COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 29.08.2025 N= 21563

OBILASI XAPAKTEPUCTHUKA JEKAPCTBEHHOFO TIPEITAPATA “70<)

1. HAMMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

KATIJI/ATTKA 2, pacTBOp [UIsl IEPUTOHEATHHOTO JUATN3a

2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB

JleiicTByromue BelecTBa: Kajablus XJIOpHUIa TUTHAPAT, HaTpus XJiopu, HaTpus (S)-nakrara 50 %
pacTtBop (HaTpus (S)-makTaT), MarHus XJIOpHUIa reKcaruapar, TIII0K03bl MOHOTHAPAT (TII0K03a).
Kaxaplii J1 mpenapara COIepKUT:

eticmeyrowue ewyecmsa:

Kanpuus xmopuna guruapar 0,2573
Harpus xnopun 5,786 T
Hatpus (S)-nakrara 50 % pactBop 7,85
(Hatpus (S)-naxrar) (3,9251)
Maruus xjiopuja rekcarujapar 0,1017r
['mrok03b1 MOHOTHAPAT 16,5t
(I'moko3a) (15,0 r)

He 6onee 0,75 r ppyKTO3bI

Honnwiti cocmas:

Ca* 1,75 MMonb/1
Na* 134 mmous/n
Mg>* 0,5 MMOITB/TT
Cl 103,5 MmMoaB/1
(S)-nakrar 35 mMmounb/n
I'moxo3a 83,2 MMOJIBL/IT

[TonHbIM TepeyeHb BCIOMOTaTEIbHBIX BEIECTB MPUBEIEH B pa3nene 6.1.

3. JEKAPCTBEHHAS ®OPMA
PactBOp 11 IEpUTOHEATIBHOTO AUANIN3A.
[Tpo3paunblit OECIBETHBIN WM OJIEAHO-KENITOTO LIBETA PacTBOP.

Teopernueckas ocmonsipHocts 358 MOcMm/n

pH 5,0-6,0
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4. KINHUYECKHUE JAHHBIE (MOCNEOOBATENEHOCTE 0002)

4.1. IToka3aHus1 K IPUMEHEHHUIO

KAIIJI/AIIKA 2 moka3zaH s NOpUMEHEHHS Yy  [MAIHEHTOB C  TEPMUHAIBHOU
(1leKOMIIEHCUPOBAHHOM) CTaiuell XpPOHNYECKOW IOYEYHON HEJOCTATOYHOCTH Pa3IMuHOI0 reHe3a,
KOTOPYI0 MOYKHO JICUUTh IIEPUTOHEAILHBIM JUAJIA30M.

4.2. Pe:kum 103MPOBAHUSA U CIOCO0 MPUMEHEHU S

PexxuM 1o3upoBaHus

[leputoHeaNbHBIN AMATU3 — 3TO JOJTOCPOYHAS Teparus, 3aKIIOYAIONIAsCs B TOCTOSHHOM
MPUMEHEHUU PacTBOPOB JUIsi meputoHeanbHoro auanusza (I1JI-pactBopoB). Crnocob Tepanuu,
qaCToTa MNPUMCHCHHUA W MPOHAOJDKUTCIBHOCTH HAXOXKACHHUA PACTBOPAa B 6pIOH.IHOI>i I10JIOCTH,
OIPENENISIOTCS JICYAIUM BPAvuOM.

B3pocnvie

Hocmosnnwiil anbyramopuwiii nepumoneanvvitl ouaus (IHAILT) — cucmema stay*safe®
Bun neputoHeansHOTO TUann3a, pyu KOTOPOM OOMEHBI TPOU3BOSTCS BPYYHYIO B ITHEBHOE BpEMsI

oT 3 710 5 pa3 B ICHb.

Ecnu He mpeanucano unaue, nanueHTsl nouydaroT mo 2000 mir pactBopa 4eThipe pa3a B JICHb.
[Tocne HAXOXKIEHUS pacTBOPA B OPIOIIHOM MOIOCTH OT 2 710 10 9acoB pacTBOp CIMBAIOT.

JIJIsl HEKOTOPBIX MAIIMEHTOB MOXET OBITh HEOOXOUMa KOPPEKIHS J103bI, 00beMa U KOJIHYSCTBA
0OMEHOB.

Ecnu B Hauane mnpoBedeHUS MPOIENypbl MEPUTOHEATBHOTO [AWain3a BO3HHKAeT OONb OT
pacTspKeHUs: OPIOIIHOM MOJOCTH, TO 00beM 0OMEHHOTO PacTBOpa CIIEyeT BPEMEHHO YMEHBIIUTh
1o 500-1500 mu.

Jis manueHToB ¢ M30BITOYHOW Maccod Tena, W/MAM YCTOWYMBBIX K OOJBIIMM OOBEeMaM
HAIlOJIHEHUS, €CIM HUX OCTAaTOYHas mouyedyHass (yHKUMS yTpaueHa, Ha3HavYaeMblii 00beM
00MeHHOro pacTBopa yBennuusatoT 10 2500-3000 mur.

Asmomamuzuposannviii nepumoneanvuviil ouanuz (AIL]) — cucmema sleepesafe wiu SafesLock®

BI/II[ NEPUTOHCATIBHOI'O Jualin3a, IpU KOTOPOM 00OMEHBI IMPOU3BOJAATCA ABTOMATHYCCKU C
IOMOIIBIO  CHENMAJIbHOro anmapara (LUKJIepa) MNEpUOJUYECKOTO MM  HEMpPEepbIBHOTO
[UKIMYECKOTO TEPUTOHEATbHOTO [Halu3a B HOYHOE BpeMms (Bo Bpems cHa). [Ipu sTom
UCTIOJIBb3YIOTCS MAaKeThl 00NbIINX 00beMOB (Takue kak 5000 mi), obecneunBaromiye 6osee 0HOTo
oOmeHa pactBopa. Llukiep ocymiecTBiseT 0OMEHBI pacTBOpPa B COOTBETCTBUHM C MEIUIIMHCKUM
IpeucaHueM, COXpaHsIeMOM B ITUKJIIEPE.

OO6b1yHO MarueHTs! MPoBoAAT 8—10 yacoB Ha HOUHOM HuKIe. OObeM pacTBOpa, HAXOALIETOCs B
oprommHe, Bappupyercs oT 1500 mo 3000 mu, a koaudecTBO HMUKIOB — OT 3 10 10 3a HOYB.
KonuyecTBO Mcmonp3yemMoit )KUIKOCTH O0ObIYHO cocTtaBisier oT 10 go 18 i1, HO MoXeT OBITH B
nuanaszone ot 6 1o 30 1. Tepanus, npoBoguMas IpH MOMOIIM LUKIIEpAa B HOYHOE BpEMS, KakK
paBuUII0, KOMOUHUpYeETCs ¢ | unu 2 oOMeHaMu B THEBHOE BPEMsI.

Oco0bIe I'pynnbl DJaMCHTOB

HauueHmbl NnOJ2HCUTIOC0 803pacma
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ITocmosnnwiii ambyramopuuiil nepumoneanshuitl ouanus (ITAITJ) — cucmema stayssafe®

Jetsim 00beM pacTBOpa Aisi OOMEHa JOJKEH OBITh HA3HAYCH B COOTBETCTBHH C BO3PACTOM U
momassto mosepxHoctu tena (I1I1T).

ITpu HaYaNBLHOM Ha3HAYEHHH 06BEM 0OMEHHOTO PAcTBOPa JoIkeH 6bITh 600—800 Mu/m? ITIIT ¢ 4
(vHorma 3 wim 5) oOMeHamu B JieHb. Jlo3a MoxkeT ObITh yBenuueHa 10 1000—-1200 wir/m? TITIT B
3aBHCUMOCTH OT IIEPEHOCUMOCTH, BO3pAcTa U OCTATOUYHOMN (PYHKIIMH MTOYEK.

Aemomamuzupoeannuiii nepumoneanvuuiii ouanus (AI) — cucmema sleepssafe uru SafesLock®

O6beM Ha 06MeH goikeH coctasisath 800—1000 myr/m? TIIIT ¢ 5-10 o6MeHAME B TEUEHHE HOYH.
Jlo3a MokeT ObITH yBenudeHa a0 1400 mu/m? [T B 3aBUCMMOCTH OT TIEPEHOCUMOCTH, BO3pacTa
¥ OCTaTOYHOM (DYHKIIMH TIOYEK.

Cnoco6 IIPUMCHCHUA

KATI/ATIKA 2 noka3zaH HCKITFOYUTEIBHO JUIsl HHTPAIIEPUTOHEAITBHOTO IIPUMEHEHHS.

[TepuToHeabHBINA qUATU3 CleAyeT IPOBOAUTh €XKETHEBHO C UCIOJIb30BaHNEM HAa3HAYEHHBIX /103
U TIPOJIOJDKATH JI0 TEX TOP, TOKa TpeOyeTcsl 3aMeCTUTEIbHAs ToYeyHas Teparnus GyHKINUU TOYEK.

[lepen mpoBeneHHEM NEPUTOHEATHFHOTO THAU3a HAa JIOMY TMalMEHTa CIEeAyeT HaJle)KalluMm
o0pazoMm 00yuuth. OH JODKEH MPUMEHHUTh METOAMKY MPOBEACHUS MPOIEIYPHl HA TMPAKTUKE U
MPOJIEMOHCTPUPOBATh  CBOOOAHOE  BiaaeHue  et0. OOydyeHHe  JOHKEH  MPOBOJUTH
KBaJIM(UIIMPOBAHHBIN mepcoHan. Jlewanuii Bpay H0oKeH YOeAUThCs, YTO MAIMEHT JOCTaTOYHO
CBOOOJHO BJa/ieeT METOJUKON MPOBEACHHS MPOLEAYPHI, MPEXKIE YeM OH OyneT MpPOBOAUTH
MIEPUTOHEANIbHBIN IUaTu3 B IOMAIIIHUX YCIOBHIX. B cilydae BOSHUKHOBEHHSI JIFOOBIX MPOOIEM HIIH
COMHEHHUH CIEeTyeT CBA3ATHCS C JeUaIIM BPadOM.

[IpuMEHEHNE CUCTEMEI stay°safe®

[TakeT ¢ pacTBOpPOM MOJOTPEBAIOT IO TEMIEpaTyphl Tena (CM. JOMOJHUTEIBHBIC YKa3aHUS B
pasnene 6.6).

HeoOxonuMyto 103y BIMBAIOT B OPIOIIHYIO MTOJIOCTh Y€PE3 MEPUTOHEANbHBIN KaTeTep B TEUEHUE
5-20 MuH. B 3aBucuMOCTH OT BpaueOHBIX MHCTPYKIMHA 103y cJelyeT BblIep)KaTb B OpIOLIHOMN
nojoct oT 2 10 10 yacoB (BpeMsi ypaBHOBELIMBAHMUSA), 3aTEM CIIUTh.

[IpuMeHeHue cucreMsl sleepesafe

KoHHeKkTOphI MpeAnucaHHoro pacTBopa B CUCTEME sleepesafe TOMeNIAIOTCA B TOPT sleepesafe
mwiathopMbl U 3aTeM aBTOMATHUYECKH MPHUCOCAMHSIOTCS IHMKIEPOM K CHCTEME MAarucCTpajew.
[{ukaep aBTOMAaTHYECKH TMPOBEPSET IITPUX-KOABI IMAKETOB C PACTBOPOM M BBIIAET CHUTHAI
TPEBOTH, €CJIM IITPUX-KOJ HE COOTBETCTBYET COXPAHEHHOMY B MaMsTH IMKiepa. [locie 3Toi
NPOBEPKH HAOOp MarucTpaieii MOXKeT OBbITh MPUCOCAMHEH K KaTeTepy MalueHTa, W JICUYCHHE
MOXET OBITh HauaTo. PacTBOp B cucTeMe sleepesafe aBTOMAaTHYECKH TOJOTPEBAETCS JI0
TEMIIepaTyphl Tella B IUKJIEPE BO BPEMsl BJIMBAHUS B OPIONIHYIO TOJOCTh. [leproj] HaX 0K ICHHS
pacTBopa B OPIOLTHOM MOJIOCTH M BHIOOP KOHIICHTPAIIUHU TJIFOKO3bI MOI00PaHbI B COOTBETCTBHH C
MEIUIIUHCKUM TIPEANMCAaHUEM, XPaHIIUMCS B TaMITH LuKJepa (OoJiee aetaibHas HHGOpManus
MOKET OBITh TIOJTy4YeHA U3 JACUCTBYIONINX HHCTPYKIUN TS sleepesafe nuKiepa).
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[pumenenue cuctemsl SafeeLock®

KOHHEKTOPBI MpeANICaHHOro pacTBopa B cucreMe SafesLock® BpyuHYI0 MOICOETMHSIOTCS K
cucteme marucrpaneii PD-Night mmknepa. Onun maker pactBopa SafeeLock® pasmemraror Ha
nojorpeBaroniel miargopMe muKiIepa IS MOJOTPEBaHUS BCero o0bema pacTBOpa, KOTOPBIN
OyJIeT moctynaTh B OpIOLIHYIO MOJIOCTh MAMEHTa B TeueHHe mpoueaypsl. [lepuon HaxoxaeHUS
pacTBopa B OPIOIIHOI MOJIOCTH U BHIOOP KOHIIEHTPAIMH TIIFOKO3bI TOJ00paHbl B COOTBETCTBUU C
MEAMIMHCKUM MpeucaHieM, XpaHsIIUMcs B TaMsITH 1uKiepa (6ojee aeranbHas uHbopManus
MOKET OBITh TIOJTy4YeHA U3 JACUCTBYIONTUX UHCTPYKIUU 1uist PD-Night ukiepa).

B 3aBucumoctrm ot Heobxomumoro ocmotuueckoro nasiueHus KAII/ATIKA 2 wmoxer
IPUMEHSATHCS MOCIIEI0BATEIBHO C IPYTHMHU PACTBOPAMH IS IEPUTOHEATBHOTO Uan3a ¢ 6oiee
BBICOKUM COJIEpP’KaHHEM TIIFOKO3HI (T.€. C 00Jiee BHICOKOH OCMOJIIPHOCTBIO).

4.3. lIlpoTuBONOKA3aAHHUS

IIporuBonokaszanus st KA/ ATIKA 2

o KAIIJ/AIIKA 2 He nomkeH MPUMEHSATHCS y MAIMeHTOB C JAKTAaIMI030M, TsDKEIOu
TUIOKATMEMUEH, TSHKEION TUIIEPKATIbIIMEMHUECH.

e l3-3a Hanmuus (PPyKTO3bl ITOT JIEKAPCTBEHHBIN Ipernapar HEMPUMEHUM Y MAIUEHTOB C
HETIEPEeHOCUMOCTBhIO  (PPYKTO3bI  (HACTENCTBEHHAss HEMEPEHOCHUMOCTb  (PYKTO3BI).
Hepacrno3HaHHY0 HacieICTBEHHYIO HENEPEHOCUMOCTh (PPYKTO3bI CIEAYET UCKIIOUUTD,
Ipex/ie 4YeM Ha3HayaTh npernapaT HOBOPOKIACHHBIM U MJIa/ICHIIAM.

IIpoTuBONOKAa3aHU JJISL IEPUTOHEATBLHOI0 IMAIM3a KaK METOoAa

HpOHGI[ypy MNEPUTOHCATIBHOI'O JUain3a HE CJIICAYCT HAYMHATD B CICAYIOMHNX ClIydadaXx:

e HeJaBHEE OllepaTHUBHOE BMEIIATEIbCTBO MM paHa OpIOIIHON MOJ0CTH, a0JJOMUHAJIbHBIE
ornepaunu ¢ GUOPO3HBIMU CIIalikaMH B aHAMHeE3€, TSKENble 0)KOTU OpIOLIHON MOJIOCTH,
KHILIeYHas nepoparus;

e O0IIMpPHBIE BOCTIAIUTENIbHBIE TOPAKEHUS KOXKH KUBOTA (I€pMATHT);

e BOCHaJIHUTENbHbIE 3a0ojeBaHMs KulledHHka (Oone3Hb KpoHa, s3BEHHBIH KOJMT,
JTUBEPTUKYJIUT);

® [ICPUTOHUT;
e BHYTpPEHHME WM HapyXKHbIe a0IOMUHANIbHbIE (PUCTYIIBI;

® IIyNOYHbIE, AXOBbIE U JPYTHE IPbLKU OPIOIIHOM MONOCTH;

e BHYTPHUOPIOIIHBIE OMYXOJIH;

® KHIICYHAA HCIIPOXOJUMOCTD,

e 3a00s1eBaHMsI OPraHOB JIbIXaHUs (0COOEHHO MMTHEBMOHUS);

®  CEICHC;

®  BBIPAKEHHAs TUIIEPIIUNIUIEMHUS;

® penKue Cilydah ypeMHUH, KOTOpast He MOAIAeTC TEPAIUU IIEPUTOHEAIBHBIM JTHAIIN30M;

® KaxCKCHi M 3HAYUTCIIbHAsA MMOTCPA MACCHI TCJIa, 0COOEHHO eClin aJICKBATHOC BOCIIOJIHCHUEC
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(NOCNEOCBATENEHOCTE 0002)

OCJIKOB HE TApAaHTUPOBAHO;

¢ Yy [MalMCHTOB, KOTOPLIC (1)I/IBI/ILICCKI/I HJIM YMCTBCHHO HECHOCOOHBI BBITTOIHATE npoucaypy
MNEPUTOHCATIBHOI'O JUaJIn3a COIJIaCHO MHCTPYKIHWAM Bpayda.

4.4. OcoOble yKka3aHUs U MepPbI NPETOCTOPOKHOCTH NPH NMPUMEHEHUN

Oco0ble yKa3zauus

PaCTBOpBI AJI1 ICPUTOHCAIIBHOT'O IUaIn3a HCJIb3s ITPUMCHATH BHyTpI/IBeHHO!

KATI/ATIKA 2 ciexyeT Ha3HayaTh TOJIBKO IMOCJE TIIATEILHON OLIEHKU COOTHOIICHHMS TOJIb3bI U
pHUCKa Mpu:

® [0Tepe D3JIEKTPOJUTOB B pe3ylbTaTe pPBOThI W/MIM JAHApen (MOXKET IMOTpeOOBaThCS
BpeMeHHbIH niepexo Ha [1/]-pacTBop, coneprxamuii kanui);

® T[UINEPKAIBLMEMHH, BO3HHUKAIOIIEH B pe3yibTaTe IMPUMEHEHUS BBICOKHUX 103
KanpIuicoaepxamux ¢Gochatounaepo w/mwm Burtamuaa D. B manHOM cimydyae mMoxer
noTpedOBaThCs BPEMEHHBIN WM MOCTOSIHHBIN nepexon Ha [1J[-pacTtBop ¢ Oonee HUZKUM
COJIepKaHUEM KaJlbLus;

®  €CJIM MAIMEHT MOJIyYaeT TePaui0 JUTUTAIMCOM (PEryJISpHBIA KOHTPOIb YPOBHS Kalus B
CBIBOPOTKE SIBJIIETCSI HEOOXOIUMBIM. [IpH TsKemo# rurokameMun CleayeT paccCMOTPETh
HEOOXOAMMOCTh  TEpPeBOJa  TAaIlMEeHTa Ha  KaJuhcoAepalluii  pacTBOp A
MEPUTOHEANILHOTO JUAIN3a, a TAKXKE MAIIMEHTY HEOOXOIMMO CIIE0BATh TUETOIOTHYECKIUM
PEKOMEHIAIIHSIM).

[T/I-pacTBOpPHI C BEICOKOM KOHIIEHTpanuei rmoko3sl (2,3 % wim 4,25 %) N0IKHBI IPUMEHSTHCS C
OCTOpPOXKHOCTBIO, UYTOOBI BO3JEMCTBOBaTh Ha MEPUTOHEANbHYI0 MeMOpaHy OepexHO u
NPEOTBPATUTh AETUAPATAIINIO U Harpy3Ky TNIFOKO30M.

B nporiecce mpoBeaeHUs MEPUTOHEATHHOTO JUATTN3a ITOTEPs OEITKOB, aMHHOKHUCIIOT M BUTAMHHOB,
0COOEHHO BOJIOPAacCTBOPUMBIX, Hen3OexxHa. UToObl m3bexarh aeduinra, cieayer oOecrneyuTh
ManucHTY HOHHOHCHHBIﬁ panrvoH NUTAaHWUA WK IPUEM IMUIICBBIX )106211301(.

TpchnopTHHe XapaKTCPUCTUKHU HepHTOHeaHBHOﬁ MeM6paHBI MOTYT HU3MCHATHCA B TCUCHUC
AOJITOBPEMCHHOT'O IICPUTOHCAIIBHOT'O JHUAJIN3a, Ha YTO YKAa3bIBACT IMMOTCPA y.]'ILTpa(bI/IJ'ILTpaI_[I/II/I. B
TSAKCIJIBIX ClIydadx HepI/ITOHeaJ'IBHHﬁ Auann3 CICAYCT NPCKPATUTh U HAYaTh I'CMOANAIN3.

PexoMeHyercs peryisspHblii KOHTPOJIb CIEAYIOLUIMX apaMeTPOB:
e Macchl Teja JUIsl paHHETo paclio3HaBaHUs U30BITOUYHOM TUApaTallii U JeruIpaTaliu;

® CBHIBOPOTOYHBIX KOHLEHTpAIMi HATpHs, Kauus, Kalblus, MarHus, ¢ocdara, KUCIOTHO-
1ies04HOro Oananca u 6eIKOB KPOBH;

e KpeaTWHMHA U MOYEBHMHBI B CHIBOPOTKE;
® TJIIOKO3bI B KPOBU;
® TOpMOHA MapalluTOBUAHOM JKeJe3bl U JPYrUX MoKa3aTesieil KOCTHOro MeTaboIn3ma;

® OCTaTOYHOW TOYEYHOH (QYHKIMH, YTOOBI aJaNTHPOBATh JICUEHHUE IEPUTOHEATHHBIM
IUAIIA30M.

Jannslii npenapar coaepxut 151 rmoko3sl Ha 1000 mn pactBopa. B 3aBucumoctu ot
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stayesafe™) umm 1o 75 r rmokossl (AIIJT: 5000 M, cuctema sleepssafe u SafesLock®™) mocrymaer
B OpraHu3M C KaXXJbIM ITAKETOM. 910 HeO6XO[[I/IMO YUUTBIBATH MMALIUCHTAM C CaXapHbIM ,HI/Ia6eTOM.

Jannslii npenapar conepkut 134 Mmosib HaTpus B 1 1. 3T0 HE0OOXOIUMO yUNTHIBATh MALMEHTaM,
HaXOJSAIIKMMCS Ha IUETE C OIPaHUYEHUEM [TOCTYIUIEHHUS HAaTPHUsL.

D¢ daroeHT ciaeayeT IpoBepsATh HA MPO3PAYHOCTh U 00beM. MYTHOCTh W/WiM OOJNb B JKUBOTE
SIBIISTFOTCSI IOKA3aTeNISIMU IEPUTOHMTA.

I/IHKaHCYJII/Ip}IIOH_[I/Iﬁ CKJIEPO3 6pI-OI_HI/IHBI CUUTACTCAd H3BCCTHBIM PCIAKUM OCIOXHCHUEM
MNEPUTOHCATIBHOI'O JUaIn3a, KOTOPOE€ B PEAKHUX ClIydasaX MOXET IIPHUBECTHU K JICTAJIBHOMY HCXOOY.

Iloskuiiple DalMeHThl

Cne;[yeT YUUTBIBATH MMOBBIIICHHYIO YaCTOTY PA3BUTHA I'PBIK Y ITOKHJIBIX TATUCHTOB, IIPCKIC UEM
HAQYMWHATDh TCPAIInIO IICPUTOHCATIbHBIM JUAJIN30M.

4.5. B3amMmopeiicTBHe ¢ PYrHMH JIEKAPCTBEHHBIMH MpenapaTtaMu H JApyrue BH/bI
B3aNMOeliCTBUSA

[TIpumenenne nannoro I1J[-pacTBopa Moxer mpuBecTH K morepe 3()(HEKTUBHOCTH IPYTUX
JIEKAPCTBEHHBIX CPEACTB, €CIM OHU IOJBEPrarOTCs BBIBEACHUIO U3 KPOBU JHAIU30M 4epe3
NEPUTOHEATEHYIO MeMOpaHy. MoXeT BO3HHKHYTh HEOOXOAMMOCTH B KOPPEKIUH HX HO3BI.
OT4eTaMBOE CHM)KEHUE YPOBHS KaJlMs B CHIBOPOTKE KPOBH MOKET MPHUBECTU K IOBBILLIEHUIO
YacTOTBI HEXKEJATEIbHBIX PEAKLUH, CBA3AHHBIX C IpUEMOM Aururanuca. [Ipu omHOBpeMeHHOI
Tepanuy JUTHTAIMCOM HEOOXOIUM THIATEIbHbII MOHUTOPUHI KOHLIEHTPALIUH KaJIHsl.

OI[HOBpeMeHHHﬁ MMpUEM JICKAPCTBCHHBIX CPCACTB, COACPIKAIINX KaJIbIIMH WM BUTAMUH D, MOXKET
MMPUBCCTHU K TMIICPKAJIIBIIUCMUH.

[IpuMeHeHHE NAUYpPETHUYECKHX CPEACTB MOXKET CIOCOOCTBOBAaTh COXPAHEHUIO OCTATOYHOU
(GYHKIIMH OYEK, HO TaKKe MOKET IPUBECTU K BOJHO-JIEKTPOIIUTHOMY AMcCOaNIaHcy.

vy IIalITUEHTOB C JII/Ia6eTOM CyTO4YHasd A03a MHCYJIMHA WK NEPOPATbHBIX THIIOTIIMKEMHUYCCKUX
JICKApPCTBCHHLIX IpCIapaToB AJOJKHA OLITH CKOPpPCKTHPOBAaHa C MLCJIbIO Y4Y€Ta MTOBBIIIICHHOM
TJIFOKO3HOM HAarpys3KH.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD W JAKTALMS

bepemeHnHoCTH

Her wndopmanuu o npumenenun KAIIJ/JITKA 2 y GepemenHsix >xeHmuH. MccnemnoBanuii
PENPOTYKTUBHOM TOKCUYHOCTH Ha KHBOTHBIX HE MPOBOJIUIOCH. PacTBOp A1 MEpUTOHEATTLHOTO
nuanuza KATIJ/JITIKA 2 He qoimKeH MpUMEHSTHCS B TEUCHHE OEPEMEHHOCTH, €CITH KITMHUIECKOE
COCTOSIHHE JKCHIIIMHBI He TpeOyeT edeHus: qaHnaeiM [1][-pacTBOopoM.

JlakTanus

HewusBecTHO, BBIBOAATCS M akTHBHBbIE KomrnoHeHThl/MeTabonuTel KATIJI/ATIKA 2 ¢ rpyaHbM
MOJIOKOM. ['pyZHO€ BCKapMJIMBaHUE HE PEKOMEHIYETCS MarepsM, HAXOIAIMMCS Ha Teparuu
MEPUTOHEAIbHBIM JTUATH30M.

DdepTUIbHOCTD

JlaHHBIE OTCYTCTBYIOT.
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4.7. BansiHue Ha CMOCOOHOCTH YNPABJIATH Tpchnﬁg%ﬁﬁﬂg&ﬁImmjﬁ T[Fclgl&"pi;'l-lb c

MEXaHU3IMaMH

KATIJI/AITKA 2 He oka3biBaeT, JHOO OKAa3bIBACT HECYIIECTBEHHOE BIIMSHHE Ha CIIOCOOHOCTH
YIOPaBISATh TPAHCIIOPTHBIMU CPEJICTBAMHU M MEXaHU3MaMHU.

4.8. HexkennaTeibHbIe peakuuu

Pe3ioMe HexxenaTeIbHbIX DEAKIINN

BO3MO)KHBI€ HCXKCJIATCIIbHBIC peaKL{I/II/I MOI‘YT 6BITL peSyHBTaTOM HpI/IMeHeHI/ISI MeToaa
HepI/ITOHeaJIBHOFO auajin3a nujin MOI‘YT 6BITB BbI3BAHbBI CAMUM paCTBOpOM JJIA HepI/ITOHeaJIBHOI‘O
HATU3A.

YacTtoTa BCTpEUaeMOCTH HEKEIATCIIbHBIX PEaKIUi OINpeaessieTcss Kak: o4eHb 4yacto (> 1/10),
gacto (> 1/100, Ho < 1/10), Hewacto (> 1/1 000, Ho < 1/100), penko: (= 1/10 000, o < 1/1 000),
oueHpb penko (< 1/10 000), yactoTa Hen3BecTHA (Ha OCHOBAHWW MMCIONIUXCS JAHHBIX OIEHUTH
HEBO3MOJKHO).

Boszmooicnvie HeofceslamelbHble pedKyuu Ha s6eoetie Hﬂ-pacmeopa

Hapywenus MemaboauIMa U NUMAHUS

YacTo: NOBBIIICHUE KOHULOCHTPAUXW TJIFOKO3bI KPOBH, YBCIMYCHUC MACChl TCJjIa M3-3a
HCIIPCPBIBHOTI'O  IMOMJIOIICHHA TJIFOKO3blI JUAJIM3HOTO pacTBOpa, THUIICPIUIIMACMUA WA
YXYyALICHUEC PAHEC CYI_I_ICCTBOBaBH_Ieﬁ TUINICPJIMIINICMUU.

HapymeHuﬂ CO CmMOpOHbl cepdua

Heuacro: TaXUKapaus.

HGDVWQHM}I CO CMmMOpOHbl COCV@OG’

Heuacro: THUIIOTOHUSA, TUIICPTOHUS.

Hapywernus co cmoponbt ObIXamenbHoU cucmemysl, opcanoes ZDV()HOIZ KilemkKu u CDQOOCmeHZ/l}Z

HeuacTto: nucmHo?.

Hapywernus co cmoporsl nouex u MOU€6b160()ﬂu4ux nymeu

OueHb 4acTo: HapyIIEHUE BOIHO-JIEKTPOIUTHOTO OanaHca, HampuMep, THITOKaTUEMUS.

YacTo: runepkaibluemMusi, 00ycIOBICHHAs YBEINYSHHBIM MOTPEOICHUEM Kalblivsl, HAIPUMED,
Py OJJTHOBPEMEHHOM MPUMEHEHUH Kaibluiicoaepkanmx ¢pocharOuHaepoB.

061/14148 HAapyweruA u peaKkyuu 6 vecme 66€0eHUs.

Heuacto: ronoBokpysxeHue, 0TeK, HapylLIeHUs: BOJHOTrO0 OanaHca, 0003HaueHHbIE MK OBICTPHIM
yYMEHbIIIEHHEM (AeTuapaTanusi) Wik yBeIUueHHueM (Tunepruapartanus) Maccel Tena. Tspkenas
JNerujparalnus MOXeT BO3HHKaTh IpU TNPUMEHEHUH PACTBOpPOB ¢ Oojiee BBICOKOU
KOHIIEHTPAUEH TITFOKO3bI.

Bosmooicnvie HeofcelamelbHvle peakyuu Memooa mepanuu

HHd)eKuuu U uHeasuu

OueHp YacTO: MEPUTOHHUT, OOO3HAYCHHBIM MOMYyTHEHUEM 3¢¢oeHTta. MoryT pa3BHBATHCS
N03/1Hss a0JOMHUHATIbHAS 00JIb, TMXOPaKa U 001Iee HeTOMOTaHUE WM, B OUYEHb PEIKUX CITydasX,



COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 29 ':IE:E':IEE Mz 21569 i
cernicuc. B maHHOM citydae HEOOXOAMMO KaK MOPKHO cKOpee HMJ&BS&%@I ¢ ';léllqla'n'mM

BpayoM. [laker ¢ momyTHEBIIUM 3(pPIIOEHTOM JTOIKEH OBITH 3aKPBIT CTEPHIIBHBIM KOJIIAYKOM U
[IPOAHAIIM3UPOBAH Ha MPEAMET MUKPOOHOJIOTHYECKOIO 3arpsA3HEHNS M KOJIMYECTBA JIEUKOLIUTOB.
KosxHbie nH(EKINN B MECTE BBIXO/1a KaTeTepa M TYHHEIbHbIE HH(PEKINU, HA KOTOPBIE YKA3bIBAIOT
IIOKpPACHEHUE, OTEK, 3KCCyJauusi, CTpyn U O0JIb B MeCTe BbIXOJa KareTepa. B maHHOM cityuae
HE00XO0IMMO KaK MOKHO CKOpee MPOKOHCYIbTUPOBATHCS € JIEHAL[UM BpPauoOM.

Hapywenus co cmoponbi ObIXamenbHou cucmemsl, OpcarHos ZDVOHOﬁ KlemkKu u cpedocmeﬂu}z

HewusBecTHO: TMCIHO? HU3-32 BBICOKOTO CTOSHUS 1uadparmbl.
Kenyoouno-kuweunvle napyuienus

OdeHb yacTo: IpbKa.

YacTo: B31yTHE )KMBOTA U OIYLICHUE HAIIOJIHEHHOCTH.
Heuacro: nuapes, 3amop.

HewnsBecTHO: MHKANCYJIMPYIOLIUI NEPUTOHEATBHBIN CKIEPO3.

TDG@Mbl, UHMOKCUKauuu U OCJA0HCHEHUA npouedvp

Yacro: HapylICHUA TOKa/0TTOKAa JAUAIIM3HOI'O pacTBOpa, 00JIH B 1IeYe.

COO6H.I€HI/IH 0 IMOJ03PCBACMBIX HCKCIATCIAbHBIX PCAKIIUAX

BaxHo coo0maTh O TMOZO3PEBAaCMBIX HEKENATENbHBIX PEAKIUSAX I0CIE PErucTpanuu
JIEKApCTBEHHOTO Tperapara ¢ HelIbl0 00eCTIeYeHHsT HEPEPHIBHOIO MOHUTOPHUHTA COOTHOIIICHHS
«II0JIB3a — PHUCK» JIEKapCTBEHHOIO Ipenapara. MeIunuHCKUM paOOTHHKaM PEKOMEH]yeTCs
coo0maTe O JIIOOBIX MOJO3PEBAEMBIX HEKENIATENIBHBIX PEAKIMIX JICKapCTBEHHOIO Ipernapara
yepe3 HALMOHAJIbHBIE CUCTEMbI COOOILEHUS O HEeXKEJaTeNIbHBIX peakIUsIX ToCyIapCcTB — YJICHOB
EBpa3uiickoro 53K0HOMHUYECKOTr0 COI03a.

Poccuiickas ®enepanus

DdenepanbHas ciryx0a 1o Haa30py B cdepe 3apaBooxpanenus (PoczapaBranzop)
Anpec: 109012, r. Mocksa, CrnaBsiHCKasl miiomanp, 1. 4, ctp. 1

Tenedon: +7 800 550-99-03

DnekTpoHHas noyta: pharm@roszdravnadzor.gov.ru

Caiit: www.roszdravnadzor.gov.ru

Pecniy6onmka benapychb

P CCHY6J'II/IK8.HCKOC YHUTApPHOC MMpEaAnpuiATUC <<]_ICHTp 9KCIICPTU3 n HCIBITaHUI B
3APAaBOOXPaHCHUN

Anpec: 220037, r. Munck, niep. ToBapuieckuii, 2a
Tenedon: +375 (17) 242-00-29

®axc: +375 (17) 242-00-29

DnekTpoHHas noyrta: repl@rceth.by

Caiit: http://www.rceth.by
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4.9. [lepeno3upoBka
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CuMITOMBI
O kakux-JI100 SKCTPEHHBIX CUTYAILMIX B CIydae Mepeo3UPOBKU HE COOOIIAIOCH.

JIro0oi U30BITOK JUAJIM3HOI0 pacTBOpa, BIMBAEMOI'0 B IEPUTOHCATIBHYIO IIOJIOCTH, MOXKHO JIETKO
CJIMTh B I[pCHa)KHBIﬁ naker. B cilydya€ CJIIMIIKOM 4YacCThIX OOMEHOB MOXKET BO3HHUKHYTbH
Acruaparanusa /U Hapymi€HUue BOJHO-IJICKTPOJIUTHOI'O 6ancha, Hn3-3a 4YEero MOXKET
HOTpe6OBaTBC$I HEOTJIOXKHAs TCpalusi. Ecimu o6MeH ObLT IpomnymeH, TO CICAYET CBA3AThBCA C
JiCHaluM BpadoM WJIM OTBETCTBCHHBIM JUAJIM3HBIM LICHTPOM.

HemnpaBwibHoe cocTtaBieHue OajlaHca pacTBOPOB MOJKET NPUBECTU K THIIEPTUIApATallud WA
JETUIpaTalyy U HapyIIEHUsIM BOJHO-3JIEKTPOJIUTHOIO OalaHca.

Haubonee BepostasiM nocneacTBreM nepeno3upoku KATI/ITIKA 2 sBnsercs aeruapaTarius.

Henocrarounas A03UPOBKaA, IICPCPLIB B JICUCHHUHN WUJIH ITPCKPAMICHUC JICUCHUA MOXKCT IIPUBCCTH K
oITacHOM A JKU3HHW THUIICpruaparanuu ¢ nepn(bepnquKHM OTCKOM H ﬂeKOMHeHcaHHeﬁ
CCp,I[@‘IHOfI ACATCIIBHOCTH H/Uan APyruMu CUMIITOMAMU YpEMUHU, KOTOPBIC MOT'YT OBITH OITACHBI
JUIA dKHU3HU.

Jleuenue

HeoOxonuMo mnpuUMeHSTh OOLIEHPUHSTHIE IpaBUJIa AKCTPEHHON MEIUIMHCKOM MOMOUIM U
WHTCHCUBHOU Tepanuu. [lanmeHTy MOXeT HeMeUIEHHO OTPe0OBATHCS TeMO A3,

5. PAPMAKOJIOTUMYECKUE CBOHMCTBA
5.1. ®apmakoaMHAMHYECKHE CBOMCTBA

®apMakoTepaneBTUYECKasl Ipymma: KpoBe3aMeHUTENNn U Nep(y3HOHHBbIE PACTBOPHI; PacTBOPHI
JUISl IEPUTOHEATIBHOTO JUAIN3a; TUIIEPTOHNYECKHUE PACTBOPBI.

Koxg ATX: BOSDB.

Mexanusm neiicTBus

KAITZ/AIIKA 2 npencrasnser co0oil pacTBOp 3JEKTPOIMTOB, COAEPKAIIMN TIIOKO3y U
JaKTaTHBIA Oydep, BBOAUMBIA BHYTPUOPIOUIMHHO (MHTpAaNepUTOHEAIbHO) [UIS JICYCHUS
TEPMUHAJIBHOW CTAMH XPOHMYECKOW MOYEYHON HEJOCTaTOYHOCTH PAa3JIMYHOTO T'eHE3a METOJI0OM
ITATI.

Meton ITAII/] xapaktepusyercss Gojiee WM MEHEEe MOCTOSHHBIM MPHUCYTCTBUEM IHAIIM3HOTO
pacTBopa (00BIYHO 2 MHUTpa) B OPIOIIHON MOJIOCTH, KOTOPBINA 3aMEIIaeTCsl CBEKUM PacTBOPOM OT
3 110 5 pa3 B [IcHb.

OCHOBHOHM TIPUHITUII, JEKAIUA B OCHOBE JIFOOOW TEXHUKH TEPUTOHEATHHOTO IHAIH3a, — ITO
WCIIONIb30BaHUE TMepUTOHEeyMa (OpIONINHBI) B KauecTBE IMONYMPOHUIIAEMONW MeMOpaHbI, uepe3
KOTOPYIO BO3MOXKEH OOMEH pacTBOPEHHBIX BEIIECTB M BOJBI MEXKAY KPOBBIO M TUATU3HBIM
pactBopoM myTeM AudQy3ud U KOHBEKIIMH B COOTBETCTBUU C UX (U3UKO-XUMHUYECKHUMH
CBOMCTBaMHM.

ONEKTPOJIUTHBINA COCTaB PACTBOPA B OCHOBHOM HE OTJIMYAETCS OT (PU3MOJOTHYECKOr0 COCTaBa
CBIBOPOTKH KPOBH, HECMOTPS Ha TO, YTO OH aJJalITUPOBAH (B YACTHOCTH, 110 COJEP>KAHUIO KaJus)
JUIsl TIPUMEHEHHS] Y MAIMeHTOB C ypeMuei, uToObl clienaTh BO3MOXHOW 3aMECTUTENIbHYIO
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B TeueHue nmanu3HON IpoLELypbl BELIECTBA, B HOPME BBIBOIAIIMECS C MOYOM, TaKHE Kak
MOYEBHHA, KpEaTWHUH, HeOpraHudeckue (ocdarbl, MoueBasi KHCIOTa, JPYrHe pacTBOpEHHBIC
BELIECTBAa U BOJA, YIAISIOTCSA U3 OpraHu3Ma ¢ pacTBOpoM auanuszarta. Heo0Xxoaumo y4uThIBaTh,
YTO B XOJI€ AHaJIM3a U3 OpraHu3Ma MOTYT OBbITh BBIBEJICHBI JIEKAPCTBEHHBIE IIPENapaThl, IOITOMY
HE00XO0IMMO PEryJIMpPOBATh UX A03Y.

WNunuBuyanbHele TTapaMeTpsl (Takue Kak Macca Tela IMalueHTa, JabopaTopHbBIE MapaMeTpel,
ocTatoyHas no4yevyHasi pyHKIH, yIbTpadIIbTPaLns) JOIDKHBI YUUTHIBATHCS, YTOOBI OIPEICINTh
703y W KOMOMHAUMIO TpeOyeMbIX pacTBOPOB, KOTOPHIE OTJIMYAIOTCS IO OCMOJISIPHOCTH
(conmep>kaHHIO TIIOKO3bI), KOHIIEHTPALUHN Kalus, HATpUS U Kajablusa. D(PPEeKTUBHOCTD Teparnuu
JIOJDKHA PEryJIIPHO MOHUTOPHUPOBATHCS HA OCHOBE 3THX ITapaMETPOB.

[1/I-pacTBOpHI ¢ BHICOKOW KOHIIEHTpanuen rioko3sbl (2,3 % wumu 4,25 %) ucnoib3yroTcs, Koraa
Macca Teja BBIIIe JKeJIaTeIbHOTO CyXOro Beca. BBIBOJ JKHIKOCTH U3 OpraHW3Ma YBEIMYHUBACTCS
OTHOCHTEJIBHO KOHIICHTpALUK Ti1r0Ko3bl [1]]-pacTBopa.

5.2. DapmakoKuHeTHYECKHE CBOMCTBA

[IponyKThl ypeMHUECKOM PpETEHLIMM, TaKME KAaK MOYEBUHA, KPEaTUHWH U MOYEBas KUCIOTA,
Heopranudeckue ¢Gocdarbl, U AIEKTPOIUTHI, TAKUE KaK HATPUH, KaJIMW, KAJBIMA W MarHui
YAAISIOTCS U3 OpraHu3Ma B JIMAJTU3HBIN pacTBOp myTeM AU Py3ur U/ Ui KOHBEKITUH.

['moko3a nuanm3ata, UCHoiib3yeMash B KadecTBe ocMormyeckoro areHta B KATI/JIIIKA 2,
MEIJICHHO a0copOMpyeTcs, yMEHbIIas TpajueHT TudQy3ur MEXITy TUATU3HBIM PAcTBOPOM M
BHEKJIETOUHON JKUAKOCTBIO. YIIbTpaduiIbTpallis MakCUMallbHa B Hayajie BpEMEHH BbIJIEPKKHU, U
JIOCTUTaeT MHUKa MpUOIM3UTENBbHO crycTs 2—3 4vaca. bonee mo3naHsas abcopOIus HauMHaeTcs ¢
nporpeccuBHOM motepel ynpTpaduibTpaunu. AlcopOupyercs or 60 no 80 % riHOKO3BI
Janu3aTa.

(S)-nakraT, ucnonb3yeMblii B KadecTBe Oy(depHOro arenra, moyTH MOJHOCTBIO abcopOHupyeTrcs
nocjie 6-4acoBOTO MEPHOAA HAXOXKACHUS pacTBOpa B OpromuHe. Y TAaIMEeHTOB C HOPMaJbHOU
neyeHouHoW ¢yHKuuen (S)-makTaT MeTadoNMM3upyeTrcs OBICTPO, UYTO JEMOHCTPHUPYETCS
HOPMAaJIbHBIMU 3HAYEHHSIMHA TTPOMEKYTOUHBIX METAO0OJIUTOB.

MaccooOMeH KanblMsl 3aBUCUT OT KOHIIEHTpalMM TJIIOKO3bl JAMAIU3HOTO pPAacTBOpa, oObeMa
s daroeHTa, MOHU3UPOBAHHOTO KaJbIUS B CBHIBOPOTKE KPOBM M KOHIEHTPALMU KalblUi B
JTUATM3HOM pacTBope. Uem BhIllle KOHIIEHTPAIUS TIIFOKO3bI, 00beM 3¢ (II0eHTa U CBIBOPOTOYHAS
KOHI[EHTpAIlMsl HOHU3UPOBAHHOTO KAJIBIIHsI, U YEM HIDKE KOHIEHTpAIUs KaubIUs B JUATU3HOM
pacTBope, TeM BbIIIe TpaHChep KalblHs OT MalMeHTa B IUaIn3ar.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

Bopa g uabekiui

PacTBOp XJ1I0pHCTOBOIOPOAHON KUCTOTHI (A1 Koppekuuu pH)

Hatpus ruapoxcun (uist koppekiuu pH)

10
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6.2. HecoBMecTHMOCTD

JIaHHBIN JII€KapCTBEHHBIM Ipernapar He CleAyeT CMEIIMBaTh C JAPYIMMH JIEKAPCTBEHHBIMU
IpernapaTami, 3a HCKJIIOUYEHUEM YIOMSHYTBIX B ojpaszene 6.6.

6.3. Cpok rognocTu

2 rona.

Cogepxumoe JOKHO ObITh UCIOIb30BAHO HEMEAJIEHHO MOCIIE BCKPBITHSL.

6.4. OcoOble Mepbl MPE0CTOPOKHOCTH NMPHU XPAHEHUU

Xpanuts 1pu Temreparype He Boie 25°C. He 3amopakuBarts.

6.5. XapakTep u cojep:kaHue NePBUYHONH YIIAKOBKH

[To 2000 unu 2500 M pacTBOpa B IJIACTUKOBOM CUCTEME sfay-safe®, mpeacTaBisionieil cooom
CUCTEMY, COCTOSIIYIO U3 MaKeTa ¢ PaCTBOPOM C MHBEKIIMOHHBIM MOPTOM, JTPEHAKHOTO MaKeTa ¢
OpTOM AJ1s1 3a00pa pod, cucteMbl Maructpaiieil, konaekropa (DISC) u BHeniHel ynakoBku. Bee
AJIEMEHTBI CUCTEMBI U3TOTOBJIEHBI U3 IUIACTHKA IPYIIIBI IT0JIMosIeUHOB, HE coneprkamiero [1BX.
[To 4 macTUKOBBIE CUCTEMBI Sfa)-safe® BMECTE C IMCTKOM-BKJIA/IbIIIIEM TTIOMEIICHBI B KAPTOHHYIO
KOpOOKY.

[To 5000 mn pacTBOpa B ILUIACTUKOBOM cucteme sleep-safe, mpencTasistolieil coboil cucremy,
COCTOSIIIYI0O M3 TaKeTa C pPacTBOPOM C HWHBEKIMOHHBIM IOPTOM, CHUCTEMBI Marucrpalei,
KOHHEKTOpa M BHEIIHEW yMakoOBKH. Bce aeMeHThl CUCTEMBI M3TOTOBJICHBI U3 TUIACTUKA TPYTIIBI
nosoneduHoB, He conepxariero [1BX.

ITo 2 mIacTUKOBBIE CUCTEMEI Sleep-safe BMECTC C JIMCTKOM-BKJIAABIIIEM IMOMEIICHBI B KAPTOHHYIO
KOpOOKYy.

ITo 5000 mx pactBopa B tutactTukoBoil cucteme SafeeLock® mpezacrasstomieir coboi cucremy,
COCTOSIIIYI0O U3 TIaKe€Ta C PacTBOPOM C HHBEKLIUOHHBIM IIOPTOM, CHUCTEMBI Marucrpale,
KOHHEKTOpAa M BHEIIHEW YNaKOBKH. Bce 27€MEHTHI crCcTEMBl U3MOTOBJIEHBI U3 IUIACTUKA TPYTIIIBI
noaunoneduHoB, He copeprkaiero [1BX.

[To 2 mnnactukoBele cuctembl SafesLock® BmecTe ¢ JIHCTKOM-BKIQJBIIIEM IOMELICHBI B
KapTOHHYIO KOPOOKY.

He Bce pazmepbl ynakoBOK JIOCTYITHBI JJISl PEATU3aLINH.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MNPH  YHHUYTOKEHHMH HCHOJIb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpemnapara WJIHM  OTX0A0B, TMOJYYEHHBIX [0CJe MpPHUMeHEHUs
JIEKAPCTBEHHOI'0 NMPenapara, u Apyrue MAaHUILYJISIHN ¢ IPenapaToM

MGDBI IPEAOCTOPOKHOCTHU IIPU IIPUMCEHECHUHN

[TnacTuKOBBIE TAKETHI MOTYT OBITh CIIy4aifHO MOBPEXACHBI TP TPAHCIIOPTUPOBKE MIIM XPAHEHUU.
OTO MOXET NPHUBECTH K KOHTAMHMHALIMM TUAIM3HOrO pacTtBopa OakTtepusmu. [loatomy Bcro
YIaKOBKY HEOOXOJIMMO TIIATEIbHO OCMOTPETh Ha MPeMET MOBPEXKICHHS IO Hadaia MpoLelyphl
nepuTOHeaIbHOro Juanu3a. Jlroboe, qake HE3HAUYUTENBbHOE, TOBPEKICHNUE IIEMEHTOB YIIaKOBKU
JIOJKHO OBITH 3aMEUYEHO M3-32 PUCKA BO3MOKHOM KOHTAMUHAIIHH.

11
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ciydae! B cmyyae BOSHHMKHOBEHHS COMHEHHUI 00OpaTuTech K Bpady UId MPUHATHS PELICHUS O
BO3MOKHOCTH UCIOJIb30BAHUS PACTBOPA.

Hcnons3yite I1/[-pacTBOp TOJIBKO €CIIM IIAKET HE IOBPEKIEH, TE€PMETUYECH, a PACTBOP B HEM
IPO3payeH.

BrenHroro YIAaKOBKY IIaK€Ta CICAYCT CHUMATh TOJIbKO IIEPECA IPUMECHCHUEM.

B OeaX CHHXKCHHSA PpHCKa I/IH(i)I/II_II/IpOBaHI/IH, BO BpEMs JOUAIU3HOI'O obMeHa JOJIPKHBI
MoAACPKUBATHCA ACCIITUYUCCKHUE YCIIOBHS.

TexHnka IpUMEHESHHUS CUCTEMBI Stay'safe®

[TakeT ¢ pacTBOPOM IpeABApUTENHHO MOJOTPEBAIOT 10 TeMIepaTypsl Tena. s makera o0beMoM
110 3000 M1 3TO CIeIyeT MPOBOAUTH C UCTIOIB30BAHNEM COOTBETCTBYIOIIETO JIOTKA-000TpeBaTerIs.
Bpewms narpeBanusi makera oobemom 2000 Mn ¢ HauanbHOUM TemriiepaTypoit 22°C cocrtaBiseT
okonmo 120 muHyT. PerynupoBka TemiepaTrypbl  OCYIIECTBISETCS aBTOMAaTHYECKH U
ycranaBnuBaetcs Ha ypoBHe 39°C + 1°C. bonee nonpoOHas nuHopmaimst MOKET OBbITh MOTy4YeHa
U3 UHCTPYKLIMHM TI0 OKCIUTyaTalluu HarpeBatens. lcmonmp3oBaHue Ui HarpeBaHus
MUKpPOBOJTHOBOW I€YM 3alpelleH0 H3-3a PHCKa JOKalbHOro mneperpesa. llocne HarpeBanus
pacTtBopa Bel MokeTe HaUMHATH OOMEH TTaKETOB.

1. IlpoBeppTe makeT ¢ pPacTBOPOM (STUKETKY, CPOK TOJHOCTH, IPO3PAYHOCTh PacTBOPA,
OTCYTCTBHE OBPEXKACHNUN MaKeTa U BHELIHEHN YITaKOBKH) # OTKPONTE BHEUIHIOIO YIIAKOBKY [1aKeTa
¥ YIIAKOBKY JIe3MH(PHUIMPYIONIETO KOJIAYKa.

2. BeiMoiiTe pyku aHTHOAKTepHaATIbHBIM MOIOIIUM CPEJICTBOM.

3. BcraBere DISC B opranaiizep (moaBechbTe MaKeT C PACTBOPOM Ha BEPXHHUH KPIOYOK
WH(Y3MOHHON CTOMKHU # PAaCKpYyTHTE MarucTpalib, COSAUHSIONIYIO makeT ¢ pactBopom U DISC »
nomectute DISC B opranaiizep » IOMECTUTE IPEHAaXHBIM IAKET B HIKHHUI JepXKaTellb
UH(PY3MOHHON CTOMKH).

4. TlomecTuTe ajanTep Karerepa B OJJHO U3 JIBYX OTBEPCTUI opraHaiizepa. » [lomecture HOBBIN
JEe3UHPHUIMPYIOUIMN KOJIIA4YOK B IPYroe CBOOOAHOE OTBEPCTHE.

5. Ilpone3uHpunupyiite pyku u yaanure 3amuTHbIA konmnayok ¢ DISC.
6. Ilpucoenunute agantep karerepa k DISC.
7. OTtkpoiiTe 3aKMM Ha ajantepe ¥ MO3ULIUs «®) ¥ HauHeTCs Ipolielypa CIuBa.

8. TIlocnme 3aBepuieHHs] CIUBAa: NPOMBIBKA ¥ TO3UIMS «®®)» » CIIMB CBEXEro Iuaiu3ara B
JPEHaXHBIH makeT (IPUMEPHO 5 CeKyHN).

9. 3anus ¥ no3unus «O0®) ¥ COEAMHEHNE MEXKY ITAKETOM C PACTBOPOM M KaTETEPOM.

10. lar Ge3omacHOCTH ¥ TO3UIHS «®®®@) » ABTOMATHYECKOE 3aKpBHITHE ajanTepa Karerepa
3anopHoit urion PIN.

11. OrcoenuHenue » CHUMUTE 3aIIUTHBIA KOJMA4YOK C HOBOTO J€3UH(DUIMPYIONIEro KoJmavka u
HAKpyTHTE €ro Ha CTapblil Je3MHOUIMPYIOMUI KOJIMayoK # OTCOETUHHUTE aJanTep KaTeTepa oT
DISC u npucoenuHuTe €ro K HOBOMY J1€3UH(HUIMPYIOLIEMY KOJIIAuKY.

12. 3akpoiite DISC OTKpBITBIM KOHLIOM J1€3WH(UIMPYIOLIET0 Kojmayka (KOTOpPBIA OcTaics B
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IPaBOM OTBEPCTHH OpraHai3epa).

13. IIpoBepbTe CAUTHIN TUAIU3aT Ha MIPO3PAYHOCTD, B3BECHTE €0, U €CIIU KUIKOCTh IIpO3payHasl,
YTWIN3HPYUTE €TO0.

TexHuka IpUMEHEHUsI CUCTEMBIL sleepsafe

Jnst HacTpolKu cucTeMbl sleepesafe oOpaTUTECh K MHCTPYKIUH 110 IKCIUTyaTallMH LIUKIIEpa.
1. TloxaroroBka pacTBopa

[IpoBepbTe maker C pacTBOPOM (ITUKETKY, CPOK TI'OJHOCTH, HPO3PaYHOCTb pacTBOpA,
OTCYTCTBHE IOBPEXKICHUH MaKeTa U BHEIIHEN YIIAKOBKH).

ITomecTnTe nakeT Ha TBEPAYIO MOBEPXHOCTb.
BckpoliTe BHEIIHIOW YIIAaKOBKY IIAKETa.
BrimoiiTe pykn aHTHOAKTEpUAITBHBIM MOIOIIIUM CPEICTBOM.

Y6enureck, 4TO pacTBOP MPO3PAUHBIH, a TAKET HE MPOTEKAET.

2. PackpyTuTe MarucTpasiu ImakeTa.
3. CHuUMHTE 3aIMUTHBIA KOIIIAYOK.
4. BcraBbTe KOHHEKTOp B CBOOOHBIN MOPT JOTKA sleepesafe.

Temneps makeT TOTOB K UCIIOJIB30BAHUIO B CUCTEME sleepesafe.

Texuuka npuMenenus cucreMbl SafesLock®

Jlns Hactpoiiku cuctembl SafesLock® o6paTuTech K MHCTPYKIUH 110 SKCILTyaTalluK UKJIEpA.
1. IloaroroBka pactBopa

HpOBepLTC naker ¢ pacTBOpOM (BTHKGTKY, CpPOK TOAHOCTH, IIPO3PAYHOCTHL pacCTBOpA,
OTCYTCTBUC HOBpe)KI[eHI/Iﬁ MMaKeTa ¥ BHEIIHEH yrIaKOBKI/I).

[ToMecTuTe MakeT Ha TBEPYIO TOBEPXHOCTb.

BckpoiiTe BHELIHIO YIIAKOBKY IaKeTa.

BrimMoiiTe pyku aHTHOaKTEpHUaIbHBIM MOIOIIMM CPEICTBOM.
Y6enutech, 4TO pacTBOP MPO3PAUYHbIH, a TAKET HE MPOTEKAET.

[TomecTuTe MakeT Ha MOJOTPEBAOIIYIO TUIATPOPMY WITH TOJBEChTE €ro Ha MH(Y3UOHHYIO
CTOMKY LIMKJIEpa.

2. CHUMHTE 3aIlIMTHBI KOJIMAYOK KOHHEKTOpAa C COEAWHMUTEIBbHOM MAarucTpaid CUCTEMBI
MarucTpaeu.

3. CHuUMMHTE 3aIIUTHBIN KOJIMAYOK C KOHHEKTOpa MaKeTa W MPUCOEIUHUTE €r0 K MarucTpain
CHCTEMBbI MarucTpaei.

4. CrnomaiiTe BHYTPEHHIOIO OJIOKUPOBKY, crubas imanio u PIN 6onee uem Ha 90° B 00€ CTOPOHEI.
5. Teneps nmaker roroB K HUCIOIb30BAHMIO.

OtnenpHas UHBEKIHS MOXKET OBITH CJIeJIaHa Yepe3 MOPT I MHBEKITH.
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Kaxnplii makeT MOKET HCIHOJIb30BaTHCSI TOJIBKO OOWH M?'%H%Eﬁ%@“hé&%ﬁ&%%&ﬁhmﬁ

pacTBOp clieAyeT BEIOPOCHUTS.

[Tocne cootrBercTByromero o6Oydenusi mnpenapatr KAIII/JIIKA 2 MOXHO HCIOJIB30BATh
CaMOCTOSITENILHO B JIOMAIIHUX ycioBuax. O0s3arenbHO coOmtoaiiTe Bce mpoleaypbl, KOTOPbIM
BbI HAYYWJIMCH BO BpeMs 00yueHus, U cOOJI0JaiiTe TMTHEeHHYECKHE YCIOBUS P 0OMEHE ITaKeTOB.

Bcerna nposepsiiTe CIUTBIA AMAIA3AT HA IIPEIMET IOMYTHEHMUS.

I[O6aBJ'IeHI/I€ APYIUuX JCKAPCTBCHHBIX CPCACTB B PAaCTBOP AJIA IICPHUTOHCAJIBHOI'O JHWaJin3a

JloGaBnenue nexkapcTBeHHbIX cpeAcTB B II/l-pacTBop OOBIYHO HE pPEKOMEHIyeTcs u3-3a
CYILIECTBYIOIIETO0 PUCKAa KOHTAMHHAIIMM W HECOBMECTHMOCTH PacTBOpa AJI MEPUTOHEAIBHOTO
JaIn3a U JIEKapCTBEHHOT'O CPECTBA.

[Tpr HEOOXOAMMOCTH JT0OABIICHUE JICKAPCTBEHHBIX CPEJCTB B PACTBOP IS MEPUTOHEATHHOTO
Jyanusa clieyeT MPOBOJAUTh B AaCENTHUYECKHUX YCIOBHUSAX. THIATEIbHO MEepeMellaiTe, a 3aTeM
IIPOBEPHTE PACTBOP Ha OTCYTCTBHE KaKOW-TMOO MYTHOCTH, KOTOpas MOIJIa MOSBHUTHCA HU3-3a
HECOBMECTUMOCTH KOMIIOHEHTOB. [1/[-pacTBOp ucnonws3yite cpasy.

YTunuzauus

Het ocoObix TpeOoBaHMIl K YTHUIH3AIIH.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJIOCTOBEPEHMUSA
I'epmanus

O®peszennyc Menukan Kea lonunang ['m0X, Das3e-Kpenep-Ulrpacce 1, 61352 bag XomOypr
B.JI.X.

7.1. IIpeacTaBuTeNb AEPAKATE/IS PErHCTPALMOHHOIO YAOCTOBepeHns Ha Tepputopuu Corosa

[IpereH3un HOTDe6I/ITeJ'IeI71 HamnpasJIATHb 110 aapeCy:

Poccuiickaa ®@eoepayus

AQ “®pesennyc CII”

115088 r. Mocka, yi. Yrpemickas, a. 2, ctp. 6, koMH. 09

ten.: +7 (495) 789 6454

OnektponHas mouta: msk.office@fme-ag.ru

Pecnybnuxa Benapyco

YacTHOE TOProBO-IIPOU3BOICTBEHHOE YHUTapHOE Npeanpustue «OunonMenukamy
220040, r. Musnck, yi. Kopm-Cabnuna, 1om Ne3, moment. 63

Ten./pakc: +375 17 242 65 21

®@axkc: +375 17 242 65 22

Anpec anekTpoHHON ouThl: unionmedicalminsk@gmail.com
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8. HOMEP PETHCTPAIIMOHHOTO YJIOCTOBEPEHMSE - BATENEHDLTE 0002)

9. TATA NEPBUYHOM PETUCTPAIIMA (IIOATBEPXJIEHUA PETMCTPAIIMMN,
INEPEPETUCTPALINN)

Jlara nepBoii peructpanuu:

10. JATA IEPECMOTPA TEKCTA

OO6mass xapaktepucTtuka JekapctBeHHoro mnpenapara KAITI/JATIKA 2 poctymHa Ha
WH(OPMAIIMOHHOM TopTane EBpa3suiickoro SKOHOMHYECKOTO CO¥03a B HH(DOPMAIMOHHO-
KOMMYHHKAITMOHHOM cetn «MHTepHEeT» https://eec.eacunion.org/
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