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Indopmaris po 3acToCyBaHHS JIKapchKOro 3acody,
3aTBEePAKeHAa 3riJHO 3 HOPMAaTHBHUMH BHMOI'aMH KpaiHu
3asBauka/BupotHuka a0 Kpainy, peryJisaTOpHHMA oprad

AKOI Kepy€eThCs BUCOKHMH CTAHXAPTAMH AKOCTI, IO

BiAMOBiAaI0TEL cTanaapTam, pekomengoBanum BOO3,

3aCBiUeHa IMANKMCOM YIIOBHOBAaXKEHOI 0COOH, IO BUCTYIAE Bij iMeHI
3asiBHUKA.
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TETANUS ANTITOXIN B.P.
(For the use of only by a Registered Medical Practitioner or Hespital or Laboratory)

COMPOSITION:

Tetanus Antitoxin B. P. is a sterile solution containing enzyme refined anti tetanus equine immunoglobulin F(ab')2 fragments as a clear and
colorless to yellowish liquid for parenteral administration. It contains Glycine as a stabilizer, Sodium chloride as excipient and Phenol as
preservative.

Itis produced by pepsin digestion, heat inactivation at controlled temperature and Caprylic acid precipitation of hyper immune plasma derived from
healthy equines immunized with Tetanus toxoid.

INDICATION:
Tetanus Antitoxin, B. P. gives passive immunity to persons having no or minimal immunity against the toxin formed by Clostridium tetani ,the
causative organism of Tetanus.

DOSAGE AND ADMINISTRATION :

(A) Prophylactic dose schedule

A dose of 1500 Intemational units of Tetanus antitoxin should be injected intramuscularly. It should be injected as soon as possible after
injury having Tetanus risk, such as wounds contaminated with dirt, soil, feces and saliva, punctured and crushing wound etc. Necessary
management of wound should be carried out in addition to the prophylactic injection of antitoxin. It is advisable that simultaneous
administration of the prophylactic doses of Tetanus toxoid may be started.

(B) Therapeutic dose schedule

The therapeutic dose is determined by severity and duration of disease. It is recommended that a dose of 10,000 to 20,000 I.U. of Tetanus
Antitoxin should be injected intramuscularly soon after admission of patient with symptoms of Tetanus such as lockjaw, muscular spasm etc.,
after taking precautions against possible serum reaction. Preferably entire dose should be given at one time. In addition, symptomatic treatment
consisting of antibiotics, sedatives, anti-convulsants and muscle relaxants may be given. The patient should be actively immunized with Tetanus
vaccine at the time of discharge and advised for subsequent booster doses.

ADVERSE REACTIONS:

Tetanus antitoxin being derived from equines is heterologous to humans and hence the foreign proteins in the product can give occasional reaction
such as pallor, sweating, nausea, vomiting, urticaria or fall of blood pressure, which could be countered immediately by injection of 1 ml. of
1:1000 adrenaline, which should be always kept handy, before injecting the dose of Tetanus antitoxin.

Every care should be taken to prevent these reactions. Before injection of Tetanus antitoxin, it is necessary to enquire from the patient,

1) Whether he has had injections of any equine origin serum product previously.

2) Whether there is personal or family history of allergy, i. e. asthma, eczema or drug allergy.

Inallergic individuals, the Tetanus antitoxinis to be injected 15 to 30 min. after administration of antihistamines , Hydrocortisone intramuscularly
and 1 mi of Adrenaline 1:1000 may be injected intramuscularly at the same time as the antitoxin. Administration of hydrocortisone or Adrenaline
may be repeated, if necessary. In some cases symptoms such as itching, urticaria rash, pain in joints and muscles, fever, enlargement of lymph
glands, appear

about 7-12, days after injection of serum. These should be treated with antihistamines and corticosteroids. Usually these symptoms of serum
sickness last a few days and patients recover without any complications.

HOW IT IS SUPPLIED:
Prophylactic - Tetanus Antitoxin B. P. 1500 1. U. in 1 ml (2ml vial).
Therapeutic - Tetanus Antitoxin B. P. 10000 1. U. in 3.4 ml (5 ml vial)
Tetanus Antitoxin B. P. 20,000 1. U. in 5 ml (5 ml vial)

STORAGE:
It should be stored at + 2° C to 8° C. Do not freeze and keep protected from heat.

SHELF LIFE-
Two years

CONTRAINDICATIONS AND PRECAUTIONS:
Proper precautions are necessary while dealing with persons with a known hypersensitivity to constituents of product. The predictability value
and necessity of skin sensitivity test is controversial, however, it may be performed at the discretion of doctor as follows-

a.Inject 0.1 ml Tetanus Antitoxin diluted 1:10 in physiological saline intra-dermally into the flexor surface of the forearm to raise a bleb of about
3-4 mm diameter.

b. Inject an equal amount of normal saline as a negative control on the flexor surface of the other forearm.

c. After 15 minutes an increase in diameter to > 10 mm of induration surrounded by flare is taken as positive skin test, provided the reaction on
the saline test was negative.

d. An increase or abrupt fall in blood pressure, syncope, hurried breathing, palpitation and any other systemic manifestation should be taken as
positive test.

e. Anegative skin test must never assure physician that no anaphylactic reaction will occur.

MANUFACTURED BY:

Premium Serums & Vaccines Put. Ltd.,
S. No.354-1,354-2A/1,At post-Narayangaon,
Behind Champagne Indage, Tal. Junnar,

Dist. Pune (M.S.) 410504,INDIA.
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Ilepexsiax ykpaiHCHKO0I0 MOBOK, aBTEHTHYHICTH AKOI'0
HiATBEPIKEHA YIIOBHOBAKEHOI0 0¢00010, IHCTPYKUII mpo
32CTOCYBaHHS JIKAPCHKOro 3acody, abo ingopmamii npo

3aCTOCYBaHHS JIKAPCHLKOro 3acoly,

3aCBiJYEHUI MiAMUCOM YIIOBHOBAXXEHOI 0COOH, IO BUCTYIIAE Bij iMEH1
3asBHUKA
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IIpemi-TAT
AHTUTOKCHH ITPABIIEBUH Bp.®.

(JInst BUKOpHCTAHHS KBaTi()iIKOBAaHHMH JIIKapsiMH, TIPaliBHHKAMH JIiKapHi u# 1aboparopii)
(PEPMEHTHO OYHIIEHI KIHCBKI IMYHOTI'JIOBYJITHH)

CKJIA L.

AntutoxcuH Ilpasuesuit bp.®. — me CTepHIbHHE PO3YMH, IO MICTUTh OYHINEHI
. (hepMeHTOM (parMeHTH IPOTHUIPABIEBHX KIHCBKUX iMyHornobymiuie F(ab’)2 y
. BUIVISAI Tpo30opoi piguHW Bim 0e30apBHOrO OO0 JKOBTYBATOro KOJLOPY JUIS
NMapeHTepaJbHOTO BBeNeHHS. [IpemapaT MIiCTHTH TJilUMH, SK crabimizarop, HaTpilo
XJIOpUJ, SIK JOMOMDKHY PEUOBHHY Ta ()EHOJI, SK KOHCEPBAHT.

IIpenapatT BHpOONAETHCA ILIAXOM IEpeTpaBlieHHs IENCHHY, 1HaKTHBaLli Telia IpH
KOHTpOJIbOBaHi# TeMIepaTypi Ta OCaKEHHS KalpHJIOBOKI KHUCIOTOK TinmepiMyHHOI
IUIa3MH, OTPUMAHOI 13 3J0POBHX KOHEH, IMyHi30BaHHX NPaBIIEBUM aHATOKCHHOM.

MOKA3AHHSL.

AntutoxkcuH [IpaBuesuii bp.®@. Hagae macuBHUN IMyHITET 0cobaM, sSKi He MarOTs abo
MaroTh MiHIMaJIbHHM IMyHITET IIPOTH TOKCHHY, yTBOpeHoro Oakrepismu Clostridium
tetani, 30y THHKOM IIpaBL.

JO3YBAHHS TA 3BACTOCYBAHHA:

A) I'padik npodiakTHYHUX [103.

Jlozy 1500 MO aHTHTOKCHHY DpaBLEBOrO CIiJ] BBOIUTH BHYTPIIIHBOM S30BO.
Ipemapar ciiij BBOAKTH SKOMOTa MIBUJLIE ITiCJIs TPABMH, IO HeCe PU3UK 3apakeHHs
npaBleM, HaOpHKIAA: paHu, 3abpyaHeHl OpyaoM, TPyHTOM, KajoM Ta CIHMHOIO,
IPOKOJIOTI Ta pBaHi paHu Tomo. Ha nomaTtok A0 NpodiIaKTHYHOIO BBEACHHS
AHTHTOKCHHY CJIi/l IPOBOAMTH HEOOXiJHe JIiKyBaHHA paHu. Takox, 6axaHO po3MmodYaTH
OIHOYACHE BBeJICHHS NPOQIIaKTHYHUX 103 aHTUTOKCHHY IIPaBLEBOTO.

B) I'padik TepaneBTHYHHX H03.

TepaneBTHYHA 032 BU3HAYAETHCS TSHKKICTIO Ta TPHBAIICTIO 3axXBOpioBaHHA. Jlo3y Bif
10000 MO pmo 20000 MO aHTHTOKCHHY IIpaBLEBOIO PEKOMEHIYETHCS BBOIUTH
BHYTPIIIHEOM’ 30BO Bijipa3sy, Miciisl BUSIBIIEHHS Y Malli€eHTa TAKHX CHMIITOMIB NpaBIif,
SIK: CTUCHEHHS IIeJiel, M si30Bi ClIa3MM TOINO; MIC/s BXXUBAHHS 3allOO1KHHX 3aX0J1B
IOJ0 MOXMUIMBHX MOOIYHMX peakiii Ha cHpoBaTKy. baxaHo BCIO 103y BBOIUTH
Bimpa3zy. Kpim Toro, Moxe OyTu mnpoBeaeHE CHMITOMATHYHE JIKyBaHHS, IO
CKJIaJIa€ThCs 3 aHTHOIOTHKIB, CEIaTHBHHUX 1 IMPOTUCYIOMHHMX JIKapChKHX 3aco0iB Ta
MmiopenakcanTiB. IIi1 yac BUIHCKW, MAIi€HTa CIiJl aKTUBHO IMYHI3yBaTH BaKIIMHOIO
MPOTH IPABIIA Ta IPOKOHCYJITYBATH 1010 HACTYIIHUX OyCTEpHUX 103.

NOBIYHI PEAKIIIIL
AHTHTOKCHH IpPaBIEBHI KIHCBKHMH € TeTepoJOTriYHUM Ul JIOAWHHU 1 TOMY, HasBHI B
HEOMY YY>KOpiaHi GLIKM MOXYTh JaBaTH PiAKiCHI MOOiuHi peakiii, Taki fK: OJIIHICTb,
NiTIMBICTE, HyIOTa, OIIOBOTA, KPONMHKB SHKA Ta MNaJiHHSA apTepialbHOTO THUCKY; b
NPOTHil TAKMM peakilisiM moTpibHo HeralHo BBecTd 1 mMJ aapenadiny 1:100
3aBaJAH IOBHHeH OyTH NI pyKoOl, nepel BBEACHHAM [103H a
NpaBLEeBOro.




Cnin noTpuMyBaTHCs BCIX 3aX0iB, 100 3amodirtu Takum peakuism. [lepex in’exuiero
AHTUTOKCHHY IIPaBI€BOr0 HEOOXIHO 3allUTaTH y Malli€eHTa HAaCTYyITHE:

1) YUu pobus BiH panime iH’eKiii Oyab-SKOro mpenapaTty 3 CHpOBaTKH KPOBi KOHe#?

2) Yu € B #oro ocobucToMy aHaMHe3i UM B aHaMHe3i 4ieHiB ciM”i aneprii, To6TO:
acTMa, ek3eMa abo ayepris 4o JiKapChKHX 3ac00iB?

OcobaM, 110 cTpaxIaroTh Ha ajleprito, aHTUTOKCHH NpPaBLEBHH CIiJl BBOJUTH Yepes
15-30 xB. micns BBeNEHHS AHTUTICTAMIHHHX IIpelapariB, TIiJIpPOKOPTH30HY
BHYTPIIHbOM 5130BO, TaKOX, OJHOYACHO 3 aHTHTOKCHHOM, MOXXHa BBOJMTH | MII
Anpenaniny 1:1000 BryTpimHbOM’si30BO. IIpH HEOOXiOHOCTI, TiIPOKOPTH30H YH
aJipeHaliH MOJKHa BBECTH ITOBTOPHO. Y JI€SKUX BHIANKAX TaKi CHMIITOMH SIK: CBEPOIK,
KpOIIMB HKA, OB y cyriobax Ta M’s3aX, JIMXOMaHKa, 30UIbIIEHHS JTiM(paTHUHHX
BY3J1iB, 3’ IBJIAIOTHCS NpUOIM3HO Yepe3 7-12 muiB micns in’exuii cuposartku. LIi peaxuii
CIIiJl JIIKyBaTH aHTUTICTaMiHHMMH IpenapaTaMHd Ta KOPTHKOCTepoigamu. 3a3BHYai,
Takl peakuii Mo TUIy CHPOBATKOBOI XBOPOOW TPUBAIOTH NEKiLIbKA AHIB 1 Mali€eHTH
OLyXYIOTb 6€3 Oy1b-SKUX YCKIIATHEHb.

SIK TIOCTAYAETDHCHL.
IIpodinakTiyna go3a:
- ArtutokcuH Ilpasuesuit bp.®. 1 500 MO B 1 mi (y ¢nakoHi Ha 2 M)
TepaneBTHYHI 1031:
- Aatutokcus Ilpasnesuit bp.®. 10 000 MO B 3,4 mn (y ¢nakoni Ha SMi)
- AntutokcuH IIpaBuesuii bp.®. 20 000 MO B 5 Ma (y ¢akoHi Ha 5 M)

3BEPITAHHSI.
36epiraty npu temmnepatypi Bit + 2 ‘C no 8 °C. He 3aMopoxxyBaTH Ta TpUMAaTH y
3aXHUIIEHOMY BiJ TeIia MicCIli.

TEPMIH ITPUJJATHOCTL

2 poxu.

IIPOTUIIOKA3AHHSA TA 3ACTEPEXEHHA:
Heo0OxinHO BXXHTH BCi HalieXHi 3amo0iXHI 3aXOQM IPH 3aCTOCYBaHHI MalieHTaM 3
BiZIOMOIO TiNEpUyTIHMBICTIO MO0 KOMIOHEHTIB Hpenapary. I[IporHo3 pH3HKiB Ta
HeOOXIJHICTh IIKIPHMX TECTIB Ha YyTJIHBICTh € CYNEPEWIMBHMH, NPOTE MOXYTh
BHKOHYBaTHCh Ha PO3CY/I JIiKaps HACTYITHHM YHHOM:

a). BeeniTh BHYTpilHbOMIKIpHO 0,1 MJI aHTUTOKCHHY MpPaBIE€BOro, po3seneHoro 1:10y
¢izionoriyHOMY pPO34MHI, B 3rHHAIBHY IIOBEPXHIO NEPeNIUIiYds, II00 YTBOPHIIACH
namnyJjia JiaMeTpoM MpuOIu3HO 3 — 4 MM.

©). BBenite Takui xe 00’e€M 3BHHYaiHOro (i3i0JIOriYHOr0 PO3YHHY, SK HEraTHBHY
npo0y B 3THHAJIbHY IMIOBEPXHIO 1HIIOTO MEPeIIIiays.

B). YUepes 15 xBunuH, 301nb1IeHHS AiaMeTpa mamyiad g0 10 MM i Ginbine, 3 mOsSBOIO
HaOpsAKy Ta rimepeMii, OIIHIOETbCS SK MO3UTHBHHM IIKIpHHH TeCT, 38 YMOBH, IO
peaxilis Ha TecT 3 ¢i310J0TIYHHM PO34HHOM OyJia HEraTHBHOIO.

n). Piske migBumenHs abo MamiHHS apTepiabHOrO THUCKY, CHHKOIIE, IT
OVXaHHA, cepueOuTTst Ta Oynb-sfKi IHII CHCTEMHI IPOSBH CIII OI
IMO3UTUBHUM TECT.




e). HeratuBHuii IIKIpHUH TeCcT HIKOJIM HE € rapaHTielo JUIs JiKaps, M0 HisKol
aHahiJIaKTUYHOI peakilii He Bii0y1eThCs.

BHUPOBHHK:

TTpemiym Cepymc enn Bakuine I1eT. JITx.,

C. Ne 354-1, 354-2A/1, ET noct-HapastHraos,
nozany lllemmneitn Innamx, Tan. Ixynnap,
okpyr Ilyna (M.C.) 410504, THIL.
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