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YTBEPXKJIEHO
IIpukazom Munncrepersa
31paBOOXPAHCHNS YKpaHHbl
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MHCTPYKUHS
10 MEAHUHHCKOMY IPHMEHEHHIO JICKAPCTBECHHOIO CpPe/IcTBA
BUOLIEPYJIUH *®
(BIOCERULINUM®)

Cocmasg:

Oelicmeyioujee  6ewjecmeo: 1 amnyna win  ¢uakon coaepikut 100 Mr  uepysomIasMHHa.
BCNOMO2amenbHble 6eujecmea: HaTpHUs XJIOPHJI, BOJA JUIS HHBEKIHH.

JlekapcrBennas gopma. PacTBop /uis HHBEKIHIA.

Ocnognvle pusuko-xumuyeckue ceoticmea: Npo3padHas WIH ONAIECHHpPYIOUas KHIKOCTb romyboro
1BETA.

®apmakoTepaneBTHY4ecKas rpynna. KposesameHnte u u 6e1koBble (PaKilHy TUIa3MbI KPOBH.
Kon ATX BOSA A02.

Dapmakonozuueckue ceolcmaea.

DapmaxoouHamuxa.

LlepynonnasmMuH — MHOTOQYHKIHOHAIBHBIH (EPMEHT, COAepKAIHii Me/b, TIPEACTaBIAIOMMI coboii
TJIMKONPOTeHA  anbda-rnobymHOBOH  (GpakumH JOHOPCKOH IuiasMmbel  uenoBeka. Iloseimaer
CTaOMIILHOCTh  KJICTOYHBIX MeMOpaH (AaHTHOKCHIAHTHOE JefCTBHE, TOPMOXEHHE IIEPEKHCHOTO
OKHCJICHHS JIMTIHJIOB), YYaCTBYET B HOHHOM OOMEHE, PeakUHsAX HMMYHHTETA, CTHMYJIHPYET reMOoIod3
(KpacHBIf POCTOK KPOBETBODPEHHSA), YMEHBIIAET WHTOKCHKALMIO. YYacTByeT B Hecrnenu(HYecKHX
3aUIMTHBIX MPOIECCaX OPraHM3Ma OT BPEIHBIX (HaKTOpPOB.

Dapmakoxkunemuxa.

He uccnenoBanack B CBA3H € MPHPOIHBIM MPOHCXOXKICHHEM TTpenapara.

KanHuuecKHe XapaKTePHCTHKH.
Iokazanun.
- JIif CHWKEHHS MHTOKCHKALWH M TOUICDKAHWS MMMYHODEAKTHBHOCTH MpH TpOBEACHHH

xgulmexcnqn KOMOHWHHPOBAHHOH XHMHOTEPAITHH OHKOJIOTHYECKHX GOJILHBIX, B TOM YHC/IE GONBHBIX C
remMo61acTO3aMH TIPH YMEPEHHO BBIPAXKEHHOH HHTOKCHKAIINH;
- TIPH NPOBE/ICHAH NMPEAONEPALHOHHOM MOATOTOBKH (0COGEHHO OCabNeHHBIX GONMBHBIX — C anenmeﬁ

mq n:n A AT

: uj:x epaimonnuﬁ nepnon (npn Maccnanon onepalmormon nonpe KPOBH, THOMHO-
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umooeiicmeue ¢ opy2umu nexapen
[IpH pBEJICHHH TIpenapara He lfon)"‘::("".bw“ cpedcmeamu unu opyzue 6uobl g3aumooencmeuil.
acTCst  ero cMewmMBaHMe ¢ JIPYTHMH JICKapCTBEHHBIMH

c‘l‘BaM". p" OIIHOBPCMCHHOM “pHP\ fros 5 0 aCIBOpc e
II {CHC 4 ¥ P

KOPTHKOCTEPOHIHBIX JICKADCTBCHHBIX .
:axapﬂom nmnabera. CPCACTB B GOnbIMX J103aX MOBBIACTCH PHCK Pa3BHTHA

HHOCMU npuMerHenun. Ecm
Ocobe T TIALMCHT MoJryyaeT KOPTHKOCTEPOM/IHBIE TIpernapaTsl B 6onpLINX

H CYLECTBYET pPHCK a
103X pm.b)’ll:lo9 2 pagmo é):s:unm CTCPOMIIHOIO  caxapHOro nuabera, Buoucpynm{“’ cienyer
oc‘ropO)KH’HM ot upme Tpust Xnopuna. Ipenapar conepxut 46 mr/no3y Hatpus. Crneiayer
i:r:y PHMCHCHHH NMauUMEHTaM, KOTOpbIC TPUMEHSIOT HATPHA-KOHTPOIHPYIOLIYIO
[Ipumenenue 6 nepuoo bepemennocmu unu Kopmaenun zpyowvro. He wmccnenoBaioch, MoITOMY
€ CJICJIyeT Ha3HavyaTh i ’
npenapar H AQHHOH KaTCropHH MauMeHTOB.
mo 61UA ¢ ‘
Cnocof:;:; G Mb HA CKOPOCMb peakuuu npu ynpasienuu agmompancnopmom wiu opyzumu
MexaH A CBS3H C BO3MOXXHOCTBIO MOABJICHHA NMOGOYHBIX PEaKUHHA MOKET CHHKATHCA
CKOPOCTb PEAKIIHH TPH YTIPABJICHHH aBTOTPAHCTIOPTOM HJIH paboTe ¢ ApYTHMH MEXaHH3MAMH.

Cnocob npumereHun u 003sl. llpenapar BBOAAT BHYTPHBEHHO KarejibHO, CO CKOPOCTBIO 30 xarnenb B
MHHYTY.

[lepel BBEICHHEM COZICPXKHMOE (DIIaKOHa WIIM amIlyJibl pa3sBOJMTD B 200 Ma 5 % pacTBOpa IJIHOKO3BI
i 0,9 % pacTBOpa HaTpus Xjopmsa. Pasosas 103a 06bruHO coctapisier 60-100 M €AKCAHEBHO HIH
gepe3 JIeHb, B 3aBHCHMOCTH OT cocTosHusi GonpHoro. Kypc seuenms COCTOMT H3 5 HHBEKUHH.
CymmapHas 103a — 300-500 mr.

OHKOJIOrHYECKMM GOJIBHBIM B TIEPHOJL NPEIOTICPAIHOHHOH TIOATOTOBKH Brouepy/HH® BBOIHTB B J103¢
0,5 MI/Kr Macchl Tejla €XKEIHEBHO WJIH YEpe3 JICHD. Kypc neyenus (C y4eToM COCTOSHHA 60IBHOrO) —
10 10 BBeeHMit. B nocieonepaiMoHHBIii NepHOJL /1032 NpenapaTa ONpeaeIscTes BEJIMYHHOMN MOTEPH
kposH u cocrasisier ot 0,5 MI/Kr (TpH Masioif moTepe KpoBH) /10 1,5 mr/kr (npu GoJBLIOH MOTEPE
KpoBH). BBOJMTE €XKEHEBHO, B TCYCHHC 5-8 nHei.

TIpr npoBeIeHHH XMMHOTEPANIHH pa3oBadi 1032 cocrasisier 1-1,5 MI/Kr, Kypc JIe4eHHS —

10-14 uapexuuit (0 3 BBEACHUS B genemo). Jlis GONIBHBIX rem06/1acTO30M pa3oBas 1103a COCTaBJIACT
0,5-1 mr/kr, Kypc nedenus — 5-8 uHBeKIHil (exeaHeBHO, | pa3 B JICHB). IIpx OCTPOM OCTEOMHEIHTE
pasoBas 703a cocTaBisieT 1 MI/KT. Kypc JieyeHHs COCTOMT H3 5 MHBEKLHH, KOTOpbIE Ha3Ha4aloT
KEIHEBHO WM depe3 JIeHb. IIpH XPOHHHCCKOM OCTCOMHEJIMTE Tpenapar BBOJIMTH 1O 2 MI/KT

2-3 pasa ¢ uHTepBaiOM 1-2 JIHs, & MIOTOM T10 1 mr/kr 3-7 pa3s uepe3 JICHb.
Aemu. IIpumeneHHe JACTIM HE Hccie0Baloch, [02TOMY Ipenapar He CICAyeT HasHavaTb JaHHOH
KaTeropuy nanueHTOB.

Ilepedosuposxa. He Habmoanack.

” . ¥ TIpUMEHEHHH npenapara BO3MOXKHBI: OLLYIICHHS TNpPHJIHBOB, TOLIHOTA,
i t," Pe::p';::;-m?ol: nol; LieHHE TEMNEpaTypel Tena, KOXKHBIE BBICBIMAHMA (KpanHWBHHUA),
o 03H0G, KpaTk ecTe BBEICHHA. B 9THX Cly4asX CJIEAYeT CHH3HTh JI03y H
= OnBIT KIMHAYECKOrO HCTIOB3OBAHMS TOKA3BIBAET, UTO

yBE/IMUEHHEM CKOPOCTH uHQy3nu npenapata. [lpu
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VYnakoska. [To 100 Mr uepynonnasmuua Bo ¢nakone wim ammyne. [To 5 ¢rakoHOB WK 10 5 WK
10 ammyJ1 B raykKe.

Karteropus ormycka. [To peuenry.
Mponssoauteab. OO0 «BUODAPMA [TJIA3MA», Vkpanna
MecTOHAXOAICHHE NIPOH3BONTEIS 1 €I0 a/ipec MeCTa BHEJAPCHHS e TE/IbHOCTH.

JOpuanuecknit anpec: Yxpanna, 09100, Kuesckas 061, r. benas Ilepkoss, yi1. Knepckas, 37.
Azpec MeCTa OCYIIECTBIICHUS JesiTe/ibHocTH: Y kpanna, 03680, r. Kues, yn. H. AMocosa, 9.

JlaTa MOCIE/IHEro NepecvMoTpa.




Translation from Russian into English
The English language text of a package leaflet for this medicinal product was adopted from the original Russian language
version, approved by the Ministry of Health of Ukraine and may vary from package leaflets approved in appropriate coun-
tries, depending on local regulatory requirements

Information submitted according to the data from Ukraine State Register of Medicinal Product as of
February 1, 2018

APPROVED
by Order of the Ministry of
Health of Ukraine
No.

Marketing Authorisation
No.

PRESCRIBING
INFORMATION
BIOCERULIN

Composition:

active ingredient: 1 ampoule or vial contains 100 mg of ceruloplasmin.
excipients: sodium chloride, water for injection.

Pharmaceutical form. Solution for injection.

Basic physical and chemical properties: clear or opalescent blue liquid.
Pharmacotherapeutic group. Blood substitutes and perfusion solutions. Blood substitutes and plasma
protein fractions. ATX code: BOSA A02.

Pharmacological properties.
Pharmacodynamic properties.

Ceruloplasmin is a multifunctional enzyme that contains copper; it is a glycoprotein of the alpha
globulin fraction of human blood donor plasma. It increases the stability of cell membranes

(antioxidant action, inhibition of peroxidation of lipids), participates in ion exchange and immune
responses, stimulates haemopoiesis (red haematopoietic lineage

), reduces intoxication. It participates
in nonspecific protective reactions of the organism from harmful factors.

Pharmacokinetic properties.

It was not studied due to the natural origin of the drug.

Clinical particulars.
Therapeutic indications.

- Reduction of intoxication and maintenance of immunoreactivity during complex combined
chemotherapy in oncological patients, including patients with haematological malignancies with
moderate intoxication;

- during preoperative preparation (especially in weakened patients - with anaemia, intoxication and
exhaustion);

- in the early postoperative period (in case of massive blood loss, during surgery, purulent-septic
complications);




Translation from Russian into English

- for stimulation of haemopoiesis;
- in the complex therapy of patients with acute and chronic osteomyelitis.

Contraindications. The use of the drug is contraindicated in patients with increased sensitivity to the
drugs of protein origin.

Interaction with other medicinal products and other forms of interaction. Do not mix the drug with
other medicinal products for single administration. Concomitant use of the drug diluted in 5 % glucose
solution and corticosteroids at high doses increases the risk of diabetes mellitus.

Special warnings and precautions for use. If a patient receives high doses of corticosteroids and there
is a risk of steroid diabetes, Biocerulinshould be dissolved in 0.9 % sodium chloride solution. The drug
contains 46 mg/dose of sodium. Caution should be exercised in patients who use a sodium-controlled
diet.

Pregnancy and breastfeeding. It was not studied, so the drug should not be prescribed in this patients
population.

Effects on ability to drive and use machines. Due to the possibility of occurrence of adverse reactions,
the reaction rate may decrease when driving or working with other mechanisms.

Posology and method of administration. The drug is administered as an intravenous infusion at a rate
of 30 drops per minute. Before administration, the contents of the vial or ampoules should be diluted in
200 mL of 5 % glucose solution or 0.9 % sodium chloride solution. The single dose is usually 60—100
mg daily or on the alternate days, depending on the patient’s condition. Treatment course is 5
injections. The total dose is 300-500 mg.

Oncologic patients in the period of preoperative preparation, Biocerulinshould be administered at a
dose of 0.5 mg/kg of body weight daily or on the alternate days. The course of treatment (taking into
account the patient's condition) is up to 10 administrations. In the postoperative period, the dose of the
drug is determined by the amount of blood loss and is from 0.5 mg/kg (for low blood loss) to 1.5
mg/kg (for high blood loss). Administer daily for 5-8 days.

During chemotherapy, a single dose is 1-1.5 mg/kg, the course of treatment is 10-14 injections (3
injections per week). For patients with haematological malignancies, a single dose is 0.5-1 mg/kg; the
course of treatment is 5-8 injections (daily, once a day). For acute osteomyelitis, a single dose is 1
mg/kg. The treatment course consists of 5 injections, administered daily or on the alternate days. For
chronic osteomyelitis, the drug should be administered at a dose of 2 mg/kg 2-3 times at intervals of 1—
2 days, and then 1 mg/kg 3-7 times daily.

Paediatric population. Use in children was not studied, so the drug should not be prescribed in this
category of patients.

Overdose. Not reported.

Adbverse reactions. Drug use could be associated with a feeling of flashes, nausea, chills, short-term
increase in body temperature, skin rash (urticaria), allergic reactions, reactions at the injection site. In
these cases, the dose and rate of administration of the drug should be reduced or the drug should be

discontinued. The clinical experience shows that most adverse effects are associated with an increase
of the drug infusion rate. At slow infusion, the drug is usually well tolerated.

Shelf life. 2 years.

Storage conditions. Keep out of the reach of children and in a dry place at a temperature of 2 to 8 °C.
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Translation from Russian into English

Incompatibilities. Do not mix the drug with other medicinal products for single administration.

package. 100 mg of ceruloplasmin in a vial or ampoule. 5 vials or 5, or
10 ampules in a pack.

Prescription category. By prescription.
Manufacturer. BIOPHARMA PLASMA LLC, Ukraine.

Manufacturer’s location and business address.

Legal address: 37 Kyivska St., Bila Tserkva, 09100, Kyiv region, Ukraine.
Business address:

9 Mykoly Amosova St., Kyiv, 03680, Ukraine.

37 Kyivska St., Bila Tserkva, 09100, Kyiv region, Ukraine.

Date of revision of the text.

2018, April 11th. R

d by Director Karpyuk Sergiy.
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