl, CHOCOOCTBYIONINE MHUIIEBAPCHUIO, BKIOYAs
(depMeHTHBIE MTpenapathl; GepMEeHTHBIE penapaThl.

Koxg ATX: AO9AA02

Mexanusm aeiicteus u hapMakoauHaMudeckue 3O hEKThI

DepMEeHTHBIN IIpenapar, yiaydllalomui IPOLECChl IIEpeBapUBaHus IUILH Y B3POCIIbIX U JETEH U
TEM CaMbIM 3HAQUYUTEJBHO YMEHBIIAIOUIMA CHUMOTOMBI (EPMEHTHOM HEIOCTAaTOYHOCTH
HO/KETYJOYHOH JKesle3bl, BKIIo4as 00k B 001aCTH KHUBOTA, METEOPH3M, U3MEHEHUE YaCTOThI U
KOHCHCTeHIIMH cTyna. [lankpeaTnueckue GpepMeHThI, BXOASIIUE B COCTAB IpenapaTa, 00J1erdyarr
pacuiemnieHre O0eiIKoB, )KUPOB, YIIEBOAOB, YTO MPUBOAUT K UX MOJTHOMY BCACBIBAHUIO B TOHKOH
KHILIKE.

[Ipenapar Me3um Heo 25000 comepXuT CBUHON MaHKpeaTHH B (opMe MHUHHU-TAOJETOK,
MOKPBITHIX KUIIIEUHOPACTBOPUMON (KHUCIOTOYCTOMYHUBOM ) 000JIOUKOM, B )KEJTATUHOBBIX KarcyJsax.
Karicynbr ObICTpO pacTBOPSIIOTCS B JKEITyIKe, BBICBOOOXAasi MUHU-TA0IETKU. JJaHHBIH MpUHLKIT
pazpaboTaH C 1eIbl0 TIIATENHOTO MEpeMEUIMBaHUS MHUHHU-TA0NETOK C  XHMYCOM,
OIHOBPCMCHHOTO TOCTYIIJICHUSA MI/IHI/I-TaG.HGTOK C XUMYCOM M3 XKCIyAKa B KHUIICYHUK U B
KOHEYHOM CueTe JYYIIEero pacrpeneieHuss (EepMEHTOB IOCIE€ HMX BBICBOOOXKICHHS BHYTPH
COJIEPKUMOTO KHUILIEYHUKA.

Korna MUHH-TaOJETKH JOCTUTAOT TOHKOW KHWIIKH, KHIIEYHOPACTBOPHMAs 000JIOYKa OBICTPO
paspymaercs (mpu pH > 5,5), mpoucxoauT BBICBOOOXKIeHHE (EPMEHTOB C JIMMOJUTHYECKOH,
AMIJTOTUTHYECKON M TIPOTEOJIMTHIECKOW aKTUBHOCTHIO, YTO MPHUBOAMT K PACIICIUICHHIO KHPOB,
yriaeBofoB u OenkoB. llomydeHHble B pe3yibTaTe pacUICIJICHUS BEIIECTBAa 3aTeM JHOO
BCAaCbIBAIOTCA HaAIIPAMYTO, JII/I6O MMOoABCPTar0TCA ,Z[aJ'IBHGI\/'II_HeMy PACHICIUICHUIO KHUIICYHBIMU
depmeHTamu.

5.2. ®DapmakoKHMHeTHYECKHE CBOMCTBA

AOGcopOnus

B HCCIICA0OBAHUAX Ha KHUBOTHBIX 6]:1)10 MPpOACMOHCTPUPOBAHO OTCYTCTBHUC BCACBIBAHUA
HEPACHICTUIEHHBIX (PEepMEHTOB, BCIEACTBHUE Yero KIacCHYecKne (apMaKOKMHETHUECKUE
UCCIIEIOBaHUsST He TpoBOAMIUCH. llpemapartam, conepxamuM (EpMEHTHl TOIKEITYA0UHOM
JKene3bl, He TpeOyeTcs BcachblBaHUsS Ui TposBieHus cBoux dddexroB. Haobopor,
TepaneBTHYECKAas: aKTUBHOCTh YKa3aHHBIX MPENapaToB B MOJHOW Mepe peau3yeTcsi B MPOCBETE
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OenKaMH U, B CBSI3U C 3TUM, TIPU MIPOXO0KICHUH Yepe3 KeTyJOUHO-KUIICYHBII TPAKT ()epMEHTHbIE
Ipenaparsl paclICIUIAIOTCA 10 TeX Iop, II0Ka He IIPOU30MAET BCAaChIBAHUE B BUJE IENTUIIOB U
AMUHOKMCIIOT.

6. PAPMAIIEBTUYECKHUE CBOVICTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

MuHn-Ta0JIEeTKH, HOKPBIThIE KUIIIEYHOPACTBOPUMON 000JI0YKOH*

Kpockapmennosa HaTpus

[emtrono3a mukpokpuctamyeckas (tum 101)
Macio KacTopoBOe THIPUPOBAHHOE

KpeMHust nTMOKCHT KOJIJIOUTHBIN O€3BOIHBIN
Marnus creapat

O6oa0uka

MeTtakpriioBoil KUCIIOTHI M 3TUnakpuiaTta conoaumep (1:1), 30% nucnepceuns
Tpustunuurpar

Owmynbeust cumetukoHa 30% (cyxas macca)
Tanbk

Kancyna

Kopnyc

Kenatun

Turana nuokcun (E 171)

Kpacurens xene3a oxcup sxentoiit (E 172)
Kpacurens xenesza okcun kpacubiii (E 172)
Kpoviuweuka

Kenatun

Turana auokcun (E 171)

Kpacurens xunonuHoBbIH sxenThiid (E 104)
Nugurokapmus (E 132)

*IIpousseneno no texnonoruu «Eurand Minitabs® Technology».

6.2. HecoBMecTHUMOCTD

He npumenumo.
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6.3. Cpok rogHocTH (CPOK XpaHeHHs)

2 roaa.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPH XPAHEHU U
XpaHuTb 1pu TeMiepatype He Boie 25 °C.

6.5. Xapakrep u conep:xaHue NEPBUYHON YIIAKOBKHU

ITo 20, 50 wnm 100 kamcyn B MONUIIPONMIEHOBOM (DJIaKOHE C MOJMATUICHOBOW KPBIIIKOM,
CHa0XEHHOM OCYIINTENIEM.

[To 1 pmakoHy ¢ TMCTKOM-BKJIABIIIEM B KAPTOHHOH MaYKe.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUYTOKEHHUHM HMCHOJIb30BAHHOIO
JIEKAPCTBEHHOI0 TMpenaparta WJIM OTXO0J0B, MNOJYYEHHbIX IIOcjie TPUMeHEeHHs

npenapara, u Ipyrue MAaHUMyJISII[UN C PenapaToM
Hert oco6b1x TpeOoBaHMI K yTUIH3AIUH.
7. AEPKATEJIb PETUCTPAIIMUOHHOI'O YIOCTOBEPEHUSA
JlrokceMOypr
Menapunu Untepusman Onepeiita3 JlrokcemOypr C.A.

1, ABento ae na ['ap

L-1611, JIrokcemOypr

7.1. llpencraBuTeb Aep:KaTeis PeriCTPALMOHHOIO yI0ocTOBepeHnsi Ha Tepputopuu Coro3a

IIperen3uun norpedbuTesIel HANPABIATS 10 AJIPECY:

Poccniickas @enepanvs

00O «bepnun-Xemu/A. MeHnapuHmn»

Anpec: 123112, r. Mocksa, IIpecuenckas HabepexHas, a. 10, BI] «bamns na HabepexHoii»,
bnok b

Tenedon: +7 (495) 785-01-00

Qaxc: +7 (495) 785-01-01

DnekTponHas nmoyra: office-russia@berlin-chemie.com

PecnyGnuka ApmeHus
[IpencraButensctBo bepnun-Xemu Al

Anpec: 0010, r. Epesan, yn. Apamu, 1. 4, kB. 3
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Tenedon: + (374 11) 500-771, + (374 11) 500-773  (MOCIIEAOBATENBHOCTS 0002)

daxkc: + (374 11) 500-772

OnextponHas noyra: office-armenia@berlin-chemie.com

Pecny6onmka benapych

[IpencraBurenscrBo bepnun-Xemu Al

Anpec: 220004, r. Munck, yi. 3amkoBas, 1. 27, oduc 2
Tenedon: +375 (17) 270-26-80, +375 (17) 270-26-81
@axc: +375 (17) 270-26-84

OnexTpoHHas noyrta: be-bel-minsk@berlin-chemie.com

Pecry6nuka Kazaxcran

Oununan AO «bepiann-Xemu AI» B Pecniy6nuke Kazaxcran

Anpec: 050051, r. Anmatsl, yi. JIyranckoro, 1. 54, korremk Ne 2
Tenedon: +7 (727) 244-61-83, +7 (727) 244-61-84, +7 (727) 244-61-85

OnextponHas noura: Kazakhstan@berlin-chemie.com

Ksipreizckas Pecry6nmka

[IpencraBurenscrBo bepnuu-Xemu Al

Anpec: 720011, r. bumkexk, yiu. [llonokona, a. 121/1, BII «Red Centre», obuc 415, 417
Tenedon: +(996 312) 30-60-81, +(996 312) 30-60-85

OnextponHas noyra: bekyrbis@berlin-chemie.com

8. HOMEP PETUCTPALHMOHHOI'O YAOCTOBEPEHUA
JITI-Ne-(002692)-(PT-RU)

9. JATA NEPBUYHOM PETUCTPAIIMA (IIOATBEPXJIEHUSA PETMCTPAIINN,

MNEPEPETUCTPALIN)
Hara nepoii peructpanuu: 05.07.2023
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10. JATA IIEPECMOTPA TEKCTA

OO0mas xapakTepuCTHKa JieKapcTBEHHOro mpemnapara Mesum Heo 25000 goctymHa Ha
uH(pOpMallMOHHOM TmopTane EBpa3suiickoro SKOHOMHYECKOrO cOl03a B HH(DOPMAIMOHHO-
KOMMYHUKaIMOHHOM cetu «HTepHEeT»: https://eec.eacunion.org
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