Kpatka XapakrepucTiKa Ha BpogykTa

1. THProOBCKO MME Ha REKAPCTREHMUS NPORYKT

Structolipid 20% MYHHCTERCTEO BA 3 AT A 1]

Crmycromamr 20% ePCTB0 kA SAPABECTIASBAHETD
Tlyn0sieniie ko

2. KosuuecTBEH M Ka4ECTEEH CHCTaB faspomene saynorpsbate 3301\ 10.9v.04

500 ml oT emyncusTa CoABPXAT: 652 /yg R.205% M ‘

AKmMUsHO eeliecinso: Konuyecmeo:

Purified structured triglyceride 100g

AKTUBHOTO BELUECcTBO - purified structured triglyceride, moxe fa 6tpe AeduHupato Kato
uHTEpecTepUIMLMpEHa CMeC OT  EKBMMONaphM  KORMYECTBa  LBRATOBEPIKHM
Tpurntiepuam (OBT) u cpepHosepwiHu Tpurnmuepiin (CBT), ceoTeeTCTBaly Ha 64%
(Wwiw) u cwoteeTHO 36% (W/w). MacTHute KMCerMHM ca chyqaitHo pasnpefesieHy B
wHTepecTepuMUMpataTa TpUrnuLepaHa monekyna. Purified structured triglyceride ce
CLCTOM F1ABHO OT TOVITIULEPUAYN C pasnvyHa ALIDKUHE HAa BEPUIiTe, T.€. CbABPIKE KaKTe
MacTHI KMCeTMHY ChC CPefiHAa BEpUra, Taka v ¢ Auiira sBepura (npubnnaurtento 75%) n
MuHUMandu konvdectsa OBT u CBT. CBT e cuHTeTMYHa masHiHa, CuHTesnpaHa oT
KOKOCOBO Macro W unu oT nanmoso macro, a BT ca npubBasenu nog dopmara Ha
pacdmHUpato COEBO Macno.

OcmMonapureT. 350 mosm/ kg Hz20
pH: npubriusurernHo 8
Enepruiina s THOCT. 8.2 MJ (1960 keal)/ 1000 ml

3. HNekapcTReHa thopma
Emynicus 3a uHoyaus

4. Knuuuuku BaBHN
41. TNoxazanmna

VISTOUHWK Ha EHEPIVS 1 €CEHLMANKYM MaCTHN KMGEMIHY NPy NapeHTepaneH XpaHuTeneH
PEXUM.

A2z  JiozupoBKa ¥ a4l Ka NpuRoXeHne

Mpyu ornpepensHe Ha JO3aTa ¥ CKOPOCTTa Ha uHdy3ns crocobHoCTTa 3a enuMyHMpaHe
Ha MasHUHUTE U 3a MeTabonuanpaHe Ha rrlokosaTa Tpsbea fa 6bae Bofeiya. Bk 4.4.
CricanHu NPOTHRONOKA3aHNsA W CIELMAaNHK NpepynpexneHns 3a ynotpeba.

BLspactau

lMperiopwuntenHata gosa e 1 - 1.5 g Tpurnuiiepuan/ kg TenecHo Terno gHeBHO, KOETO
choTeeTcTEa Ha 5 -~ 7.5 mlf kg TtenecHo Terno AHeBHO, OGMKHOBEHO HpUNKEHa 3a

nepuog ot 10 - 24 yaca. //’E*Hi\\\
CkopocTTa Ha uHbyaus He Tpsbea aa Hagenwaea 0.75 mil/ kg TenecH /T.eﬁsi&{ua”c‘,f‘me Q
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cwoTBeTCTRa Ha 0.15 g MasHuHa/ kg TenecHo Terno/ Jac. Sy
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BezonacHocTTa ¥ eheKTMBHOCTTa NPy [eLia He € YCTaHoBeHa.

Hauwn Ha npuioxexue

Structolipid ce npunara upes uHTapBeHo3Ha WHMY3UA, Kato 4act OT napeHTepaneH
XpaHuTenieH PeXuM, B KOWTe e BKMiOYeHa [fiioKosa, npes nepudgepsa seHa uUnn

LEeHTparnieH BeHO3eH NbT.
4.3. MNpotueonokazanus

NasecTHa CBPEXHYBCTBUTENHOCT KbM SIAYEH WM COEB NpoTenH

Texxa xuneprivnaemms

Texka yepHogpobHa HEROCTaTEYHOGT

XemotharolwrapeH CUHEPOM

Texxn HapylueHus B KpEBOCLCUPBAHETO

Hlok

OBb141 APOTUBOMNOKa3aHMA 3a UHGY3MOHHO NeveHue. ocTep Beriogpobel OTTOoK,
Xunepxugparawums 1 gexcmreHcupaHa cbpaeyHa HeloCTaTEHHOCT

4.4, CpeuuvansEM n[POTMBONOKasaHWS W CRelBanHn npenynpexpesws 3a
ynorpeba

Heobxoaumo € MOHUTOpMPaHe Ha KOHLEHTpauuuMTe Ha Tpurnmuuepugv B cepyma. Tlpu
npeanonaraeMo HapylueHne B MacTHUst MeTabonusbM KOHTPOITLT € eXMefHSBEH. flo
BpeMe Ha WHGhY3uAT2 CepyMHara KOHUEHTpaums Ha Tpurmuuepnin He Tpsibea fAa
nagsmuasa 3 mmol/ |. Cnegsawara uHdysus Tpabea fa sanoyHe camo npy ycnoeue, Ye
CEepyMHUTE TPUFNULIEPUAHI HUBA Ca HOpManuavpaHu.

PefioBHO ce MpOCTiefsBaT HUBaTa Ha ITIIOKO3aTa B KPBBTa, CEPYMHUTE ENeKTpOsSinTy,
riokasaTenuTe 3a YepHoapoBHa dyHKUMS, BoaHus GanaHe 1 kpbBHaTa kaptuna. Korato
ce rnogosuMpa WNv BL3HWKHE aumposa, TpsbBa ga ce criean CobIYO 1 ankanHo -
KMcenuHHns Ganakc.

fpy Bcexu npWsHaK WMK CUMMTOM Ha anadunakTiHa peaxkuus (KaTo Temnepatypa,
Tpenepexe, 06puB nnn AvicniHes), nHdysusTa HesabasHo TpsOba fa 6bAe npekpaTeHa.

Structolipid ce npwriara ¢ MOBMIUEHO BHUMAaHME MPpU fAUMEHTN C HapyweH IUEeH
MeTabonuseM, KaKkeBTo ce Habrogasa npu 6ubpeuHa HefgocTaTE4YHOCT, HEKOHTPONUPEaH
3axapeH puabeT, faHKpeaTuT, Hapylleda vepHogpobHa (YHKUWS, XUNOTUPEeoWMSHM
(aKko e ¢ xunepTpurnuLiepuaeMis) U cencuc.

MoHacTosLleM HSMAa IKTMHUYeH onuT OF ynotpebata wa Structolipid npu geua. Mpun
naumeH T ¢ke saxapeH gmaber 1 6xbpeyHa HegoCTaTLYHOCT ONUTHT € OrpaHiyet.

3a ga ce usberte Hioseata Ha meTabonvha aumaosa, Structolipid Tpsibsa fa ce npunara
eIHOBPEMEHHO C BbrTexugpari.

Struciolipid moxe ga BzaumogeiicTsa ¢ onpegerienn naboparopHn nacriepse ngé'{ggpgw\

eunnpybue, rNakTatgexvwAporeHasa,  KMCToOpojHa  catypauvs, xemojrgbﬁmg;z‘)ﬂf"ﬁ!fo\fg& \
M3CHEABaHETO HA KPBBTA € U3BBLPLUSHO RPefu efiMMuHUpaHe Ha Ma & OTFKPBERVS. 2 \
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notok. Flpu noeBe4yeTo nauveHT enumuHupaHe Ha mactute ce OChLLEeCcTEABa CHen
nHTepean ot okoro 5 - 6 vaca.

4.5. JiekapcrseHM B3aMMOLENCTENA U OpYri diopMK Ha B3auMOSencTeie

Hskoy riekapcTBEHW NPOAYKTYA, HAND. WHCYNMH, MOFaT [a NOBIWSSAT IunasHara
aktBHoCT. TosK pop B3aumopeiicTBus obade narnexpa uMar HesHauuUTeNeH KnHUYeH

edekT.

XenapuHbT, NPUROKEH B KNUHWMHM [03M NpPepvsBuKBa NPEXOAHO OTgefiAaHe Ha
AMRONpOTEMH nWnasa B UMpKynauusTa. ToBa Moxe ga [oBefie MbpBOHa4anHo Lo
foBMLzBaHE HA MFA3MEHaTa NUNONKM3a, 2 BAOCHERCTEME - A0 MPEXOZHOo HaMarnsasaHe
Ha TPUMHINLIEPUAHYS KINPEHC.

CoeBOTO Macno e ecTecTBeH M3TouHuMK Ha sutamub Ki. HesaBucumo oT TOBa,
cuAbpKakmMeTo My B Structolipid e Tonkasa HICKO, Ye He ce oYaKsa 3Ha4MMo fa nosnuAae
KOarynaumoHHMs NpoLec rMpy NauyMeHTH, JIeKyBaH ¢ KYMapuHoBY fepusaTti.

46. bBpeMeHHOCT M KEpMEHe

Hsama KRMHWYHK BaHHM OTHOCHO npunoxenueto Ha Structolipid npy 6pemertocT.

He e npoyyeH edexkra oT BrAusHMETO Ha Structolipid BLpxy sapogua npepw
3aBbplIBaHe Ha opraHoreHesara npy XuBoTHU. OueHKara Ha faHHuTe OT npoyyBaHusTa
C MMBOTHU MOKa3Ba PENPORYKTUBHA TOKCMuHOCoT (BWK pasfgen 5.3.). KimHu4HOTO
3HAVEHUE Ha Teal AaHHK He e nasecTHo. Siructolipid moxxe fa ce uanonssa no BpeMe Ha
6pemMeHHOCT caMo NpY HarnMuMe Ha cepuosHn CeoBpLeHus.

Hsma knmHvueH onut 3a ynorpeba Ha nexapcTBeHns NPOLYKT NO BpEeMe Ha KbpMeHe.
MpenopbYUTEsNHO € XXeHUTE, KOUTO ca Ha nevenne cu¢ Structolipid, ga He KbpMAT.

4.7. Edekr Bupxy CROCOBHOCTTA 32 Wodupate u pabota ¢ MalMEK
He ce ouaksa ethekT BLPXY criocobHocTTa 3a wodupaHe u paboTa ¢ Mallnkn.
48. Hexenanyu neKapcTEEHW PeaKLimn

Uectn (YecTota > 1%)

flo speme Ha KNMHUSHUTE TPOYYBaHWsT Ca OTYETEHN rajeHe, masobonne u roka4eaHe
Ha TeMnepaTypara.

Joknansano e HapacTeake Ha CepyMHWTE TPUWITIMLIEPUAYM U KETOHHUTE Tefia o BpemMe Ha

nHbyansTa cue Structolipid.
B npoleca Ha napeHTEpariHGe XpaHeHwe mMorar gz ce nopuwaT yepHogpobHMTe

noKasaTenn, HesasucuMo OT TOBa Hani Ca BKIYSHW Mactu i He.

Penxu (uectota < 1%)

Mpu mHoro Gbpsa wHdyams Structolipid mowe ga npepussuka Oonka B fbpﬁa c
HENSBECTEH NPOU3XOA.

Opyry HeeriaHn HEKapCTBEHW peakuuny, KOUTO Morar Aa BL3HUKHAT Mo Bpeme Ha
rieueHneTo cec Structolipid ca pecrniuparTopHl cuMITOMMK, TPENEpeEHe, BUEHE CBSIT,
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CutipoM HZ MacTHO NRETOEapBaHe

HapyitehusT KanauvreT 3a enMMUHUpaHe Ha TPUImMUepugy MoOXe Aa p[oBefe Lo
BL3HWKBaHE Ha T.Hap. “CMHEPOM Ha MacTHO npeToBapiBaHe’. To# MOXe [a Bb3HUKHE B
pesyrTar oT NPefo3vpaHe, HO ChLUO W rpy NPenopBLuMTENiHaTa CKOPOCT Ha MHpYaus
nopafy BHe3anHa fpPoMaHa B KIMHWYHOTO CHCTOSHNE HA MaLMeRTa, Hanp. yepexaaHe Ha
OL0peuHaTa (yHKLMS N NHDEeKLrA .

CyBApoMbT H2 MacTHO NpeToBapBaHe ce XapaKkTepusipa ¢ Xunepnunugemus, TRECKa,
MacTHa uHDWITTPaLM:, XenaTtoMeranusi, CrUleHOMeranus:, aHeMVs, reBsKOoneHus,
TpomGoLMTOREHUs, KoaryronaTtui 1 KoMa. Tesu npoMeHy ca obpaTuMi fpy npeKkecsaHe

Ha MacTHaTa MHpY3ust.

4.9. [lipegosupase

Bux 4.8., Hexerniakn siekapcTBeny peakuiy, CUHAPOM Ha MacTHO [MPSToBapBsaHe

CepnosHOTO hpegosvMpaHe ¢ macTHu emyncuy, ceibpkaim CBT, ocobeHo ako
ChIUEBPEMEHHO He Ca MPUNOXEHN BEITIeXugparTy, Boau Jo MetabonutHa aumpiosa.

5. DapmMaKoROrMuHN SaHHU

51. @apmaKoRUHaAMNYHU CBOKCTBa

ATC kog BO5SB A02

Structolipid € macTha emyncua 3a MHTPaBeHO3HO XpaHeHe ¢ rofieMyHa Ha yactuumre #
BUonoMMYHIA KaUecTsa, NoaobHKu Ha Te3l Ha eHAOTEHHUTE XUIMOMMKPOHKU, 3a pasnvika oT
xuriomuxporute, Structolipid He chgbpXa XonecTeponoBK ecrepy 1 anonunonpoTenHI.

Lpyra pasnuka ¢ xunomukponute € Tasn, 4e Siruciolipid e cmec or gwnro- ¢
CPEOHOBEPIDKHN MACTHY KMCENUHN B eaHa U Chllia IMUUEeponosa MOSekysia.

EmyricusTa OCUIYPSIBE €OHOBPEMEHHO E€CEHLMANHN MaCTHN KUCermHy (ObiroBEpyHIA
Macthy kucerinhn, IBMK) 1 eneprvien cyGerpar rniog chopmata kakTo Ha ABMK, Taka v
Ha cpegHoBepwKHY MacTHy kucenuHn (CBMK).

B3a pa ce MPeAOTBPaTV HEfoCcTUIE OT eceHUManHyM MacTHW kucenuim, rione 20% ot
HenpoTenHosaTa eHepra Tpsibsa ga ce ocurypu nof chopmaTta Ha MacTHi emMysicun ¢
2REKBATHO KORMMECTEOD SINHONMHOBA U NMYHOMEHOBA KVICEMMHY, KaksaTo & Structolipid.

5.2. dapMaKOKMEETUYHU CROKCTER

MpoyuysaHe npn 3gpasy fobposBonium e nokasano, 4ye Structolipid ce enmmmunpa no-
6Bp2a0 OT EMyrcuMTE, ChBELPKALNM CamMo TPUMAWLEPUAN © HLMTOBEPWKHA MacTHU
KUCETIMH.

PeTpocnekiueHo aHanuampaHi npoy4YBaHMsi NpW MalMeHT! npegnorarat no-6bpao
eneMuHnpade Ha Structolipid, oTKONKOTO Ha emyricU, ChOBLPXKALLN CaMO ABNTOBEPIDKHNA
TpUrMMLIEpuay U (UaMKariHm CMECh OT AbIFo- 1 CPEAHOBEPWHHN TPUFNULISpU LK.

[nasmeHnTe HYBA HA CPSRHOBEPIDKHIN MACTHN KMCESTUHN, AUKapOOKCUITOBY Kye n@ﬁﬁ‘m\
3-X1HPOKCY MECTHY KUCESMHY Ce NoKaYyBaT B pesynTaTt ot metabonmama Hay S/ ru lpj\“,?
Mpoyusanust npu 3RpaByn [oOpoBONLYM ca foKasanu, uJe Konu4ecTs Ta: 'resw
GH. s
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wmerabonutii ca no-Manku criep uHdysna Ha Structolipid, B cpaBHern c“é" es {
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ERMBaHE Ha MAacTi B SKBUMORaPHY [O3W rog (hopMaTta Ha dusukanm emeck ot BT 1
CBT. YcTaHoBeHo e, Ye Tesn Metabonuty ca Bunn HambMHO enuMMuHMpaHn B KpbBHa
npoba, B3eTa 3a wuscriegeane 16 uaca cnep npukniouBaHe Ha wedysusTa.
HunkapGokeunoBuTe KUCENUHM €& eKckpeTupar B yprHata.

5.3. [lipegxnuHuyHn 5aKHK 38 6e30HaCHOCT

FpepKanHUYHUTE BaHHN, TONYYSHW NPy Xopa upes KOHBEHUWOHANHK npoyusahia 3a
chapmakorioryiHa 6e30nacHocT, TOKCUMHOCT M FEHOTOKCUYHOCT Ha MOBTapALY C8 A0sH,
He nokaseaT Hanmume Ha ocoBeH puck. KaHueporerHusT rioteHuman Ka Structolipid He e
oLeHsIBaH.

Hsiva nposiBeH TEPaTOreHeH Uk eMBpUTOKCUYEH NOTEHLMaN NPK 3ailum crief nHDYanA
na Structolipid B fosa ot 3 g (TT)/ xg axesHo (0.75 g TI/ kg / yac) B fpofLmKeHNe Ha 4
uaca. Tipu fosa 4.5 g (IT)/ kg presro (1.12 g TI/ kg / yac) Bb3mMoXeH emBpuoToKChUeH
ethekt e 6un HabMOASBaH C NEKO MOKa4BaHe CTeneHTa Ha sary6a Ha embpuoHa/
tetyca. [osara n CKOPOCTTa Ha uHpYans ca dunn 3, CLOTBETHO 7 MbLTU MNO-BUCOKNM,
OTKONMKOTO NPENopEIBaHNTE 32 ITMHINYHATE NPaKTUKa. '

6. @DapmaneBTUYHEM BaHHEWU

6.1. CHRMCBLK Ha NOMOIIHMTE BEIECTEA ¥ TEXHUTE KonWYecTea

Purified egg phospholipids 6.0g
Glycerol 11.0g
Sodium hydroxide to pH 8 q.s.
Water for injection to 500 mi

6.2. DHUINKO-XUMAYHK HECTHBMECTUMOCTH

Toau nekapcTBeH NpofykT He TpsibBa A2 ce cvecsa C ApYrv NMPOAYKTW, OCBEH C
uaGpoenure B pasgen 6.6. VsknioueHue NpegcTaBnaBar criy4an, npy KoUTo € Aokasana
HkfHa csBMecTuMocT Ha Structolipid ¢ npogykra.

Kwm Structolipid morat gz ce pgobassT JONBMHUTENHM CBCTaBkm camMo  Npn
[OKYMEHTYpaHa ChBMecTUMOocT. ChBMECTMMOGTTa C PasTeopy, kowto ce npwunarar
EAHOBPEMEHHO Npes3 8AUH U cbly BXoA {cuctema Tun Y) Tpsibea Aa 61.0e rapaHTnpaHa.

6.3. Cpox Ba rogHoCT

Mpeau oTBapsiHe Ha onakoBkara

L

24 mecela

Criepl oTBapAHE Ha ONI2KOBKaTa

Emyncusita TpsibEa pa ce usnonsea xesabaBHO nopagyu puck ot MUKPOBMONOIMYHO
3ambpesieaHe. OCTaHanoTo crigl UHY3usiTa HEUSNOSI3BaHO KONU4ecTBo TpsbBa ha ce

M3XBBPIN.

Criea noGaBsHe Unv cMecsaxe cbLobPAa3Ho YKasaHuaTa

Bux 6.6. Mpenopbku nipy yrioTpeba.
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6.4. Crienuanky ycrioeusi Ha cbXxpaterue

Ha ce cbxpanasa npy Temneparypa nof 25°C. [la He ce saMpasaea.
6.5. [daHHu 33 OraKoBKaTa

Onaxoexu ot 250 1 500 ml.

Burpewnnsat Excel koHTeliHep e mbpsudHa ornakoska Ha Structolipid. INokpusalata A
TopBuuka (overpouch) ocurypsisa saniuTa no BpeMe Ha ChXpaHeHne KaTo urpae ponsTa
Ha Gapuepa cripsiMO HaBmM3aHe Ha BOAA W KUCHOPOA KbM MbPBMYHATA OnakoBka Ha
Structolipid. Kucnopogrust abcopbent abcopbupa U cBbp3sa Kucnopofa, ocraHan
MEXAY BETPELUHMSi KOHTEHEp W nokpuBallata Topbirika. MHOuKaTopsT 3a UsnocT Ha
oniakoekara (Oxalert) we szaumoneiicTea chc cB0BoAHNSA KICIOPOZ U LUe novepHee npu
noBpeXaaHe Ha rokpusallaTa Topbuuka.

- Buipewunusit Excel koHTelinep ce ckcTon oT nonv(nponiier/ eTuneH) kenonmmep,
TEPMONTECTHUYEH EacTOMEP W KOMONMecTep.

- TMoxpueawata Topbudka (c BapuepHa dyHKUMS CRPSMO KUCROpoR) ce ¢keTou OT
NONMAPONUIIEH, NOAWETUNEH TepedTanar U NonmM{eTni BUKII) arKkoxor.

- KucnopopHusit abcopBeHT ce ChCTOM OT KUCSIOPOZ “YBCTBUTESIEH pasTBOp B

HONMMEPHO NNNKYE.
- VHAvKaTopbT 3a LUANOCT Ha onaKkoBKaTa NpefcTaBnaea YyBCTBUTENEH KbM KUCIOPOL

WMHOVKETOP B NONMMEPHO [NNKXe,

lMokpusaliara Topbuuka, kucnopofHusi abcopfenT W WHBUKaTopa 3a UANoCT Ha
onakoskata TpsibBa O3 ce WSXBLPAAT BeAHara crief oTBapsHe Ha nokpubalara

TOpOMUKa,

6.6. Tlipenopw-xu PU ynoTpeda

WupnkaTopsT 3a LAnocT Ha onakoekarta (Oxalert) Tpsbea ga Onie orrienan npegu pa ce
OTCTPaHM nokpuBalaTa Topbuuka. AKO UHAWKATOPLT € YEepeH, ToBa o3Hauasa, 4e B

AOKpUBALLATa TOPOMUKA € HaBNSA3bi KUCHOPOL U NekapcTeehns NPOAYKT He Tpsibsa Oa
6ne nanonseax.

CBBMECTUMOCT

JomENHUTERHW CLCTABIU

Kem Structolipid morat ga ce pobaest caMo fiekapctBeHU NPoAYKTY, XpaHuTenHn uin
eneKTPonUTHY PasTEopK C AOKYMeHTUpaHa [iokasaHa Ckemectumoct. [lpn nowuckeaHe
MoraT fa 6:AaT NpefocTaBeHy AaHHK 33 ChBMECTUMOCT C PasniuyHil NPOLYyKT.
DoBaesxeto Tpabea 4a ce oChILECTBABA MpY MuHA aceNTU4HOCT.

CmecBaHe B nniacTMacosit Topbuuin, (phthalate — free film)

MriactacoBaTa TopbutKa, KOSTO Ce M3ronsea 3a cMecBaHe Tpsbea fa brpe crepunta
u aa e Hvanpaeena oT phthalate — free film.

Muictypute cke Structolipid Tpsbsa ga ce HpUroTBAT B KOHTPOSMPaH U
SCenTUYHY MecTa.
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FOOHOCT/ CTABHIIHOCT

Ee3 AoMkAHUTENHN CECTaBKN

Emyncusita TpsaBa A3 C& U3NoNsBa Henocpe[CTBEHO CIeR OTBapsaHe Ha KoHTeHepa
nopaguM PUCK OT MUKpoBuororyHo 3ambpCaBaHe. OcTaHanoro  HeusnonsBaHo
Koru4ecTeo TpabBa fa ce U3XBBPNM Y Ba He Ce CkXpaHsBa 3a No-HararbliHa ynorpeba.

LonbnHUTeNHN CHCTaBKn

Korato kem Structolipid ca npubaseny JOMLIHWTENRHU CLCTaBKM, UHGYansTa Tpsibea Aa
Guoe usEbplieHa BegHara criep npuroTesHeTo U MOpagn puUck oT MUKpobuomort-Ho
sambpcssaHe. OCTaHAmNOTO HEUMON3BaHO KONMHECTBO TpsibBa fa ce usXsbpim U Aa He
Ce CbXpaHsABa 3a No-HATaTblUHa yroTpeba.

CwmecBaxe 8 nnactmacosu Topbuuky, (phthalate — free film

Mpu cbxpaHeHue B xnagunHuk (2° go 8°C) dwmsukanHara crabunHoct e 72 4aca.
WMhdysusta Tpsbea fa ce OCHLWECTBY B pamMkuTe Ha cdiiepsalinre 24 yaca. Ot
MUKPOGHONOTAYHE FNIeAHa TouKa, NPOAYKTET TpslBa fia ce USNOoNasa HEMOCPEAcTeeHa
crieg, cmecsaneTo. Flpy HecnassaHe Ha TOBA YCrOBUE, CPOKBLT Ha FOfHOCT U YGHOBUATa
3a CbXpaHEeHME Ca OTTOBOPHOCT Ha TO3M, KOMTO 0 W3Nonssa, HO NPUHLKIHO He ousa ga
HapBmwasa 24 uyaca Npy Temnepatypa o7 2° go 8°C, ocBeH aKo CMECBaHeTo HE €
QCBILECTEEHO NPV KOHTPONMPaHK W BannAupaHn aceniyHy YCRoBus. AKO MUKCTYpaTa €
CbXpaHsBaHa Crnef CMeCBaHETO, MOXEe A3 Cce MosEd kpemooBpaseH crioit. pezn
ynoTpefa TpabBa BHUMATENHO A2 Ce PasiiaTit 42 NonyyaBaHe Ha XoMoreHHa CMec.

7. Wme 1 appec Ha npuTeXaTenis Ha PpaspelichHneTo 3a ynoTpeda

Fresenius Kabi AB
SE - 751 74 Uppsala, Sweden

8. PervcypauoleH HOMEp B PerucTbpa Ro us. 28 3NAXM
9. flata Ha WLPBO pazpeiuaBaHe 3a YHoTpeba Ha fieKapcTEEHHs MPORYKT

10. Oata Ha (YacTUyHa) akTyannsauus Ha TeKcTa
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