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For the use of a Registered Medical Oncologist or a Hospital or a Laboratory
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ONCONASE Lyophilized
COMPOSITION:
ONCONASE-5

Each vial contains
L-Asparaginase 5,000 KU

ONCONASE-10

Each vial contains

L-Asparaginase 10,000 KU

DESCRIPTION

Vial of lyophilised powder which consists of white cylinder or needle shaped monoclinic crystals and is readily soluble in water, butinsoluble in
ethanol and other organic solvents. Aqueous solutions of colaspase are most stable in the pH range 6.5 to 7.5. ColaspaseisL-
asparaginase, or L-asparaginase amidohydrolase. It is an enzyme produced from cultures of Escherichia coli HAP. Colaspase is a
monomer thought to consist of four subunits of molecular weight about 33,000 each, for a unit molecular weight of 133,000 + 5,000.

CLINICAL PHARMACOLOGY

Actions

L-asparaginase hydrolyses the amino acid L-asparagine to L-aspartic acid and ammonia, and thus interferes with the growth of certain
tumour cells, which, unlike healthy cells, are unable to synthesise L-asparagine for their metabolism. One KU of colaspase splits 1 mmol of
ammonia from L-asparaginase in one minute under standard conditions.

Pharmacokinetics

L-asparaginase is not absorbed from the gastrointestinal tract, but is rapidly absorbed into the bloodstream after intramuscular injection.

Initial plasma levels following single intravenous injections are dose related. L-asparaginase distributes into a volume slightly larger than of
the plasma. The concentration of L-asparaginase in the lymph reaches a maximum of about 20% of the plasma level at 3 hours after a dose,

and inthe CSF reaches 0.4 to 1% of plasma levels. The plasma half-life of L-asparaginase has been found to vary from 8 to 30 hours, and is

unaffected by disease state or hepatic or renal function. The mechanisms of metabolism and excretion of L-asparaginase are unknown. Only
traces of L-asparaginase are found inthe urine.

Indications
Treatment of acute lymphoblastic leukemia.

DOSAGE AND ADMINISTRATION

Caution
L-Asparaginase is a contact irritant. Care should be taken to avoid contact with skin or mucous membranes (especially eyes). If accidental

contact occurs, the affected area should be flushed with water for at least 15 minutes.

Dosage

The usual dosage range for L-Asparaginase is 50 to 200 KU/kg bodyweight daily or every alternate day, given intravenously or
intramuscularly. Dosage should be individualised based on the clinical response and tolerance of the patient. Specialist texts should be
consulted for recommended dosing schedules (including sequence of administration), when used alone or in combination.

Test Dose

Before treatment is started a test dose of 1 to 10 KU of L-Asparaginase in 0.1 ml of distilled water should be injected subcutaneously and the
injection site observed for several hours of evidence of primary hypersensitivity. Serious allergic reactions can occur following administration
of atest dose; patients should be observed in a hospital setting. A negative skin reaction does not preclude the development of an allergic
reaction.

Intravenous Administration

Reconstitute by adding 5 ml of water for injections to a vial containing 5,000 KU or 10,000 KU of L-Asparaginase and shake gently to
dissolve. Direct reconstitution with normal saline should be avoided because it may cause the solution to become turbid due to salting out.
The dose required should then be removed from the resulting solution, containing 1,000 / 2,000 KU of L-Asparaginase per ml, and further
diluted in 200 to 500 ml of either normal saline or 5% glucose w/v before use. Infusion should be slow, over 2 to 4 hours. Discard any
unused portion of solution. To reduce microbiological hazard, reconstitution and further dilution should occur just priorto dosing and
infusion should commence as soon as practicable and certainly be completed within 24 hours.

Intramuscular Administration

Each vial of 5,000KU or 10,000 KU may be dissolved in 2 to 4 ml of normal saline. The same dose that would be given intravenously
may be given intramuscularly with equivalent efficacy, but less toxicity due to a decrease in frequency and severity of hypersensitivity
reactions.

CONTRAINDICATIONS

L-Asparaginase is contraindicated in pregnancy.

Hypersensitivity to L-Asparaginase.

Pancreatitis or a history of pancreatitis. Acute haemorrhagic pancreatitis has been reported after L-Asparaginase administration.

WARNINGS AND PRECAUTIONS
L-Asparaginase should only be used by physicians experienced in the use and management of cytotoxic therapy. It should be used in a
hospital environment, where there are adequate facilities to monitor and manage the possible short and longerterm complications of therapy.
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Allergic reactions to L-Asparaginase are frequent and may occur during the primary course of therapy or even during skin testing, although
the risk is increased after repeated courses of therapy. The risk of reaction is not completely predictable on the basis of the intradermal skin
test, though this should always be administered at the start of treatment to check for hy persensitivity.

L-Asparaginase should always be administered in hospital and under close supervision for this reason. Facilities for resuscitation should be
close athand during the use of L-Asparaginase. L-Asparaginase should be given cautiously to patients with impaired liver function.
L-Asparaginase has been reported to have immunosuppressive activity in animal experiments. Accordingly, the possibility that use of the
drug may predispose to infection should be considered and use should be avoided where possible in the presence of infection. Similarly, the
administration of live virus vaccines should be avoided if possible, during L-Asparaginase therapy.

Use in Pregnancy

Category C. There are no adequate & well controlled studies in pregnant women.

Lactation

Itis no known whether L-Asparaginase is excreted in breast milk nor whether it has a harmful effect on the newborn. Therefore, it is not
recommended for nursing mothers unless the expected benefits outweigh any potential risk.

Pediatric Use

Safety and effectiveness of L-Asparaginase was well evaluated in clinical Trail Study.

IM study:

The serum trough concentrations of crisantaspase were determined in 48 ALL patients aged 2 2 year to < 18 years enrolled in a single-arm
study, multi-centre, open-label, safety and clinical pharmacology trial AALLO7P2. The main outcome measure was determination of the
proportion of patients who achieved a serum trough asparaginase level greater than or equal to 0.1 U/mL.

Following intramuscular administration at a dose of 25,000 U/m2 for the first course, serum asparaginase activity is maintained above 0.1 U/mL
at 48 hours post-dose in 92.5% of patients, and at least at 0.1 U/mL after 72 hours in 88.5% of patients.

IV Study:

The serum trough asparaginase activity was determined in 24 ALL patients aged = 1 year to < 17 years enrolled in a single-arm, multi-centre,
open-label, pharmacokinetic study 100EUSA12. The primary objective of the study was to determine the proportion of patients with 2-day
nadir (trough) serum asparaginase activity levels (48-hour levels taken after the fifth dose) that were 20.1 U/mL in the first 2 weeks of Erwinase
treatment (three times per week IV) in patients with ALL/LBL who had developed hypersensitivity to native E. coli asparaginase, pegaspargase,
or calaspargase pegol.

Following intravenous administration over 1 hour at a dose of 25,000 U/m2 for the first course, serum asparaginase activity was maintained 2
0.1 U/mL at 48 hours post-dose 5 (primary endpoint) in 83% of patients, and 2 0.1 U/mL 72 hours post dose 6 (secondary endpoint) in 43% of
patients. L-Asparginase is found safe and effective in Pediatric population.

ADVERSE EFFECTS

Allergic Reactions

See Warnings

Biochemical Abnormalities

Increase in AST, ALT, alkaline phosphatase, serum bilirubin, BUN; decrease in serum lipoprotein, serum albumin, serum fibrinogen and
serum cholesterol: serum and urine acetone; serum thyroxine binding globulin; hyperglycaemia, and, less commonly, increase in blood
ammonia.

Dermatological

Urticaria, rash, exanthema and hives are signs of hypersensitivity reaction. If they occur, treatment should be stopped.
Gastrointestinal

Nausea, vomiting and anorexia are common side effects, diarrhoea and abdominal cramps are less common.

General

Fever, chills, weight loss, malabsorption syndrome, respiratory distress.

Genitourinary

Disturbances in renal function may appear (proteinuria, oedema). Hypoalbuminuria and uric acid nephropathy. Acute renal failure has been
reported tooccur.

Haematological

Decrease in platelets, and depression of various other clotting factors (particularly Factors V, VIlI, VIl and IX and plasminogen), haemorrhagic
diathesis may appear, rarely intracranial thrombosis or haemorrhage or peripheral venous thrombosis have occurred, fatal bleeding
associated with hypofibrinogenaema has occurred, transient bone marrow depression.

Hepatic

Liver dysfunction, fatty liver.

Musculoskeletal

Arthralgia.

Nervous System
Somnolence, confusion, disorientation; rarely, severe depression, stupor, coma, seizures, EEG changes. Parkinson-like syndrome. CNS
effects are more common in adults where their incidence may approach 30 to 60%.

Storage Store Between 2° to 8°C

PRESENTATION

ONCONASE - 5: One vialin a unit carton along with package insert.
ONCONASE-10: One vial in aunit carton along with package insert.

DDa-01

Mfd in India by :

UNITED BIOTECH (P) LIMITED
Bagbania, Baddi-Nalagarh Road,
Distt. Solan (HP) - 174 101
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HeegioknadHa 0oromoaa 3a HosUM CraHOapmom

% L-acnaparinaza gns
OHKOHA3E (ONCONASE)

CKNAQL:

OHKOHAS3E-5 (ONCONASE-5)
KoxeH chnakoH MicTuTtb
L-acnaparitasu 5 000 O[]

Jliodhinizar

OHKOHASE-10 (ONCONASE-10)
KoxeH cnakoH MicTuTtb
L-acnaparitasu 10 000 O

onuc ‘

®nakoH 3 nioginizoBaHUM NOPOLLKOM, KU CKNaAaeThest 3 BINMX UMNIHAPUUHUX a60 FOMKOMOMIGHUX MOHOKMIHIYHUX KpucTanie, Lo
BiAipasy PO3YMHSAETLCA Y BOAI, ane He PO3UNHAETLCS Y €TAHONI Ta IHLNX OPraHiYHNUX PO3YMHHIKAX. BogHi PO34UHM KONacnasu HanbinbLu
crabineHi B aianasowi pH Bin 6,5 fo 7,5. Konacnasa - ue L-acnapariHasa a6o amigorigponasa L-acnaparidasu. Lle depmeHT, Lo
BUpobnsieTbest 3 knituH Escherichia coli MmeTogom pekombinanTHux [IHK. Konacnasa - ue MOHOMED, SIKWIA, AK BBAXKAETLCH, CKNaAaeThCA
3 HOTMPbLOX CYBOAMHULL 3 MONEKYNAPHOK Macoto 6rmabko 33 000 KOXXHA, ANs OJMHULI 3 MONeKynsapHoto Macoto 133 000 + 5000.

SOAPMAKOJIOTIYHI BNACTUBOCTI

®PapmakoOuHaMika

L-acnapariHasa katanisye rigponis L-acnapariHy L-go acnapariHoBoi kucrnotm Ta amiaky i, TakKUM YUHOM, NEPELUKOAXKae 3POCTaHHIO
NEBHUX MYXIMUHHUX KNITUH, AKi Ha BiAMIHY Bif, 340POBMUX KNITWUH, He 34aTHI CuHTe3yBaTu L-acnaparii ans csoro metabonismy. OaHa O[]
konacnasw 3a CTaHAapTHUX YMOB BUBINbHsE 1 MMOIb amiaky Bif L-acnapariHasu 3a ogHy XBUNUHY.

PapmakokiHemuka

L-acnapariHasa He BCMOKTYETLCA B LUNYHKOBO-KMLLKOBOMY TPaKTi, ane LUBWUAKO BCMOKTYETLCS B KPOB MICNA BHYTPILUHLOM A30B0T iH'€KLl.
MojaTkoBi piBHI NnasMu MiCNA Pa3oBUX BHYTPILLUHLOBEHHUX iH'EKLiA 3anexaThb BiA Aosu. L-acnapariHasa posnoginsetsca B o6casi,
Tpoxu Ginbluomy, Hix y nnasmu. KoHueHTpauis L-acnaparidasv B nimci nocsirae makcumym npubnusHo 20% piBHs nnasmu yepes 3
roauHu nicns npuiomy posu, a y CSF  pocsrae Big 0,4 o 1% piBHA nnasmu. Byno BCTaHOBNEHO, WO Nepion HaniBBUMBEAEHHS L-
acnapariHasv 3 nnasmu Kpoei CTaHOBUTb Big 8 A0 30 roawH, i Lie He BNNWBAaE Ha CTaH XBOPO6U, HYHKLIT NeviHku abo Hupok. Mexanizmu
MeTabonismy Ta BUBe[EHHSA L-acnapariHasu HeBiaoMmi. Y ceui BUSBNSIIOTLCS NuLLe cnigu L-acnapariHasmu.

lNokasaHHs
NikysarHs rocTpoi niMcoGnacTHoT nenkemir.

CrnocCIB SACTOCYBAHHA TA 103U

Yeaza!

L-Acnapariiasa - KOHTakTHWA noapasHuk. Crig 6yTU o6epexHUM, Wob YHUKHYTH KOHTaKTy 3i Wkipoto abo crnmsoeuMu 060MOHKaMK
(ocobrnueo ouent). Fkwo BuNaakoBo BiAGYBCA KOHTAKT, ypaxeHy AiNAHKY NOTPiGHO PETENLHO NPOMUTU BOAOIO HE MEHLUE 15 XBUMUH.
Hosu

PekomeHpoBaHa fnosa L-acnapariHasu craHoeutb Big 50 o 200 Ol/kr macu Tina i3 BBEAEHHAM LWoOAHA abo, WO BBOAUTLCS
BHYTPILUIHbOBEHHO 260 BHYTPIWHLOM'A30BO. []03yBaHHS MOBUHHO GyTu iHOMBIOYanbHUM, BUXOASYM 3  KRiHIYHOT peakuii Ta
nepeHocuMocTi 3 Goky nauieHta. Cnif 3BepHYTUCA [0 KBanihiKoBaHUX IXEpen LU0A0 PEKOMEHAOBAHUX CXEM [03yBaHHA (BKOYAOYM
NOCNIAOBHICTL BBEAEGHHS), KON BOHU BUKOPUCTOBYIOTLCS OKpeMo abo B koMBiHaLil.

Tecm-do3a

Mepen nodatkom nikysaHHA TecT-A03y L-acnapariHasu (sig 1 ao 10 Of1) B 0,1 Mn ANCTUNBLOBAHOT BOAM Cnif, BBECTM MiALWKIpHO, a 3a
MicLiem iH'eKLi CriocTepiraT NPOTAroM KiNbKOX roAvH 3 METOK BUSHAYEHHS NEPBUHHOI rinepuytnueocTi. CepitosHi anepriuxi peakuii
MOXYTb BUHMKHYTW NiCNst BBEAEHHS TECTOBOT [103M; NaUIEHTIB Cni cnocTepiratv B yMoBax cTaljioHapy. HeratueHa LKIpHa peakuis He
BUKII0Ma€E PO3BUTKY anepriqyHoi peakuii.

BHympiwHb08eHHe egedeHHs

PosuuHiTe, foaaslLM 5 Mn BoAM ANs iH'eKWit Y dnakoH, wo mictuts 5 000 (10 000) OO L-acnapariHasu, i 06epexHo CTpyciTh [0
MOBHOTO PO3YMHEHHA. Cnif yHWKaTW NPAMOrO BNPUCKYBAHHS 3BUYANHOMO (Hi3iONOriYHOrO po3unHy Ha NMOPOLLOK, OCKINbKA LIe MOXe
MPU3BECTH A0 MOMYTHIHHSA PO34MHY Yepes 3aconioBaHHs. [lani HeoBXiAHO [03y cnif HabpaTu 3 OTPUMAHOrO PO34urHy, Wo mictute 1000
/2000 Ofi L-acnapariHasu Ha 1 Mn, i nepen GesnocepeaHiM 3acTocyBaHHAM possectv B 200-500 mn a6o 3BMYaiiHOrO chisionoriuHoro
po3unHy, abo 5% posumHy FMIOKO3U ANs iHY3iA. [HYsio cnis NPOBOAWTW MOBIMLHO, npoTaroM 2-4 rogwH. Ytunisyute Gyab-sky
HEBMKOPUCTaHY nopLito posunHy. LLIo6 3MeHWMTH MikpoGionoriuHy HeGesneky, pOSYMHEHHS Ta MOAAMbLUE PO3BEAEHHS MaloTb
BinbyTuca 6esnocepeaHko nepen [03yBaHHAM, a iHGyY3if NOBMHHA PO3NOYaTUCA AKHalWBMALLe, i, 6e3yMOBHO, 3aBEPLIMTUCH NPOTATOM

24 roavH.

BHympiwHbOM’si306e eeedeHHst
KoxeH chnakoH o6'emom 5 000 (10 000) Off MoxHa posumMHKTM Y 2-4 Mn 0,9 % PO34MHY HaTpito xropugy. Ty X J03y, Ky BBOAMIMU 6
BHYTPILUHLOBEHHO, MOXHa BBOJWUTH BHYTPILUIHLOM'A30BO 3 PIBHOLIIHHOIO E(hEKTUBHICTIO, ane MEHLLOK TOKCUYHICTIO-S
4acToTu Ta NPoABY peakLiii rinepyyTNnBoCTi.

MPOTUMOKA3AHHA

L-acnapariHasa npoTunokasaxa nig 4ac BaritHOCTi.
lnepuyTnueicTe Ao L-acnaparinasu.

MaHkpeatut abo HasBHICTL B aHamHesi naHkpeaTuTy. [MOBIAOMNANOCA NPO BUNAAKM fiardocrysa
naHKkpeaTuTy nicns nikyeaHHs L-acnaparinasoto.
OCOBIUBI BKA3IBKWU TA 3AMNOBDKHI 3AX0O4U 4
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L-acnapariHa3y cnif 3acTocoBysaTH Tinbku NikapsiM, siki MaloTb JOCBIf 3aCTOCYBaHHA Ta NPOBEAEHHS LIMTOTOKCUYHO] Tepanil, Moro cnin
3acfocoBYBaTM B yMOBax CTauioHapy, e € BianoBigHe 06nafHaHHA AMst MOHITOPWHIY Ta BAAMBY HA MOMXIIUBI KOpPOTKO- Ta
[0OBrOCTPOKOBI YCKNaAHEHHs Tepari.

Anepriuni peakuii Ha L-acnapariHasy 3ycTpivaloTbCs 4acTo i MOXYTb BUHMKATH Nig Yac NepeBMHHOTO Kypcy Tepanii abo HaBiThb nig Yac LIKIPHOTO
TECTYyBaHHA, OAHAK PU3UK Lie 36inblUyeTbCA MiCNs MOBTOPHUX KypciB Tepanil. PuUsuk peakuil He € MOBHICTIO NPOrHO30BaHWUM Ha Ni4CTaBi
BHYTPILUHBOLLKIPHOrO TECTY, XO4a KOro 3aexau Cnij NPOBOAUTH Ha NouaTky NikyBaHHs, o6 NepesipuTi HasBHICTL rinepuyTNUBOCTI.

3 uiel npuumnHmn L-acnapariiasy saexau cnif BBOAWTM B CTaLioHapi Ta Mia NUAbHUM HarnagoM keanicdikoBaHoro nepconany. MNpuMileHHs gns
peaHimauil noeuHHi ByTn nopyd nig yac sactocyBaHHA L-acnapariHasu. L-acnapariiasy cnia o6epexHo BBOAUTH MaljieHTam 3 NoOpYyLLUEHHAMMU
hYHKUIT NeYiHKu.

Mosigomnanocs, Wo 3actocyBaHHA L-acnapariHasu Mano iMyHOAENpPeCUBHY aKTUBHICTbL Mif 4Yac MPOBEAEHHA €KCNEePUMEHTIB Ha TBapuHax.
BianosiaHo, cria BpaxoByBaTU MOXMMBICTB TOTO, LUO 3aCTOCYBAaHHA Mpenapary MOXe MaTh CXUMbHICTb A0 iHchikyBaHHs, a TOMY, KOnu ue
MOXITMBO, NPU HASBHOCTI iH(EKUT HOro 3acTOCYBaHHA CNiJl YHUKATU. AHANOTIYHO, CMif YHUKATW BBEAEHHSA XUBUX BIDYCHUX BaKUMH nig Yac
Tepanii L-acnapariiasoto.

3acmocyeaHHs y nepiod eazimHocmi

Kateropis C. Hemae BignoBiaHUX Ta HaNEXHUM YUHOM NPOKOHTPONBOBAHNX AOCTIAKEHb Y BAMTHUX.

Y nepiod 20dyeanHs 2pyddro

Hesigomo, uu BuainseTbes L- acnaparinasa B rpyaHe MOMOKO Ta UM HE YMHWTb BOHA LUKIAMMBOrO BMMBY HA HOBOHAPOAXEHOro. ToMy He
PEKOMEHAYETLCA NPOAOBXYBaTH IPYAHE BUrOA0BYBaHHA, AKLLO O4ikyBaHa KOPUCTL He nepeBuLLye GyAb-akuil NOTEHUIRHWA PU3UK.

Aimu

Besneka Ta edekTusHIiCTb L-acnaparinaau 6ynu go6pe ouiHeHi y NnpoToKonax KiiHiYHUX AOCHifXeHb.

[LocninxeHHa nia Yac NPOBEAEHHA BHYTPULLIHLOM A30BUX iH'EKLLIN:

MiHiManbHa KOHUEHTpaLis kpusaHTacnasu B nnasmi kposi Gyna sussnena y BCIX 48-mu naujeHTiB BikoM Big 22 pokie ao <18 pokis, siki Gynu
3afisHi Y HeKkoHTponboBaHii, GaratoueHTposiif, Ges koHTponio nnaue6o, GesneuHili nporpami KNiHIYHOMO AOCNIAXEHHA hapMaKOMOriYHMX
BnactueocTeit - AALLO7P2. OCHOBHMM NOKa3HUKOM pesynbTaTiB Gyno BUSHAUEHHS YacTKW NAUIEHTIB, y AKUX piBeHb MIHIManbHOT KOHLEHTpaLi
acnaparidasu B nnasmi kpoei 6ys 6inble a6o gopiexiosas 0,1 O/Mn.

Micns BHYTPILLHLOM'A30BOTO BEEAEHHA A03W 25000 O[/M2 nij yac NepLIOro Kypcy 3acTOCYBaHHsI aKTWUBHICTb acnapariHasv B nnasmi Kposi
NiATPUMYETbCA Ha pieHi Buwe 0,1 OL/mn npotarom 48 roauH y 92,5% naujieHTie nicns 403u i npuHaiiMHi Ha pisHi 0,1 OJ/Mn npoTsarom 72
roavHu B 88,5% naujieHTis.

JocnimkeHHa nig Yac NnpoBeleHHs BHYTPILLHLOBEHHUX iHdY3il:

MinimanbHa KOHUEHTpaUisi akTUBHOCTI acnapariHasu B nnasmi kpoei 6yna susenexa y BCIX 24-ox nauieHTie Bikom Big 21 pokis f0 <17 pokis, Ak
Gynu 3apifHi Yy HEKOHTPONbOBaHiW, 6GaraToueHTPOBIK, 6Ge3 KoHTporio nnaue6o, GesneuHii nporpami  KNIHIYHOTO AOCRIAXEHHS
thapmakoKiHeTUuHUX Brnactusocteit -100EUSA12. OCHOBHOK METOI0 AOCNIAXEHHS BYNno BU3HAUUTM YACTKY NAUieHTIB i3 HAMHWKIMM piBHEM
KOHUEHTpaLii akTMBHOCTI acnapariHasi B nnasmi kpoi uepes ABa AHi (48-TOAMHHMIA piBEHb Nicns M'ATOT 403W), AKkMiA cTaHoBUB 20,1 Of/mMn
NPOTATOM MEpPLUMX 2 TWXKHIB nikyBaHHA EpeiHasu (Tpu pasu Ha IV-uit TwxaeHb) y nauienTie i3 ALL/LBL, y skux po3BMHynach nifBuLLeHa
UYTNUBICTbL 40 NPUPOAHLOT acnapariHasu E. coli, neracnaprasu abo kanacnaprasv neron.

Micns BHYTPILUHLOBEHHOTO BBEAEHHA A03K 25 000 O[I/M2 npoTsroM 1 roAWHM Ni4 Yac NEepLUOro Kypcy aKTMBHICTL acnapariHasv B nnasmi KpOBi
3bepiranacs Ha pieri 2 0,1 Of/mn npoTarom 48 roguH nicns f03n 5 (NepBuHHa KiHueBa Touka) y 83% nauieHTis Ta Ha pisHi 2 0,1 Of/mn uepes
72 ropuHK nicnsa Ao3u 6 (BTOPUHHA KiHUEBa Touka) y 43% nauieHTie. L-AcnapriHasa BeaxacTbcsi 6€3Ne4HOI0 Ta eeKTUBHOIO ANA niKyBaHHA
ceped NaLjieHTiB AUTAHOrO Biky.

MOBIYHI PEAKUII

AnepeaivHi peakyii

Oue. po3gin «3anobixHi saxonu»

BidxuneHHs y 6ioXiMi4HUX NOKa3HUKax

36inblwenHs nokasHukis AST, ALT, nyxHoi chocchatasu, 6inipy6iHy B cupoeatyi kposi, BUN; sHUkeHHs piBHs ninonpoTeigis, cMpoBaTKOBOro
anbByMmiHy, CUPOBaTKOBOrO (hiGPUHOrEHY Ta CUPOBATKOBOTO XONECTEPUHY: aLETOH CUPOBATKM Ta Cedi; CUPOBATKOBMIA TUPOKCUH, L0 3B'A3yE
rnoBynix; rinepraikemis i, piale, 36inbLUEHHA KOHUEHTPaLi amiaky B KpoBi.

Hepmamonoeziyni peakuil

Kponue'srka, BUCUNAHHA, ek3aHTeMa i anepriuHuii BUCUN - 03HaKV peakuii rinepuyTnnBocTi. AKLIO BOHU BUHUKAIOTL, NiKyBaHHSA Cij NPUNUHUATH.
MopyweHHs 3 60Ky cucmeMu mpaeJieHHs

Hypota, 6nioBaHHsA Ta aHOPEeKCiA - nowmpeHi No6iuHi echekTu, Aiapes Ta CnazMu B XKUBOTI piaLue.

3azaneHi nopyweHHs

JluxomaHka, 03H0B, CXyaHEHHs, CUHAPOM Manbabcopbui, pecnipaTopHuii 4ucTpec.

lMopyweHHs 3 60Ky ceyocmameegoi cucmemu

MoxyTb 3'SBUTUCS NOPYLLEHHS hyHKUIT HUPOK (NpoTeiHypia, HabpsaK). MnoansGymiHypis Ta Hecponatia cevosol kucnoTu. MoBigoOMNANOCA NPo
BUNaAKW [iarHOCTYBaHHA roCcTPol HUPKOBOT HEA0CTATHOCTI.

FemMamonoz2ivyHi nopyweHHsi

3HiKeHHs TpOMGOLMTIE Ta ocnabneHHs pisHUX iHWMX cakTopie sropTaHHs (3okpema chaktopie V, VIII, VIl ta IX Ta nnasmiHoreny), moxe
3'ABUTUCA remopariyHuii Aiates, piako TpannseTbCA BHYTPIlLHbOYEPEnHUi TpoMBo3 a6o kposoeMnue abo TPOMBO3 NEPUEPUUHIX BEH, CTABCH
BUMaA0K NeTanbHOl KPOBOTENI, NOB'A3AHOT 3 rinochiGpuHOreHeMoto, TUMUacoBe nocnabneHHs (yHKLUA KICTKOBOrO MO3KY.

MopyweHHs 3 60Ky 2enamobiniapHoi cucmemu

[MCYHKUIA NeYiHKKM, XKUPOBUIA renaTos neviHku.

MopyweHHs 3 60Ky KicmKoeo-M’A30680i cucmemu

Bink y cyrnobax.

lMopyweHHs 3 60Ky Hepeoeol cucmemu

CoHnueicTb, 3anaMOpPOYeHHA CBIAOMOCTI, Ae30pieHTaLis; PIAKO TSKKUA AENPECUBHUA CTaH, NaTONOrMYHE 3aUiNeHiHHA, KoMa, CYAOMM, 3MiHK
nokasHukie EEG. lMapkiHcoHonogiGHuit cuHapom. MopyeHHa 3 6oky LIHC wuacriwe 3ycTpivaloThCa y AOPOCNMX, A€ IXHA 4actoTa MOXe
npubnusHo gopisHioBaTty Big 30 10 60%.

Ymoeu 36epiranHa. 36epiratv npu Temneparypi Big 2° 10 8°C

©OPMA BUMYCKY.
OHKOHAGSE - 5: Oaux ¢hnakoH y KapTOHHIi ynakoBLi pa3oM i3 iHCTpyKUiEo.
OHKOHAGSE - 10: OauH hnakoH Y KapToHHi# ynakoBLi pasoM i3 iHCTpyKLUieo.

BupobneHo B IHail:

IOHITEQ BIOTEM (M) NIMITEQ

BarbaHis, bagai-Hanarapx poaa,

okpyr ConaH (XIM) -174 101 1 14902433 HOBUM C
4 41589




