IIpnnoxenne 2 K NPOTOKOIY KJIMHAYECKOT0 HCCIEJOBAHUS

OTKPbITOE KOHTPOJ/IUPYEMOE PAHOOMU3NPOBAHHOE KJIMHUYECKOE NMCC/TEOOBAHUNE
Mo N3YYEHUIO KITMHUYECKOW 9®DEKTUBHOCTU U MEPEHOCUMOCTU MPEMAPATA
«9PUKCUH>» (cBo60aHbIE aMUHOKUC/OTbI, HN3KOMO/IEKYIAPHbIE NENTUAbI, MUKPO3/IEMEHTbI)
pacTBOp 4719 UHbekuun 1%-1 mn, nponssoactea 000 <NAMANGAN PHARM PLANT”, Y3BEKUCTAH

Knunuuecxas 6asza: Tamkenmckas Meouuunckan Axademus

NHOOPMALUA AJA ITAIIUEHTA

Conep:xanue uccjie10BaAHUA:

Bam mnpennaraercss mpuHSATH ydacTHUE€ B MEAMIIMHCKOM HAay4YHOM HCCIIECJOBAaHUU I10
m3yuenuto mpemapata «IPUMKCHUH» (CBoOomHbIE aMUHOKHUCIOTBI, HU3KOMOJICKYJISIPHBIC
MENTUABI, MUKPOJIEMEHTBI) pacTBOP Ul HHBEKIUH 1%-1 Ml
HetictBytromee BemectBo: CB00OOAHbIE AMUHOKHCJIOTBI, HU3KOMOJIEKYJSIPHbIE TeENTH/bI,
MHKPO03J1e€MEHThI

IoxkanyiicTa, BHUMATEILHO IPOYUTANTE JaHHYIO HH(POPMALHIO

Bam npequaraercs NpUHATH y4acTHE B KIIMHUYECKOM HCCIIEI0OBAaHUU JICKaPCTBEHHOTO IIpernapara.
VYdacTe B 3TOM HMCCIIEOBaHUU sBIsieTcs 100poBonbHBIM. [Ipexae, uem Bbl npumere perenue
00 yvactuu, BaM HE0OOXOIUMO O3HAKOMHUTBCS C LEISIMHM HCCIEAOBAaHUS, C T€M, Kak OynayT
HCIIONIBb30BaThCs Balu TaHHBIE, C IPOLIEyPAMU UCCIIEI0BAHNS U BO3MOKHOH ITOJIb30H, PUCKOM
U HeyaoOCTBaMH, CONPSDKEHHBIMU C y4yacTHeM B HccienoBaHuu. He Topomurtech NpUHHMATh
pemieHre. BHUMaTenpHO NpouyuTaldTe AAHHBIA JOKyMeHT. [Ipu skemaHum obOcynuTe BOIPOC
y4acTusi B HCCIECJOBAaHMM CO CBOMM JICHAIlUM BpPAadOM. 3aJaiTe Bpady-HCCIEIOBATEIIO
HHTepecyroume Bac BOIPOCH!, €CIIM YTO-TO OCTajIoCh 1 Bac HenoHATHBIM uiau Bbl xoTuTe
noy4yuth Oosbiie wHGopManuu. He cremmure, moaymaiite, oOCyIMTE CO CBOCH CeMbeld M
IpY3bsIMHM IIEpENl TEM, KaK MPUHUMATh PELICHHE. Y4YacTUE B KIMHMUYECKOM MCCIEIOBAHUU HE
SIBJISIETCS] YaCThIO CTAHAAPTHON MEIUIIMHCKOM MOMOIIIH.

VYdacTue B UCCIIEIOBAaHUH SBIISICTCS JOOPOBOJIBHBIM. Pelienre o ToM, COrJIaCUThCs Ha Y4acTHE B
WCCIIEIOBAHUN WJIM HET, NpuHHMaeTe Toyibko Bbel. Ecin Bel pemurte npuHsaTth yuyactue, Bbi
MOJIyYUTE SK3EMIUIIP UH(OPMAIIMOHHOIO JUCTKa U Bac monpocsr noanucars popmy coryiacusi.
Ecnu Bel pemute npuHsTh yuacTtre, Bbl coxpanute npaBo CBOOOIHO BBIMTH U3 UCCIICAOBAHMS B
nmo000e Bpemst 6€3 00bSICHEHUST TPUIHHBI

Barne perienue BbIOBITh 3 UCCIICAOBAHMS WK pEIIEHUE He IPUHUMATD Y4aCcTHE B UCCIIEOBAHUHT
HE TIOBJIMSET Ha KAYECTBO OKa3bIBaeMO BaM MeTUIIMHCKOM MTOMOIIH, BBIOOP TTOTydaeMbix Bamu
IIpenapaToB.

Bo Bpemst mpoBeneHHs HCCIENOBaHUS MOTYT CTaThb M3BECTHBI HOBBIE CBEICHHUS O BIMSHUHU
npernapara Ha OpraHu3M 4eJIOBeKa, B YaCTHOCTH, O paHee HEM3BECTHHIX MOO0UHBIX 3 dekTax. B
TakoM ciydae Bam Oyzaer npezacraBieHa oOHOBIIEHHas nHpopManus, 1 Bel cMoxere U3MEHUTh
CBOE PEILEHUE O MTPOJOJIKEHUH Y4aCTUsl B UCCIIEJOBAHHH.

ToproBoe Ha3BaHHe Mpenapara: JpUKCUH




HeiicTByomiee Bemectso (MHH): cBoG01HBIE aMUHOKHUCIIOTHI, HU3KOMOJICKYJIIPHBIE TIENTHBI,
MUKPO3JIEMEHTHI

JlekapcTBeHHas popma: pacTBOp s MHBEKIM 1%-1 M.

Cocras:

akmusHoe seujecmeo: IPUKCUH (CBOOOTHBIE aMHUHOKHUCIIOTHI, HU3KOMOJIEKYJISIPHBIC TETTH/IBI, a
TaK)K€ MUKPOIJIEMEHTBHI).

gCnomMozamenvHbvle 8euecmaa: BOIbI Il HHbEKIIHH.

Onucanue: Ilpo3payHas KUAKOCTb IKEJITOIO C KOPUYHEBATHIM OTTEHKOM WJIM CBETJIO-
KOPHUYHEBOTO I[BETA CO CHEIU(DUUESCKIM 3aI1axoM.

dapmakoTepaneBTH4YecKasi rpynma: MMMmyHoMomynupyiomiee U OHOCTUMYJIHpYIOIIEe
CPEICTBO.

dapmMaKkoJI0rH4ecKue CBOMCTBA

[Ipenapar sBisgeTcss HMMMYHOMOIYJIHUPYIOIIUM M OHOCTHUMYJHpYIOUMM cpeactBoMm. [lpu
UMMYHOJIC(UIIUTHBIX COCTOSIHUSAX U ayTOMMMYHHBIX IPOLIECCAX HOPMAIU3yeT KOJUYECTBCHHbIC
U (QyHKUMOHANbHbIE NOKa3aTenu T-cucteMbl UMMyHuUTeTa: T-TMMQOIUTEI U UX CyOnOmy ALy,
ycuiuBaeT (arommuTo3; OMOCPEOBAHHO BIMAET Ha B-KIeTKH, MHTUOMPYS CHUHTE3 AaHTHUTEIN;
CTUMYJIUPYET UMMYHHBII OTBET IPOTUB UH()EKIIMOHHBIX areHTOB (BUPYChI, OAKTEPUN), yCUITHBAsI
IpoIecc UX ATUMHUHALIUH.

Knunnueckast 3Q@QeKTUBHOCTh pENTUIMHA MPOSBISIETCS B YIYULIEHHH OOLIEr0 COCTOSHMS
OOJIbHBIX, TIOBBIIICHUM >XHU3HEHHOTO TOHYCA, CHIDKEHHHM BBIPAXEHHOCTH BOCIAJIUTEIHHBIX
W3MEHEHMH, J1JaOOpaTOPHBIX U OMOXMMMUYECKUX TOKa3aTeNlel, XapakKTepU3UpyOIUX aKTUBHOCTb
MATOJIOTMYECKOT0 MPOIIEcca, COKPAIIEHUH CPOKOB BBI3I0POBIICHUSI.

IToka3anusi K NPpUMEHEHUI0.

[Tpumensiercs Ha GoHe 0a3MCHOM TEpanuy y B3POCIbIX IPU 3200JEBAHUSAX, COMPOBOXKIAIOIINXCS
UMMYHOJIE(UIIMTOM, a TAaKXKEe UMEIOIIUX B OCHOBE ayTOMMMYHHBIN XapakTep, B TOM 4HCIE MPU
XPOHUYECKHX BUPYCHBIX T'€MaTUTaX, Opyleie3e, XpOHUYECKHX OOCTPYKTHBHBIX 3a00JI€BaHUAX
JETKHUX, TyOepKyje3e JIeTKMX, PpEBMAaTOMJHOM apTPUTE, XPOHUYECKHX BOCHAIUTENIBHBIX
3200JIeBaHUSAX OPraHOB MAJIOTO Ta3a y KCHIIUH, MH()UIUPOBAHHBIX IUTOMETaJOBUPYCHOU H
npyrumu TORCH-unpexnusmu.

Cnoco0d npuMeHeHNs ¥ 103bI

IIpenapat Ha3Ha4arOT BHYTPUBEHHO, MEJIEHHO, C 1-2 MJI ayTOKpOBH IO cienyrouiei cxeme: 1-i
neHb - 0,5 M 2 pasza B 1eHb, 2-i1 AeHb - 0,7 mut 2 pasa B JieHb, ¢ 3-ro o 10-i num - 1,0 M 2 pasa
B JIeHb, ¢ 11-ro mo 12-i quu - 1,5 M 2 pa3a B ieHb, ¢ 13-ro 1Hs 10 OKOHYaHUs JieueHus - 2,0 M
2 pa3a B neHb. MHTepBan Mmexay uabekiusiMu 10-12 gacos. Kypc neuenns ne menee 30 qHei.

ITo0ouHbIe aeiicTBUA.

XapakTepHOl OCOOCHHOCTBIO TEPAITUH SIBIISICTCS OLIYIIEHHE OOIBHBIMU CHeNU(UIECKOro 3anaxa
BO PTY B IIEpBBIC MUHYTHI T1OCIIC BHYTPHUBEHHOT'O BBEJICHUS TIpETapaTa.

B nauasne nedenus (nepsblie 2 HEIEIH) ITOCIIE BBEICHUS Mpernapara B peIKUX CIy4asx BOZMOXKHBIL:
qyBCTBO )Xapa, CTECHEHUE B TPY/IH, TOKPACHEHHUE JIMIIA, KUCTEH, TOJIOBHAs 00JIb, TAXUKAPIHSL.
YKazaHHbIE CUMIITOMBI IPOXOJAT CAMOCTOSATEIBHO B TEUCHHE HECKOJIBKUX MUHYT M HE TPeOyIOT
JOTOTHUTEIBHOTO TEPAeBTHIECKOTO BMEIIATEIHCTBA. MOKET HaOMIOAAaThCS YCHIICHNE O0JIEBOTO
W/WIN SKCCYAATUBHOTO KOMIIOHEHTA BOCHAJICHHS B OYare MOpakKeHUs, a TaKXkKe ajIeprHuecKux



MPOSIBIICHUHM, CBS3aHHBIX C TIATOTCHETUYECKUM JEHCTBHEM IIpernapata ¥ He TpeOyromiue
TEpaneBTUUECKOT0 BMeEIIATEIbCTBA. [Ipu JIeYCHU U npenaparom BBIPaXKEHHBIX
UMMYHOJEPUIUTHBIX COCTOSIHMI BO3MOKHA TeMIIEpaTypHas peakuus. B 3Tux ciaydasx MOXKHO
KCII0Ib30BaTh JKapOMOHIKaroIue cpeactsa. [Ipu nmonaganuu npenapara mnoj Koxy pa3BUBaeTCs
MECTHasl BOCHAJIMTENIbHAS peaklus C TUIepeMHel, oTeKoM U 0o0Jblo, ucuesaromias OeccliefHO
CaMOCTOSATENIbHO WM MOJ] ACHCTBUEM CUMIITOMAaTUYECKON Tepanuu uepe3 24-36 4acos.
IIpoTruBoNOKa3aHMS.

OtcyTcTBHE MMMYHOC(PHIINTA,

TSDKENbIE OCTPhIE HAPYIIEHUS IEYEHU, OCTpasi U XpOHUYECKas MovYeyHasi HeI0OCTaTOYHOCTb,
BO3pacT MeHee 18 jer,

MHIUBUAYalIbHAasl HEIEPEHOCUMOCTD IMpernapara.

Bxiarodyenue B uccjeaoBaHue:

[Tocne ocmoTpa u oOcieoBaHus, eciau Baiie cocTosiHue MO3BOIUT 3TO, BBl Oyzere BKIIIOUYEHBI B
JaHHYIO KJIMHUYECKYIO Iporpammy. Bam Oyzer npeocTaBiieHa BO3MOXXHOCTbD JIOTIOJHUTENBHO K
00BIYHOMY JIeYeHHIO monyyats npenapat « IPUKCHUH»

Bo3moxHas m0J1b3a MCCIeI0BAHUSA:

Bo Bpems Bamrero ywactus B uccienoBaHuu Bam mpenocTaBisilOT BO3MOXKHOCTh NPUHHMMATh
Ipernapar, KOTOPBIHA, BEPOSITHO, IOMOXKET OBICTpEe YCTPAHHUTD MPOsBICHUS 3a001eBanus. TeM He
MeHee, He CYILIECTBYET MOJHBIX TapaHTHH JOCTIKEHUS OXHuaaeMoro 3¢ ¢dekra OoT MpUMEHEHUS
JTaHHOTO mpemnapara. Eciu Bpau pemuT, 4yTo AEHCTBHE MMpernapara HeJoCTaTo4Ho, Bel Oynete
nepeBeieHbl Ha OOBIYHOE, CTaHAApTHOE JIeUeHUE APYTMMU H3BECTHBIMU CpelacTBamu. Bces
uHpopManus, Kotopasi OyAeT MoiydyeHa B pe3yiabTaTe 3TOTO MCCIEOBaHUs, MOMOXeT Bam u
JOPYTUM JIIOJSIM C aHAJOTMYHBIMU 3a00J1€BaHUSIMHU.

ConyrtcTByHomee Jie4yeHHe:

Hapsiny ¢ npenapatom «3PUKCHUH» Bwr Oyaere momyudaTh Bce HEOOXOIUMBIC NJISI JICUCHHS
Bamrero 3a6oneBanusi menukaMmeHThl. OO0 BceX M3MEHEHMSIX B COCTOSIHMHM Barero 3mopoBbs,
HE3aBUCHMO OT TOTO, CBS3aHbI OHU WJIM HET C MPHEMOM IIpernapara, HeoOXOIUMO COOOIATh
nokropy. HaOmomarommii Bac mokTtop MoxkeT mnpeacTaBuTh Bam Bcilo  HE00X0aMMYyIO
UH(pOpMaLIHUIO.

B Tom cityuae, eciin Bol 3aX0THTE BBIATH U3 UCCIEN0BAHMUS, TO, ITOCIE OLEHKH Baiiero cocrosHus,
Br1 cMokeTe cnenaTth 3To 0€3 MOCaeACTBUM 1JIsI 30POBBSI.

Ounenka neiicTBUsA M Hey100CTBA:

Bo Bpemst nedenuss Bbl Oynere HaxXonWThCSA MOJ MOCTOSHHBIM HAOIOJIGHWEM Bpaya W, MpH
MOSIBJICHUH OMACHBIX JUIsi Bamero 310poBbsS WM TIOXO MEPEHOCHUMBIX MOOOYHBIX JCHCTBHIA
npenapaT OyaeTr oTMeHeH. Bce Bompockl, Kacaroluecs: UCCIIEOBAHUS, BBl MOXKETE BBICHUTH Y
Habmoxaromero Bac nmokropa. Bamie pemieHue NpuHATH y4acTHE B HCCICIOBAHUU SIBIISCTCS
cTporo 1006poBoIbHBIM. B mo60e Bpemst Bel nMeeTe 1paBo BBIMTH M3 UCCIICTOBAHMS.
IIpoBenenne uccjie0BaHuA:

[Tocne npoBenenus oOcienoBaHusl A TOro, yToObl OLIEHUTH COCTOsSIHUE Barero 370poBbs u
peluTh, BO3MOXKHO JM Baie ydacTHe B HCCIIEIOBAaHHMH B COOTBETCTBUU C TPeOOBaHUAMHU
nporokona, Bam Oyzaer mnpemiokeHO IaThb NMUCHBMEHHOE COTJlace Ha ydacTHE B JIaHHOM
uccnenoBanuu. B ciydae nosydenuss Bamero cormacus Jloktop 3amact Bam  HECKOJIBKO
BOIIPOCOB, KOTOpHBIE KacatoTcs Barero oOuiero cocTosHusl U UCTOPUH HACTOSIIEro 3a001eBaHMs,
IpOBEAET OCMOTp, 3areM Bam OyneT mnpoBeneH psia JOMOJHUTEIbHBIX HCCICAOBAaHUHI B
3aBUCUMOCTH OT 3a0ojeBanus. Bam Oynet HeoOXoIuMo caaTh

* 00MIMIi aHATIN3 KPOBH;



* Onpenenenue GpuOUPUHOTEHA KPOBH;

* KPOBb JJIs TPOBEICHUSI MMMYHOJIOTHUECKUX HCCIIEIOBAHUM.
Ecnm mokxTop couteT BO3MOXXKHBIM Bare nanpHelInee ydactue B HCCleoBaHWU, Bam Oyaer
Ha3HA4YeH Mpenapar B COOTBETCTBUU C MMPOTOKOJIOM HCCIIETOBaHUS.

0060 Bcex U3MEHEHHSIX B COCTOSHUU Barero 310poBbs, HE3aBUCUMO OT TOTO, CBSI3aHbl OHU WU
HET ¢ MPUEMOM TIpernapara, HeoOXOANUMO CO00MaTh TOKTOpy. O0sS3aTENbHO PErUCTPUPYHTE BCE
nmo6ouHbie hdexTh U M00bIe M3MEHEHUs Balero cocTtosHus BHE 3aBUCHMOCTH OT TpHUEMa
mpermapara.

KonrtakTtHbie TenedoHbI:

B ciiyyae BO3HUKHOBEHUSI KaKUX-TMOO HEKETATeNbHBIX SIBJICHUN TIOCTE MpHeMa Tpernapara Win
BHE 3aBHCHMOCTH OT €ro MpUMeHEeHUs! Bbl TOMKHBI HEMEAJIEHHO COOOIIUTD JOKTOPY:

Nwms Howmep tenedona

KonduaeHunanbHOCTh:
Bame ywactue B uccnenoBaHuu OyIeT CTporo KoHQUAEHIUaIbHBIM. B TO Xke BpeMms B
COOTBCTCTBUU C MCKAYHAPOAHLIMU IIpaBUJIaMU HCCIICAOBATCIIb GYI[GT 00s13aH MNpeaACTaBJIATH
NEPBUYHYI0 MEIMLMHCKYIO JOKYMEHTAallMI0 aBTOpaM Ipernapata U KOHTPOJIMPYIOIIUM
CHELUAIUCTaM T'OCYJAapPCTBEHHBIX PEryJHPYIOUX OpPraHOB [UIsi KOHTPOJIA 3a IIOJHOTOU H
TOYHOCTBIO BHECEHUS JAHHBIX.

IIpaBa:

VY4acTue B 3TOM HCCIIEeI0BaHUHU SIBIISIETCS CTPOro JOOPOBOJIBHBIM. BBl MeeTe npaBo 0TKa3aThCsl
IPUHUMATh B HEM Yy4acTHe WJIM BBIMTH U3 Hero B Jr00oe Bpems B ciaydae Bamiero moskemanus.
Bame pemenne He Oyner oTpakaTbCsi Ha ypoBHE Baiiero MeauumMHCKOTo oOCITyKMBaHUS B
HaCTOAICC BpCMA U B 6y;[ymeM. Bbl MOkeTe OBITH HMCKIIOYEHBI W3 ucciaca0oBanus, €CJIH, II0
MHEHMIO Bamero nokropa Ha 3T0 ecTh pUUYUHBL. BaM Oyner npencraBiieHa CBOEBPEMEHHO BCS
HOBas MH(pOpMAIHs O IpenapaTe, KOTopas MO>KET MOSBUTHCS B Xoze uccienosanusi. Ecim y Bac
HMEIOTCS BONPOCHI 0 Baiiem y4yactuu B uccieoBanuu U Bammx npasax, Bel MoxeTe N03BOHUTH
TOKTOPY 1o Tenedony




OPEN CONTROLLED RANDOMIZED CLINICAL STUDY TO STUDY THE CLINICAL EFFECTIVENESS
AND TOLERABILITY OF THE DRUG "ERYXIN" (free amino acids, low molecular weight peptides,
microelements) injection solution 1%-1 ml, produced by NAMANGAN LLC PHARM PLANT ”,
UZBEKISTAN

Clinical base: Tashkent Medical Academy

PATIENT INFORMATION

Contents of the study:

You are invited to take part in a medical scientific study to study the drug " ERYXIN"
(Free amino acids, low molecular weight peptides, microelements) injection solution 1% -1 ml .
Active ingredient: Free amino acids, low molecular weight peptides, microelements

Please read this information carefully

You are invited to take part in a clinical trial of a drug. Participation in this study is voluntary.
Before you decide to participate, you should be familiar with the purposes of the study, how your
data will be used, the study procedures, and the potential benefits, risks, and burdens of
participating in the study. Take your time to make a decision. Please read this document carefully.
If you wish, discuss participating in the study with your healthcare provider. Ask the doctor-
researcher any questions you have, if something remains unclear to you or if you want to get more
information. Take your time, think, discuss with your family and friends before making a decision.
Participation in a clinical trial is not part of standard medical care.

Participation in the study is voluntary. The decision whether to agree to participate in the study or
not is yours alone. If you decide to take part, you will receive a copy of the information sheet and
will be asked to sign a consent form. If you decide to participate, you retain the right to freely
withdraw from the study at any time without giving a reason.

Your decision to drop out of the study or decision not to take part in the study will not affect the
quality of medical care provided to you or the choice of medications you receive.

During the study, new information may become known about the effect of the drug on the human
body, in particular, previously unknown side effects. If this happens, you will be provided with
updated information and may change your decision to continue participating in the study.

Trade name of the drug : Eryxin

Active ingredient (INN) : free amino acids, low molecular weight peptides, microelements
Dosage form: solution for injection 1% -1 ml.

Compound:

active substance: Eryxin (free amino acids, low molecular weight peptides, as well as trace
elements).

excipients: water for injection.

Description: Transparent liquid of yellow with a brownish tint or light brown color with a specific
odor.

Pharmacotherapeutic group: Immunomodulatory and biostimulating agent.




Pharmacological properties

The drug is an immunomodulatory and biostimulating agent. In immunodeficiency states and
autoimmune processes, it normalizes the quantitative and functional indicators of the T-immune
system: T-lymphocytes and their subpopulations, enhances phagocytosis; indirectly affects B cells
by inhibiting antibody synthesis; stimulates the immune response against infectious agents
(viruses, bacteria), enhancing the process of their elimination.

The clinical effectiveness of reptilin is manifested in an improvement in the general condition of
patients, an increase in vitality, a decrease in the severity of inflammatory changes, laboratory and
biochemical parameters characterizing the activity of the pathological process, and a reduction in
recovery time.

Indications for use.

It is used as a background therapy in adults for diseases accompanied by immunodeficiency, as
well as those that are based on an autoimmune nature, including chronic viral hepatitis, brucellosis,
chronic obstructive pulmonary diseases, pulmonary tuberculosis, rheumatoid arthritis, chronic
inflammatory diseases of the pelvic organs in women infected with cytomegalovirus and other
TORCH infections.

Directions for use and doses

The drug is prescribed intravenously, slowly, with 1-2 ml of autologous blood according to the
following scheme: day 1 - 0.5 ml 2 times a day, day 2 - 0.7 ml 2 times a day, from 3 to 10 days -
1.0 ml 2 times a day, from the 11th to 12th days - 1.5 ml 2 times a day, from the 13th day until the
end of treatment - 2.0 ml 2 times a day. The interval between injections is 10-12 hours. The course
of treatment is at least 30 days.

Side effects.

A characteristic feature of the therapy is that patients feel a specific odor in the mouth in the first
minutes after intravenous administration of the drug.

At the beginning of treatment (the first 2 weeks) after administration of the drug, in rare cases, the
following are possible: a feeling of heat, tightness in the chest, redness of the face, hands,
headache, tachycardia.

These symptoms disappear on their own within a few minutes and do not require additional
therapeutic intervention. There may be an increase in the pain and/or exudative component of
inflammation in the lesion, as well as allergic manifestations associated with the pathogenetic
effect of the drug and not requiring therapeutic intervention. When treating severe
immunodeficiency states with the drug, a temperature reaction is possible. In these cases,
antipyretics can be used. When the drug gets under the skin, a local inflammatory reaction develops
with hyperemia, swelling and pain, disappearing without a trace on its own or under the influence
of symptomatic therapy after 24-36 hours.

Contraindications.

No immunodeficiency

severe acute liver disorders, acute and chronic renal failure,

age less than 18 years,

individual intolerance to the drug.

Inclusion in the study:



After examination and examination, if your condition allows it, you will be included in this clinical
program. You will be given the opportunity to receive the drug " ERYXIN " in addition to the
usual treatment.

Possible benefits of the study:

While you are in the study, you will be given the opportunity to take a drug that is likely to help
improve symptoms of your disease more quickly. However, there is no complete guarantee that
the expected effect from using this drug will be achieved. If the doctor decides that the effect of
the drug is not enough, you will be transferred to regular, standard treatment with other known
drugs. All the information that will be obtained as a result of this study will help you and other
people with similar diseases.

Concomitant treatment:

Along with the drug " ERYXIN" You will receive all the medications necessary to treat your
disease. All changes in your health status, regardless of whether they are related or not to taking
the drug, must be reported to your doctor. The doctor observing you can provide you with all the
necessary information.

In the event that you want to leave the study, then, after assessing your condition, you will be able
to do this without consequences for your health.

Evaluation of action and inconvenience:

During treatment, you will be under constant medical supervision and if side effects that are
dangerous to your health or poorly tolerated occur, the drug will be discontinued. You can find out
all questions regarding the study from the doctor observing you. Your decision to participate in
the study is strictly voluntary. You have the right to withdraw from the study at any time.
Conducting research:

Following an examination to assess your health and determine whether you can participate in the
study as required by the protocol, you will be asked to provide written consent to participate in the
study. If your consent is received, the Doctor will ask you several questions regarding your general
condition and history of the present disease, conduct an examination, and then you will undergo a
number of additional studies depending on the disease. You will need to submit

» general blood analysis;

* Determination of blood fibrinogen;

* blood for immunological studies.

If the doctor considers it possible for you to continue to participate in the study, you will be
prescribed the drug in accordance with the study protocol.

All changes in your health status, regardless of whether they are related or not to taking the drug,
must be reported to your doctor. Be sure to record all side effects and any changes in your
condition, regardless of taking the drug.

Contact phone numbers:

If any adverse events occur after taking the drug or regardless of its use, you should immediately
tell your doctor:

Name Phone number

Privacy :

Your participation in the study will be strictly confidential. At the same time, in accordance with
international rules, the researcher will be required to submit primary medical documentation to the
authors of the drug and supervisory specialists of government regulatory authorities to monitor the
completeness and accuracy of data entry.

Rights:



Participation in this study is strictly voluntary. You have the right to refuse to take part in it or
withdraw from it at any time if you wish. Your decision will not affect the level of health care you
receive now or in the future. You may be excluded from the study if, in the opinion of your doctor,
there is a reason for this. You will be provided in a timely manner with all new information about
the drug that may appear during the study. If you have questions about your participation in the
study and your rights, you can call Dr. at




