KPATKA XAPAKTEPHCTHKA HA IIPOAYKTA

1. ¥imMe Ha JekapcTBeHHSA NPOXYKT A A LAV S
IIPOTHMBOTETAHHYEH CEPYM By Buo Fljstac 02118 Kbl =
y PREISMAINT: 22YT0TPS60 he\\r% 50 ( 01.-0%.02¢

ANTITETANUS SERUM Bul Bio

GEEEERLL

2. Konu4ecTBeH U KavecTBEH ChCTAB CK OGETNT - D
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IIpoTueoTeramnueH cepyM byn buo ¢ MMyHeH cepyM, CBIBPXAIN AHTHTOKCHYHHI
HMYHOIJIOOYJIEHY, KOHTO HEYTPANH3EpAT TOKCHHa, oOpasyeaw oT Clostridium tetani.
WmyHornobynuuuTe ca NONYyYeHH 4Ype3 CH3WMHA XHAPONH3a H GpakIMOHHpaHE OT
IIa3MaTa Ha KOHe, UMYHU3HPAHY ¢ TeTAHNYCH TOKCOUI,.

Karto xOHCepBaHT ¢ H3MON3BaH (EHO.

Enua moza (1500 IU/amnyna) chabpsxa:

KommoreHT KoaudecTeo
HWmynornoOynuHu cpely ToKCHHA | He mo-Manko ot 1000 IU/ml
JlexapcTeeno BemecTBo | wa Clostridium tetani (6enTex - 90-170 mg/ml)
Clostridium tetani antitoxic
immunoglobulins
Denon He noBeve oT 2,5 gfl
Phenol
Homomun pemecraa Harpues xmopaz 9 mg/ml
Sodium chloride
Bona 3a EEXKEKITHH o HeobxomuMua obeM
Water for injections

3. JlexapcTBena dopma
HMmxeknuoses pas3Tsop B aMoyix 3a wnoakoxHo (SC) m  mHTpamyckymmo (IM)
TIPHIIOKEHHE.

4. KIaaauygy JanHa

4.1. Hoxazanua
IlporusoTeTagnyuer cepyM Byn Buo € mpennHasHaued 3a NpodMiaxkTHKa CPENTy TETaHyc
IpH X0p2a C HAPAHSBAHWUI, HECHMYHH3HPAaHd MM C HE3aBLPINEHA MMYHM3aXMs Cpelmy
TETAHYC, IPHU KOHTO CBHUIECTBYBA BEPOATHOCT 33 3aMbPCABAHE ¢ TETAHHYHM CIOPH H
KOraTO JIMIICBAa Bb3MOXKHOCT [Ja Ce TIPWIOKH YOBEIIKA NPOTHBOTETAHHYEH
AMYHOTIIOBYTHE.

4.2. Hozuposxa u nauun na npuigyicenue . -~
EnmoxpaTtaaTta nos3a Ha IlpoTuBoTeTannyes cepyM byn buo e 1500 IU (1 ammyna). Ilpenu
yriorpeda aMmynaTa ¢hC CEPyMa Ce 3arpaBa JO TEMIEPTYpara Ha YOBCHIKOTO TSIO.
CepyMBT ce Opuiiara npodmiIakTHIHO - TOOKOKHO MU HHTpaMYCKYHH%I__Lsoo mo 3000
IU no mpenenxa xa nexaps. CepymbT Tpsfpa Ja ce HEXCKTHPA 6aBHOALKONKOTO
IIO-PaHO B I'BPBHUTE YACOBE CIEH HAPaHABAHETO. S A
Edna npoguaaxmuuna 003a ot 1500 TU ce npunara B cienuute cfiydan: S575
- Ha TIPOHHKBAINW paHH, NPHYHHEHH OT IPEAMETH, 3aMbpceHniléi%éf%§éﬁg,
Opyr MaTepmal OT BBHIIHATA Ccpefa (TPBHH, mapyera 0T LIED
CEJICKOCTONAHCKM CEUrBa, IapyueHa CThKIIA, KAMBHHI 1 Ap.) v 4
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- NIpH NOOKOXHH KPBHBOH3JIMBH, IPH KOHTO KPBHBTa BJIH3Aa B JOCEr ¢ MOBLPXHOCTTA H
BXOJHATA BPaTa

~ OpH pasjIHYHE NATOJOIUYHH IPOYECH HO MOBBPXHOCTTA HAa TAIOTO, KATO BAPHKO3HH H
IuabeTHYHE sI3BM, MU3MpPL3BaHMs, H3rapfHUs, WH(QEKTHpaHH paHH, XKOHTO HE Ca
Mexunueckd 00padorenn
- IPW XUPYPrHYHM ONCPALHU CICK HApaHsIBAHHA H 3JIONOAYKE ChC 3aMbpciBaHe Ha
paHata, KakTO ¥ IPH XUPYPIrHYEM HETEPBEHINN 32 H3BAKIAHE Ha 4yIKI0 THIO, IPECTOLI0
OpOABIEKUTENHO BpeMe B THKaHUATE
Hee npofusaxmuuny 0031 CE NPUAAraT B CHYYAWTe HA MHOTO TEXKH HApAHSIBAHWL,
3aMBPCEHU Pauy, OTKpWTH (QpaKTypH, IPOHUKBANTA PaHR B TEIECHH KYXMHE, HPH KOHTO
CBINECTBYBA BEPOATHOCT 34 MACOBA KOHTAMUHANKA C TETAHHYHY CIIOPM.
Hpu Bonyxy ropen3OpoeHH CIyYad C6 MEXKEKTUpa OCBeH IIpOTHBOTETaHHYEH cepyM By
Buo n agcopOupana BakcmHa cpemy TeraHyc. CepyMpT ce HMIDKekTHpa 30 MUHYTH ciel
MEXEKTHPAHETO HAa BaKCHHATA.

4.3. Hpomusonoxazanus

ABCOIIOTHE NPpOTHBONOKA3AHAS cpenly m3nonssanero Ha IlpoTusoTeTanuyen cepyM byn
Bro mama. IIpy manmeHTH CBC CBPBXUYBCTBHTEIHOCT KBM KOHCKH OCNTHK Ce TPOBEXKIA
HEeCCHCHOMNU3ANEs ¥ MpOTHBOAJICPTHYHA TEPanKs.

4.4. Creynaany npomusonoKa3anus 1 cneyuainil npedynpedicoenun 3a ynompeda
Ilpenu wmmkekTHpaHe Ha cepyMma 3aJlBJUKHTENHO TpsbBa Ja ce Haupasu mpoba 3a
YyBCTBATENHOCT. M3MUTBaHeTO Cce M3Bhpusa mo cmemumsa Haums: 0,1 ml or paspenmed
1:100 ¢ purHONOTHYEH Pa3sTBOP CEpPYM ce MHKEKTHpa HHTpalepMAalIHC BB BBTPEIIHATA
CTpaHa Ha NpeAIaKbTHANATA Ha phkarta. OTYMTAHETO Ha peaxkluiTa CE H3BBPIIBA CIIEH
30 muryTH. Xpu nosiza Ha 3avepssBade, Hpobarta ce OTUUTA KATO NONGKATEIHA.

Hpu ompuyameana npoda - 0,1 ml ot paspexnen 1:10 ¢ dhusnonoruyeH pasTeop cepyM ce
HEKEKTHpa HHTpajepMando. OTunTaHeTo HA peakiusTa Ce U3BbpuBa cuef 30 MEHYTH.
IIpu ompuyamesna npoba - 0,1 ml BepaspemeH cepyM Ce HIDKEKTHPa MHTPaJepMAaHO.
OTUHTAHETO Ha peakiuara ¢e HaBppuisa cnel 30 MEBYTH.

AKo He ce TOSBAT MECTHH WIK OOUIM NPH3IHANY Ha YYBCTBHTEIHOCT, CE MEXKEKTHpA
HeoDXOAUMOTO KOJHYECTBO CEPYM.

IIpenopwyBa ce maumeETHT A4 Octape ome 1-2 vaca mox nexapcko HAOmOZEHAE H A2 c€
OpedyOpead 3a BB3MOXKHOCTTA QT 10ABaTa Ra cepymua Dosecr mexny 7-14 men cuen
HEDKCKTHPAHETO H2 CepyMa.

Hpu nonooicumeara npoba B eAdH OT TOPENOCOUSHHTE clydad lIpoTHBoTeTaHHYeH
cepyM Bys Bro ce MmkeKTHpa ¢ BpoQuIaKTHYHA 1eJl CAaMO IPH 0e3yCIIOBHY IOKA3aHKSL
non Jiexapcko HabmrofeHme Clel INpoBeAeHa OeceHcHGumHsanud. EpmoBpeMeBHO ©
HpPHIIOXEHHETO Ha CEpyMa Ce HpoBexZa H NPOTHBOANEPIrHYHA Tepands. T4 nponkiukasa
2-3 guu cyef pularaHe Ha cepyMa. '

Tpu mpunaramge sa IIpoTHBOTEeTaHHYEHR cepyM Byn BHO, MalMeHTHT 3aTBLIKHUTENHO CE
HaOJroaBa OT Jekap Hall-malko B OponbivkeHHe Ha 30 MHHYTH XK4TO C¢€ BHHMABa 32
IOHBA HA CHMUTOMM Ha aHaQHIAKTHYCH IHOK

Ilpy mosBa Ha CHMIITOMM H4 aHa(UIAKTHYEH IMOK Tp}I 18T CJICIHUTE
MEpKH: ;
- mmKekTHpane Ha Adrenalinum - 0,5-lmg 1o, OOHEMOCT-

HETPaMYCKYJIRO, KATO HO3aTa MOXE Jla ce IIOBTOPH IIp
Iena mosata ce Hamanssa - 0,3-0,5 mg)

- mpxexTEpane Ha Methylprednisolonum B nosm oT 40-
Hydrocortisonum wmuTpaBenosHo. IIpunmaratr ce =
Betamethasonum, Dexamethasonum
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- Mephentermini sulfas - 30 mg/ammyna win Etilefrini hydrochloridum - 20 mg/amnyna
HAKOJIKOKPAaTHO KO e(exT

- uHQpy3ns ¢ Dopamin

- aHETHXHCTaMmHOBM mpenapatd - Chlorpyraminum (Aneproszan), Promethasini
hydrochloridum (AHTHanNep3uH) - ClieAH e KPBBHOTO HANATAHE

- ofpuIuBane ¢ pecuUpaTop WIH yCTa B yCTa

- KHCIIOPOI

Ilpu HACTBIBAHE HA cepyMHA GOJeCT ce MPENOopHYBa NPHIaTaHEeTO HA AHTHXUCTAMHHOBH
cpencTBa, KoMOHHEpaHu ¢ Adrenalinum, KOPTHKOCTEPOUAH U OPYTH.

4.5. JIexapcmeenu u Opyzi 63aumo0elicmeus

EnHOpeMEHHO ¢ IpHIaraHeTo Ha CepyMa ¢¢ NPOBEXI2 aHTHOMOTHIHO X CHMITOMATHYHO
JIeUeH’e, KaKTO H NPHNIAraHeT0 Ha CENATHBHH H HEBPOJOTHYHE CpPLACTBZ, KaTo ce
HOAIBPKA BOMHOCOJNEBHS ¥ ANKalHO-KACeIMHBHA GanaHc. Ilpunara ce u agcopGupana
BAKCHHA CPEIY TETaHyC. '

4.6. Bpemennocm u xspmene

CepyMBbT MOXKE Ia CE Tpyiara Ha OpeMeHHH 1 KbPMAauKy Mpy CTPOrH HHAUKAIIH.

Hsma nassy 3a TOKCHYEH e(eXT BHPXy INIOAA NPH UpMIarage 0 BpeMe Ha OPEeMEHHOCT
KV 332 TaKbB IpH KbpMadeTa [IpH NpuiraraHe Ha MalkaTa IO BpeMe Ha KbpMeEHE.

4.7 .Ediexm sopxy cnocoonocmma 3a wogdiupane u paboma ¢ Mautumny

Hsma pamsp IlpotmBoTeTamwueH cepyM byn buo na Bimse OTPHOATENHO BBPXY
criocobGuocTTa 32 modupane u pabora ¢ Mamway. IlanwesTsT TpgOBa Ja ce mpeaynpenu
3a eeKkTa OT APYrUTE JEKAPCTBEHH OPONYKTH (FNIABHO AHTHXMCTAMHHOBH), IpWIATAHH
¢AHOBPEMEHHO ChC CepyMa.

4.8.Heorceaanu 1eKapcmeeHy peakyun

BBBEXKIAHETO HA KOHCKH CEPyM B YOBEINKAA OPTaHA3LM, MOKe J1a IpeNu3Buka HesabasHa
pEAKIUs - aHaPuAaKmUYer WOK WM KbCHA peakuMa - cepymua Gosecm. Tesn peaknuu
ca PE3yNTaT OT CeHCHOWIM3alHATa Ha OpraHM3Ma IpH IBPBHYHOTO IIPDOHHUKBAHE Ha
KOHCKH OENThK MM OT CHelp(HYHaTa PEAKTOTEHHOCT Ha opranmsMa. AHa(QHIaKTHYeH
IIOK MOXE Ja C€ IXOSBM BemHara, Xakro IpH IONKOXKHO, Taka H IIPH HHTPaMYyCKYJIHO
npumoxerre. CHMITOMKTE Ha aHADMIAKTHYHUS IIOK Ca: 3aTPYAHEHO AHaHe (IHcIHes),
¥#axo3a, yckopeH ¢mixdopMeH Iync, H3NOTARaHE, HOBPBIAHE, HOHHKEHO KPBBHO
HAJATAHE, OUAPHS M UPH TEXKH CIYYal - Iporpecupaiil KONanc, 3aBbpINBan] CbC CMBPT.
B 2 mo 6% oT ciuy4yaWTe Ha NpHIArase Ha KOHCKM CEpyM MOXE fa HAaCTBIH CEpyMHA
oosecm Mexny 7-14 mem cien INpHiIAaraHeTo Ha cepyMa. TS HpoTH¥a KaTo Jieka
TPAH3WTOpHA EPHTEeMa MJH YPTHKapUdA, a B HAKOHM CIy4YaH HACTBOBAT YCIOMXHEHHA,
XapaKTepH3Hpalll ¢& ¢ OONKHM B CTABMTE H NONYBaHE Ha TUMGHE BB3IH.

4.9.Hpedo3upare
He ce oTHaca

5. @apMaROJIOTHYHN XAHHH

IIpotuBoTeTanuyen cepyMm Bynx Buo e npeyucTer U KOHOEHTPHPAH UMYH v (ATC
xom: JO6AA02), monyyeH OT mia3sMaTa HA KOHE, UMYHH3HPAHH CATer D OHJL.
INN: Tetanus antitoxin for human use / Y ol " -‘_

Toli e cTepHIeH H30TOHHYEH pA3TBOP, ANHMPOTEHEH, ChABHKAULYHHTY ; ’ Yerm

UMYHOTJIODYJIMHH, KOUTO HEYTpPAaNH3APAT CIEHNHOHIHO TO
oaktepusata Clostridium tetani 1 ch3apa NaCUBEH HMYHMTET.



6. ®apMaleBTHYEN NAHHH

6.1. Cnucex HaG ROMOWHUME GCIYECINGA U MEXHUNE KOAUYECmea

@enonl He nosede o1 2,5 gfl
Hatpues xnopuxm 9 mg/ml
Bonxa 3a WEXEKIHH 1o neobxonuMusa 06em

6.2. PuaUKO-XUMUYHIL HeCHEMECTIUMOCHLI

Ja He ce cMecBa € PYTH JIEKapCTBEHU HPOOYKTH.

He ca u3BeCTHM JaHHH OTHOCHO (H3MKO-XHMHYHATA HECHBMECTHMOCT HA CEpyMa C APYyrd
JIEKapCTBEHH HPORYKTH.

IIpu enwoBpemenHOTO npmnarade Ha IIporwsoreTammdveH cepyM bynm buo ¢ nmpyru
HHXEKIHOHHN NEKADCTBEHH NPOJYKTH, 3a0BIDKHTEIHO € BCEKH OTHENIEH IPOAYKT Ha G
H3TETAIA W NpHIara ¢ OTAENHH CTEPUIHE CHPHUHIIOBKA M HINIA, HA MACTO Pa3NUIHG OT
MACTOTO Ha HIKEKTHpPaHe Ha cepyma.

6.3. Cpox na z00nocm

Tpu roguHE OPH IIOCOYSHATE YCIOBHA HA ChXpaHCHHE.

Jatata Ha KOATO W3THYa CPOKBT Ha TFONHOCT € IIOCOYEHa BBPXYy IBLPBHYHATA H
BTOPHYHATA ONAKOBKH (Mecen u romusa). IIpOOyKTHT € FOJEH 3a yIoTpeba 10 DOCTeIHAS
LEH HA IIOCOYEHHUs Mecel,.

6.4. Cneyuaanu ycioeusa Ha CsXPaHenue

IlporuBoTeTaHKYEH cepyM Byn Bro ce TpacmopTupa 1 chXpasssa Ha TBMHO B XIafUITHHK
npu TeMuepatypa oT 2 °C go 8 °C B opurusangaTa KapTOHEHa ONAKOBKA.

He ce ponycka 3aMph3BaHe Ha cepyma!

3AMPB3BAIIVIAT CEPYM E HEI'OJEH 3A YIIOTPEBA!

Cobxpapsea ce Ha MeCTO, HeOCTHIHO 3a Jena!

6.5, Jaunu 3a onaxoskama

Annyia - cTpKIeHa, Oe3uBeTHa, IPO3payuna, IbpBH XunpoaraycH Tan (Tun I). Otrosaps
na Eppomneiicka bapmakones 1997, Glass containers for pharmaceutical use.

Amnynare cerepxar Ilporusoreranrder cepyM byn bro 1500 IU - 1 gosa.

Awmmynure ca onaxoBauu 1o 50 6pos B xapToHEHa KyTHS.

6.6.Hpenopsxu npu ynompeba

TIporrsorerannyes cepyM Byn buo npencraBnasa 6ucTpa, JIeKO XKBJITEHHKABA TEUHOCT.
He ce gonycka yrioTpeba Ha 3aMpB3BAI CEPYM U C IPOMEHEH BLHINEH BUA!

IMpenu yroTpeba aMmynaTa CbC CEPyMa Ce 3arpssa IO TeMilepaTypa Ha YOBEIIKOTO TIO.
CepyM ¢ H3TEKEI CPOK Ha TOMHOCT HE Ce H3nonspal

AMIyia ¢ HapylieHa OAoCT WiIE H3TPUT HALUHC HE ¢ U3Non3pal

7. Vime u agpec Ha npaTekarTens Ha paspelieHneTo 3a ynorpeda:
Byn Bro — HIT3IIB EQO/, 1504, Cobus, dyn "Auxo Caxwsos" 26,
Ten. 4347/362, dae - 9433075

8. laTa Ha WHEPEO pa3pemagaHe 3a ynorpeda - 1954 r.
Ne 13 B PerucThpa 3a paspellicHETE NeKapCTBEHHE CPEACTBa IpH M3
Tetanus Antitoxin sol. inj. amp.1500 IU - 1 dose

Cepym nportrBoTeTarnyeH. sol. inj. amp 1500 ME - 1 gosa
Per.Ne 940 108 8 (ITmcmo ma M3 Ne 33-12-60/08.04.1998 r.)



