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Bi Ne
Peccrpauiiine npocBitueHss
Ne Bi 20 p.
IHCTPYKIIA

NPo 3aCTOCYBAHHSA MEIHYHOT0 iIMYH0010.10r4HOT0 npenapary
ImyHorno6yain antupesyc Rho (D) jmoannn
Immunoglobulinum antirhesus Rho (D) humanum

3araabHa XapakTepHCTHKA:
MidicHapoona Henamernmosana nazea: Anti-D (rh) immunoglobulin;

OCHOGHI enacmueocmi: mpo3opa abo 3 He3HayHOWO omanecueHuiclo, Ge3dbapsra abo KOBTyBaTa

pinmna. Ilpu 30epiranHi MOX/iMBA NOSBa HE3HAYHOTO OCAMy, AKHH 3HHKAE TpPH CTPYUIyBaHHI.

IIpenapar € iMyHOJIOriYHO aKTHBHOIO GiNKOBOIO (PaKIi€io TIa3MH KPOBI IMyHI30BaHHX JIOHOPIB (abo
peiMyHI30BaHHX JOHOPIB), NiepeBipeHol Ha BijcyTHicTs antutia 10 BUI-1, BUI-2, no Bipycy renatuty
C Ta nOBepXHEBOro AHTHIeHY Bipycy remaTHTy B, ouMiieHOI Ta KOHILEHTPOBAHOI METOAOM
(paxuionyBanHs eTHIOBHM CHHPTOM, sKa Npoiuia CTaAilo BIpYCHOI IHAKTHBAUIl COJNBBEHT-
JICTEPTEHTHHM METOJIOM, 3 BUCOKHM BMicTOM aHTHTUI aHTH-Rh, (D). Bmict 6uika B 1,0 Mt npenapary
811 0,09 r 10 0,11 r. IIpenapar He MiCTHTH KOHCEPBAHTIB Ta aHTHOIOTHKIB.

SIkicHuil Ta KibKicCHRI cKkaan:

Oitoui pevosunu — cnemudivyni aututina 10 autu-Rho(D) — 300 mxr (TuTp anTHTLT 10 aHTH-Rho (D)
1:2000);

OoonomidicHi pewoguHu — rIUHMH (MTIKOKOJI, KHCJIOTa aMiHOOLITOBA), HATPIIO XJIOPHL.

®opma BumycKy. Po3uns Juist in’exuii.
Kon ATC. J06B B01. Crietdiuni imyHornoGymian. ImynornoGynin moaunu autupesyc Rhy (D).

Imynonoriuni Ta Giosoriuni BaacTuBocti. [lil040I0 OCHOBOW mpenapatry € iMyHOrnoGyiiH,
cnenudiunmii 1o anturexy Rho (D). Turp aHTHTLT B | 1031 npenapaty cTaHoBHTHL He MeHme 1:2000
(300 Mkr iMyHOrI00YJ1iHY), IO BH3HAYAETHCA 33 JOMOMOIOI0 peakuii Kym6ca. [Ipenapar 3ano6irae
pe3yc-ceHcHOLTI3aNil pe3yc-HeraTHBHHX OKIHOK, MOXIMBY B pesynbtati noctymawus Rh, (D)-
IO3MTHBHOI KPOBI TUIOY Y KPOBOTIK Matepi npu HapoukeHi Rho (D)-nosutuBHMX aitelt, npu

nepepnnaum BariTHOCTI (ﬂl( C&MOJIOBUIBHOM}’, TaK 1 unylmomy), MpH nponenenm ammouemeay, IpH
TpasMax ‘lepCBHOI TMOPOXXHHHH MiJl 4ac BariTHOCTI.

Ioxaszauus aas 3acrocyBanns. [Ipenapar 3acTocoByIOTh:

- s TpOBeJeHHS NMPOQLUIAKTHKH B NEPENONOroBuii Nepiofl y pe3yc-HEraTHBHHX JKIHOK, SKi He
cencnbinizoBani 10 anTHreHy Rho (D);
- Jns TpOBENEHHs NpPOQINAKTHKH B MIC/ANONOTOBHA TEPiOf Yy Ppe3yc-HEraTHBHHX JKIHOK, He
cencubinizosanux a0 autureny Rho (D), To610, mo He BHpoOHIH pe3yc-aHTHTIN (Tipw ymoBi nepmoi
BATiTHOCTI | HAPOJDKEHHA PE3YC-TIO3HTHBHOI IMTHHH, KPOB AKOI CYMICHA 3 KPOB'IO Matepi 1o rpymnam
xpom cucremu ABO);
NPH IITYYHOMY NEPEPHBAHHI BAMITHOCTI y pe3yc-HETaTHBHHX XKIHOK, TAKOX HE CEHCHOLII30BaHHX
110 Rho (D) aHTHTERY, Y BUIAIKY Pe3yC-TIO3HTHBHOI HAICXKHOCTI KPOBi HOMIOBiKa;
- TpH BHKHJHI i 3arpo:n BHKHJIHA Ha Oyap-sikii cTail BariTHOCTI;
- TIpH NpOBE/ICHHI AMHIOLCHTE3Y;
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nmnomim- I'Ipenapa‘r npomlomaauﬁ TIpH CeNeKTHBHOMY nedinmTi Ig A 3a ymosH HasBHO-

- TIpH TPaBMax OpraHiB YEPEBHOI MOPOKHWHM ITi/1 YaC BariTHOCTI.

Cnocif 3acTocyBaHHs Ta 103M.

IIpu 3acTocyBanHi HEOOXiTHO BPaXOBYBATH HACTYITHI KPHTEPIi:

® Maru nosunHa GyTH pesyc-HeraTnBHa i He noBHHHA GyTH Bke ceHcubinizoBana 10 anThreny Rho
(D);

o JluTHHa XiHKH-MaTepi NMOBHHHA GyTH pe3yc-TIO3HTHBHA Ta MATH HETaTHBHHH Pe3yJIbTaT MPAMOro
aHTHII00Y/1iHOBOrO TecTy. SIKIO npenapaT BBOAWTBCH JI0 TOJIOTIB, JyXKe€ BaXJIHBO, MOO MaTH
OTpHMaJia IIe OAHY 103y Mpernapary Micjas HapOIDKEHHS pe3yC-MO3WTHBHOI IWTHHH MPOTATOM 72
TOJIMH MIC/IA NOJIOTiB. SIKIIO BCTAHOBIIEHO, O GAaThKO - pe3yc-HEraTHBHMI, TO BBOJMTH Ipernapar
HeMae norpebu.

IMyHOr106Y:1iH BBOZATE 110 300 MKT (1 aMmy.a) BHYTPIlIHBOM'S30BO OIHOPA30BO:

= JUIs POBE/ICHHS NPOQINAKTHKH B TIEPEATIONOrOBHii Mepioj MpHOIN3HO Ha 28 THXKHI BariTHOCTI.

ITicns uporo o6oB’s3k0Bo iz BBeCTH e OaHY 103y (300 MKr), GaxkaHo MpoOTATOM 72 TOIHH

TCIIS TOJIOTiB, SKIO HAPOJUKEHA IMTHHA BUABHTBCH PE3YC-TO3HTHBHOIO.

= JUIs IPOBEACHHS NMPO(INAKTHKH B MIC/IANOIOrOBHIT Mepiojl MPOTAroM 72 TOIMH MIC/s MOJIOTiB;

- TpH WTYYHOMY abopTi, nepepHBaHHI 3aMaTKOBOI BariTHOCTI - Oe3nmocepeaHbO Micis
3aKiHYeHHs onepallii. B nepiox BaritHocTi mic/is 13 THXKHIB peKOMEHIEThCS BBEICHHS OJIHIET
AI03H, SIKIIO BariTHICTH NepepBaHa B 1epioj A0 13 THXHIB, MOXITHBE OJHOKPAaTHE BBEICHHS
MiHi-1103H iIMyHOT106y1iHY (Mpu6an3HO 50 MKT);

- TIpH BHKHIHI Ta 3arpo3i BHKHAHSA — Ha Oy/1b-sKiii cTazii BariTHOCTI;

- TIpH NpPOBE/CHHI aMHiOUeHTe3y a0 NpH TpaBMax OpraHiB YepeBHOI MOPOXHHHH IPOTATOM
JIpYroro Ta/abo TpEeTHOro TPHMECTPY BAriTHOCTI — Ge3nocepeiHbO Mic/s 3aKiHYeHHs oneparii
PEKOMEH/IYETBCS BBECTH O/IHY JI03y npenapary. SIKino nposeieH s ammouen'resy abo TpaBma
Oprasis qepemlon NOPOXHHHH T0TpeOye BBeAEHHA npenapaty B mnepioa 13-18 TwkwuiB
BariTHOCTI c1ijt BBecTH mie 300 mkr (1 ammyay) B niepion 26-28 THXKHIB.

ITo6iuna nis. Peakuii Ha BBeICHHS iMyHOT100yJ1iHY, SIK IPaBHIIO, BIICYTHI.

MoxnuBsi:

peaxyii 6 micyi in exyil - HaGpsiK, GUTb, epUTEMA, YIIUIBHEHHS, I0YEPBOHIHHS, BHCHITAHHS, cBepOixk;
3azanvHi po3naou ma peaxyii - TMXOMaHKa, HE3TyKaHHA, 03HOO;

poanadu 3 6oky iMyHHOI cucmemu - PEaKLii TiNnepyyT/IMBOCTI, @ y BHHATKOBO PiAKICHHX BHIIAKax
aHainaKTHYHHA 1OK;

po3nadu 3 60Ky Hepeo6oi cucmeMu - TOJIOBHHUI Oisib;

po3nadu 3 60Ky cepyeeo-cyOuHHOI cucmemu - TaxikapJiis, rinoToHis;

poznadu 3 6oxy LLIKT - wynora, 61oBoTa;

po31adu 3 60Ky WKipu i NiOWKIPHUX MKAKUH - epUTEeMa, cBepOix;

- posnadu s 6oxy KicmK060-m 230601 ma cnonyunor MKGHUHU — APTIApris.
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i anTHTN nIpoTH Ig A, 0co6aM, fAKi MaIOTh TSKKI anepriui peakuii Ha BBe/IecHHs GinkoBHX npenapa-
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[TauieHTam, 10 CTPAKIAIOTH HA AIEPrivyHi 3aXBOPIOBaHHS a60 MAIOTH IX B aHAMHE3i, B ICHb BBEJICHHS
iMyHOrJIOOYJIIHY Ta B HAacTynmHi 3 106M peKOMEHIyIOThCS AHTHTiCTaMiHHI npemapatd. Y pasi
BHHHKHEHHS aHa(LIAKTHIHOTO IOKY MPOBOAMTBCA CTAHIAPTHA MPOTHIIOKOBA TEpaIlis.
3acToCOBYBAaTH MiJl HArAAOM JiKaps. JIo MowaTKy BBEJICHHS AMIYJH 3 MPENapaTtoM BHTPHMYIOTH
MpOTATOM 2 TOAMH NpH KiMHATHIH Temmepatypi (20 + 2) °C. Y sBinkpuTii ammysni npenapar
3bepiraHHi0 He miaiArae. Ilicas 3akiHyeHHs TepMiHYy NpPHIATHOCTI BHKOPHCTAHHS Tpernapary
HezonycTuMe. IMyHi3auilo XKIHOK JKHBMMHM BAaKIMHAMM CJTiJl TIPOBOJMTH HE paHille, YuM uepe3
3 micsus nicyis BBeICHHs iMyHOr106yniHy anTHpesyc Rh, (D) moaunu.

3acmocyeanna 6 nepiod eazimmocmi ma z00ysanna 2pyddio. Jlus. posainn «IlokasaHHS 10
3acTocyBaHHs», «Crocib 3acTocyBanHs i 1031,

Aimu. 3aboponaemovca 6600umu npenapam wnosonapooycenum! Y niTed, WO HAPOIWIHCH Bij
XKIHOK, fKi OTPHMAlIM mpenapat 0 TOJIOTIB, MpH HApOKEHHI MOXJIHBE OTpHMaHHA cilabo
MO3HTHBHHUX PE3YJbTATIB NMPAMHX TECTIB HA HAABHICTH aHTHUIIOOY/iHy. Y CHpOBATIi KpoBi Marepi
MOXUTHBE BHSABJICHHS aHTHUTIN 10 Rh, (D), oTpumaHuX MacHBHHM MUISXOM, AKIIO CKPHHIHT-TECT HA
@HTHTIJIa TIPOBOJMTBCS INC/S JIONOJIOTOBOTO HH TC/IAMOJIOrOBOrO BBEJAEHHS IMYHOrJIO0YTiHY
aaTupesyc Rho (D) moaunu.

Bsaemooin 3 inwumu nikapcokumu zacobamu. Moximsa komGiHauis 3 iHIMMH crienudidHAMH
JKapChKUMH 3acobaMu.

Hecymicnicms. Henonycrime 3MmiuryBanns rpenapary B OJAHOMY UITIPHI 3 iHIIMMH JTIKQpCKHMH
3aco0aMH NpH BBEJICHHI.

Ilepedosysanna. He BuBuaiocs.

Bnaue na 30oamuicme Kepysarns asmompancnopmom. He j10CIiKyBaBCs.

YmoBn 30epiranns. Y cyxomy, 3aXMIneHoMy BiJl CBiTIIa Micii pu Temrepartypi Bi 2 10 8 ° C.
30epirati B HEIOCTYITHOMY JUIS JIiTeit Mici.

YmoBu Biamycky. 3a perentom.

Tepmin npuaaTHocTi. 2 poKH.

 INakysanns. ITo 1 M a6o 2 mit (300 mkr iMyHOr106y1iHYy npr THTpi anTHTiN 1:2000) B ammysi. ITo 1

~ abo 3, a6o 5 ammy B nayi.
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lOpmm'ma anpeca: YKpaina, 09100, Knisceka o6u1., M. Bina Ilepksa, Byn. Kuisceka, 37.
' *a MiCILIsl TIPOBA/DKECHHSA JUSUTBHOCTI:

Yxpalna, 03680, m. Kuis, Bys1. M. AmocoBa, 9.
Vkpaina, 09100, Kmncbxa 06u1., M. bina I.Iepxna, ByJ1. Kuisceka, 37.
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Translation from Ukrainian into English

nglish language text cage leaflet f: o : ey 7
The_E 4 ro»fg bg o Mo'f 2 package leaflet for this medicinal product was adopted from the original Ukrainian language
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ve.rsxon, appr Y 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 Feb-
ruary 1, 2018

APPROVED
by Order of the Ministry of
Health of Ukraine of
No.
Marketing Authorisation
No. as of 20

PRESCRIBING
INFORMATION
Immunoglobulin antirhesus Rh, (D) human

General characteristics:

international non-proprietary name: Anti-D (rh) immunoglobulin;

Basic physical and chemical properties: clear or slightly opalescent, colourless or yellowish liquid. A
slight precipitate may appear when stored disappearing when shaken. The drug is an immunologically
active protein fraction of blood plasma of immunised donors (or boosted donors), screened for the
absence of antibodies to HIV-1, HIV-2, hepatitis C and to the hepatitis B virus surface antigen purified
and concentrated by ethanol fractionation that underwent the stage of viral inactivation by the solvent-
detergent method, with high anti-Rh, (D) antibodies. Protein content in 1.0 mL of the drug — 0.09 g to

0.11 g. The drug contains no preservatives and antibiotics.

Qualitative and quantitative composition: . .
active ingredients — specific antibodies to anti-Rho (D) - 300 pg (antibody titre to anti-Rho (D) 1:

2,000); . :
excipients — glycine (glycocoll, aminoacetic acid), sodium chloride.

Pharmaceutical form. Solution for injection.

ATX Code. JO6B B01. Specific immunoglobulins. Immunoglobulinum antirhesus Rh, (D) humanum.

: : 1osical properties. The active ingredient of the drug is immunoglobulin
;cmi;:z?i:a:z:ong););ﬂggg. T‘l:e gue of antibodies per 1 dose of the drug is no less than 1:2,000

hich is determined by the Coomb’s test. The drug prevents Rh-
bly as a result of the entering of the Rho(D)-positive fetal
e birth of Rho(D)-positive children, in abortion (both

) in th
blood to the mother’s bloodstream in abdominal trauma during pregnancy.

Th ol drug is used: v

»i_&ﬂ;ab[;eutic i;?lcam:;;,?;; Rhlg-ncgativc women, non-sensitised to Rho (D); :
Or the prenatal preve o RhD-negative women, non-sensitised to Rho (D); i.e. they did not
n of the first pregnancy and the birth of a Rh-positive child

f the mother in ABO blood group system);

Whose blood is compatible with the blood 0




Translation from Ukrainian into English

- - in artificial abortion in Rh-negative women, also non- sensitised to Rho(D) antigen, in case of the
Rh-positive blood of a father;

- - in case of miscarriage and threatened abortion at any stage of pregnancy;

- -1in case of amniocentesis;

- - in abdominal trauma during pregnancy.

Posology and method of administration.

The following criteria should be considered:

e The mother should be Rh-negative and non-sensitised to the Rh, (D)antigen;

o The mother’s child should be Rh-positive and have a negative result of a direct antiglobulin test. If
the drug is administered before the delivery, it is very important that the mother receives another
dose of the drug within 72 hours of the delivery of the Rh-positive child. If it is established that the
father is Rh-negative, then there is no need for drug administration.

Immunoglobulin is injected intramuscularly in a single dose of 300 pg (1 vial):

- for prenatal prevention approximately at 28 weeks of pregnancy. After that, another dose (300

ug) should be administered, preferably within 72 hours of the delivery, if the baby is Rh-positive.

- - for post-natal prevention within 72 hours of the delivery;

- in artificial abortion, ectopic pregnancy termination — immediately after the end of surgery.
During pregnancy after 13 weeks, a single dose administration is recommended if the
pregnancy is terminated before 13 weeks, a single dose of an immunoglobulin in a mini-dose
(approximately 50 pg) is possible;

- - in case of miscarriage and threatened abortion — at any stage of pregnancy;

- in amniocentesis or abdominal traumas during the second and/or third trimester of pregnancy,
an administration of a single dose of the drug is recommended immediately after the surgery. If
amniocentesis or abdominal trauma requires the administration of a drug within the term of 13—

18 weeks of pregnancy, another 300 pug (1 vial) should be administered within a period of 26—
28 weeks.

Adverse effects. Reactions to the immunoglobulin administration are usually absent.
Possible:
injection site reactions - oedema, pain, erythema, induration, redness, rash, itching;
general disorders and reactions - fever, malaise, chills;
immune system disorders - hypersensitivity and in exceptionally rare cases anaphylactic shock;
nervous system disorders - headache;
- cardiac disorders - tachycardia, hypotension;
gastrointestinal disorders - vomitting, nausea;
skin and subcutaneous tissue disorders - erythema, itching;
-musculoskeletal and connective tissue disorders: arthralgia.

~ Contraindications. The drug is contraindicated: in case of selective IgA deficiency with antibodies
against IgA, in people with severe allergic reactions to the human blood derivatives administration of

as v a hypersensitivity reaction to donor human immunoglobulins. i

The administration of the drug is contraindicated in Rh-positive mothers, as well as Rh-negative

mothers sensitized to the (D) antigen if Rh antibodies were detected in the blood serum. _
drug should no istered in cases of severe thrombocytopenia and other haemostatic
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yarnings and precautions for use. Do not adminisi g intravenous

» received the drug should be under medical observation for 30 minutes.
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Translation from Ukrainian into English

For patients suffering or with a history of allergic diseases, antihistamines are recommended on the day
of immunoglobulin administration and for the next 3 days. In the case of anaphylactic shock, a
standard shock therapy is performed.

Use only under physician’s supervision. Prior to administration, the vials with the drug are kept for 2
hours at a room temperature (20 + 2) °C. The drug cannot be stored in the open vial. After the
expiration date, the use of the drug is unacceptable. Inmunization of women with live vaccines should
be carried out not earlier than in 3 months after administration of anti-Rho (D) human immunoglobulin.
Pregnancy and breastfeeding. See sections “Therapeutic indications”, "Posology and method of
administration”.

Paediatric population. Do not administer the drug to newborns! In children born from women who
received the drug before the delivery, poorly positive results of direct antiglobulin tests are possible at
pirth. The detection of passively acquired antibodies to Rho(D) in mother’s blood serum is possible if
an antibody screening test is performed after pre-natal or post-natal administration of anti-Rho(D)
human immunoglobulin.

Interaction with other medical products. The combination with other specific medicinal products is
possible.

Incompatibility. Do not mix the drug in one syringe with the other medicinal products at the time of
administration.

Overdose. Not studied.
Effects on ability to drive. Not studied.

Storage conditions. Store in a dry dark place at a temperature of 2-8 2E:
Keep out of the reach of children.

Prescription category. By prescription.

Shelf life. 2 years.

Package. 1 mL or 2 mL vial (300 pg of immunoglobulin with antibody titre 1:2,000). The package
contains 1, 3 or 5 vials.

Manufacturer. BIOPHARMA PLASMA LLC, Ukraine.

Address:

Legal address: 37, Kyivska Str., Bila Tserkva, 09100, Kyiv Region, Ukraine.
Business place address:

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

37, Kyivska Str., Bila Tserkva, 09100, Kyiv Region, Ukraine.

In the case of an adverse event (complication) due to use of MIBD, an urgent message should be sent to:
State Service of Ukraine for Medicines and Drugs Control of the MoH of Ukraine 7, Grushevskogo Str., Kyiv,
010211, tel.: (044) 200-07-93);

State Enterprise “State Expert Centre of the Ministry of Health of Ukraine” 40, Ushinskoho Str., Kyiv, 03151, tel.:
(044) 393-75-86) and to the manufacturer’s address.

‘This translation from Ukrainian into English was made by professiq

Translation was certified by Director Karpyuk Sergiy.
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