LIGNOSPAN

Thube 1€ Lidocain HCL2% va Epinephrin - Dugc dién Hoa Ky

LIGNOSPAN FORTE (Thudc tiem Lidocdin HCL 2% va Epinephrinl.50.000)

LIGNOSPAN STANDARD (Thuge tiém Lidocain HCL2% va Epinephsin 1:100.000)

Dung dich gy 18 cuché trongnba khoa.

Rx: Chi dwge diing theo sy ké toa.

Masi:

Lignospan forte vi Lignospan Standard 1 cdc dung dich ding trudng v0 kbudn chita mot it
gy t& cucbg Lidocain Hydroclorid vd mdt chit co mach 1 Epinephrin (dudi dang bitartrat) va
duge dding dudng tidm. C4 hai dung dich déu dugc déng trongong 1.8m}. (Xin doc " chi dinh va
cdchding" 48 blét cch dingdic bigt) =

THANHPHAN (o117 THUOCTIEMLIGNOSPAN

Ten thong mgi | Dic tinh cia sin phiim Céng thite

Lidocain Epinephrin 6ng liéu don

Hydroclorid  (dang bitartrat) | Natriclorid Kali Edetate

Néng'd6 % P46 pha lodng metabisalfit Dimitrate

- . (mg/ml)  (mg/ml) (mg/ml)

Lignospan Forte | 2 1:50.000 6.5 12 0.25
Lignospan 2 1:100.000 6.5 1.2 0.25
Standard :

pheiiacdcdung dichLignospan forte v Lignospan Standard dude diéu ehinh theo gidi han cda
duge dién Hoa Ky biing Natri Hydroxyd.

CO CHE TAC DUNG: lidocain lam 6n dinh mang nd ron thin kinh bling cit fc ché dong
ion cdin cho khéi phdt va dintruyén xung dong thinkinh, ¥ d6 ¢6 tic dung gdy t& cucbd.
Khéidduvigud trinkgdyté:

Khi dude diing ghy t& tidm ngdm & ngudri bénh chita ring, th¥i gian khéi diy trung binb 12 dudi
hai phiit cho cd hai dgng Lignospan.

Lignospan Forte (Dung dich Lidocain HCI2% va cpiphrin £:50.000) hode

Lignospan Standard (Dung dich Lidocain HCL2% va Bpiphrin 1:100.000) cho thifi gian gy 1€
tly ring trung binhitnhdtla 10phatvéi giaidoan gy té mé mémla khodng 2,5 gid.

Né&u ding d€ phong b& tiy ring & ngudii hénh chita ring thi thii gian gdy 18 trung binh cho cd
hai dang Lignospan 12 2-4 phit. Lignospau Forte (dung dich Lidocain HCL2% v& Epiphrin
1:50.000) hofc Lignosapn Standard (dung dich Lidocain HCL2% v6i nfng do prphml
1:100.000) cho thdi gian gdy t& tlly riing trunig bink 1tnhét 90 phiit vdi giai doan ghy t& mé mém
khodng 3-3,5 gits.

Huyét dbng hoc:

Ham Irgng trong radu qui cao ¢6 thé gy bi€n a8 kru higng tim, sy d& khang todn thé mach
ngoai vi vi dp lyc d6ng mach lrung binh. Nhang bigh 48] niy c6 thé do tdc dung trc ti€p clia
thudc (& léncdc thinhphin cia he nmmach hoje do thc dyngkich thich thu thé -adrenergic khi
¢6 miit Epinephrin.

Dugc ding hoc va chuyén hba:

Céc thong tin thu duge ¥ cong thite, ndng d6 vi cach si dyng chira rdng Lidocain dugchdp thu
hodn todn sau khi tiém, 16¢ @6 hap thu clia thudc thy thuc vio cie y&u t6 khdc nhau nhu vi trf
tiém va ¢6 hay khong c6 thudc co mach. Trif dudng tidm mach méu, ndng 66 cao nhi trong
méu 13 saukhi phong b€ thinkinh 1ién sudn va ndng & thi{p nhélt 13 saukhi tiém dudida.

Sy lién k&t vdi protein huy&t twong cia Lidocain tity thuc vio nfng d6 thutic va lién k€t phin
doan gidm khi ndng db ting.V6indng d6 1-4g basc tt do trong Lml, thi 60- 80% Lidocain lién
k&t vdi protein Lién k&t ndy cling phy thuac vao néng dé -1-acid glicoprotein trong huyét
tuong.
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Lidocain chuy&n hoa nhanh & gan, edc chit chuy&n hoa vi chat me chua chuyén hoa duge thai
qua thin, Su chuyén bida siah boc bao gdm ca¢ phin ting N-oxy hoa mit alkylhydroxy! héa &
nhidn thom , cdt day néfi amid vk phin ing lign hep N-oxy hoa mdtalky! 12 dutng chuyén hoa
sinh hocchinh tao ra cde chit chuy€n héa monoethylglycinexylided vi glycenixylidid. Céctic
dyng dude Iy va ddc tinh cla nhitng chit chuyén héa ndy tong 1y ahing khong manh bing
Lidocain. Khodng 90%Lidocain da ding dugc th] triy dudi cdc dang chuyén héa khdc nhau vi
dusi 10% dudc thii ol dudi dang chitme Khang bidn di. Sin phim chuyén héa chinki rong
mide idu 4 chit lidn hgp cia4-hydroxy-2.6-dimethylanilin.

Cicnghién citu v& chuyén hoa clta Lidocain, sau ki tiém tinh mach cho thi'y thifi gian bin thii
ctia thuSendly t1,5-2 gid . Do tBcdd chuyén héa nhanhciia Lidocain, bitky diduki¢nnio dnh
huwdng dén chite niing gan déu c6 dnh hudng difn dong hye ela Lidocain. Thdi gian bin thii cé
thé kéo dii gdp haihoic hon nita § cdc ngudi bénh suy ning gan.

Suy thn khong 4nh hudng 161 dng hoe cfia Lidocain nhung c6 thé ting tich ity cdc chat
chuyén héa clia Lidocain,Cac yéu t6 nirnhidm acid chuyén héa va vide st dung cc chaltkich
thichva ttc ch& hé thin kinh trung uong 4oh hdng 16i ndng 46 cln thi€t clia Lidocain trong hé
thAnkinh trung uong d€ gy tic dong toan thin, Cac bidu hisn bt lgi khdch guanting 1én cling
Vi tngudng 46 huyet toag t9] trén 6,0g/ml dude coi 12 ngudng d€ bi co gidt.
Chidinhvicdeh ding:

Cic dung dich Lignospan dugc diing d8 gdy t& cuc hd trong edc thl thuat nha khoa biing cdch
phong b€ thdn kinh hode quy tinh gy t¢ 1i6m ngim. Chi chdp nhdn nhiing quy trinh cho nhiing
thil thuat niy nhu da md 4 rong cdc thi idu chudn,

Ching chidinh:

Ch&ng chi dink Lignospan vdi ngudi benh 6 tién s mAn cAm v3i thudc (& nhém amid hodc véi
hatky thinh phin ndo c6 trong cong thitc thudc 8m.

Cinh bdo:

Bics§ nhakhoa dang hinh nghé cd s dung thudc t8 phai théag thao vé chindodn va xit 1y cdc
g hop cp el o6 thé xay ra i ding cdc thudc ndy. Cc thict bi héi stic cip city, oxy va
cée thudc hdisitc khdc phii sincd d€ dimg ngay tic thi.

Khong duge fiém v v mych o -chi G8m ohim.

PE gidm thidu viec tiém phdi mach mdu, e ki tiém mot dung dich giy 16 cuc bo cin phii
hiitra. N&u cé mdu bi hitra, dtkim laj cho dén khi khdng cdn mau bi hit ra khi kéo pitdng dé
it Tuy nhifn, nén nb6 ring khong c6 méu trong xilanh khong ddm bio sling s& trdnh dugc
tiém vio mach mdu v viée hit kép lubn Tudn duge khuyén edo. Thii thujt giy t& cye bd cdn
i ti6n hanh thin trong khikha v dinh Hém bt viémhogcnhifm khuin,

Céc dung dich Lignospan ¢6 chita kalimetabisulfit, i mot sulfit o6 thé gdy phin ¥ng kiéu dj
ttng, bao gdm cic trigw ching phin vé vi con hen de doa tinh mang hoie it nguy hidm hon &
mdt s& ngudi nhay cdm. Sy phé bi€n ciia tinh rang min cam vdi sulfit trén déin s6 vAn con chvia
bi&t v o6 1h€ thdp. Nhay cdm v6i sulfit thuling hay gip & ngudi mic bénh hen hon 12 & nhitng
ngudikhdngbihen.

Thin trong chung:

S an todin va tnh hidu e cia Lidocain phy thude vio lidu thich hap, k§ thudt chinh xdc, sy
thintong théa ding va shn sing xG1¥ cdc trwdng hop cip ctre . Cdc thi€thi hdi sic, oxy vi cde
thudc hdi stc khéc cAn sin sing ¢6 d€ dimg ngay e thi (Xin doc phdn "cinh bdo va cic pbdn
ing btigi™)

Nén diing liu thip nhit cé hitu qud ghy & d€ trdnh ndng 40 cao trong huy&t twong vi cde tc
dung cé hai nghiém trong, Cic idu Lidocdin nhic 1ai ¢6 thé lam ting ddng k& nfng d6 wong
méu sau mSi 1An ahic lai, do c6 tich liy chim cfa thude va cée chilt chuyén héa. Kha ning
dung nap cAc ndng dd caa trong mdu bign ddi theo thai trang cla nguti bénh, ngudi suy yéu,
ngudi cao wéi, bi benh ¢£p tinh v2 & emnén duge diing gitm liu phi hop v6i tudi va fish
trang thé luc ciia ho (xin doc phdn “Lidu lugng va c4ch diing ). N&ungudsi bénh duge cho dimg
thuc an thin 48 gidm bdtsghii, nén gidm liéu vi cde thudc té cling nhucdc thudc an thdnkhdc
Jim fc ché thin kinh trung vdng, néu kEThgp ¢6 thé gay thc dung cong huBng. Tré em cho diing
Héutdi thi€a méiloai. ’

Nén diing thin trong Lidocain & nhitng ngutii bi shock ning hodc block tim, Thén trong khi
dimg Lidocain cho cdc ngudri bi bénh suy immach. Phdi diing thin trong cdc dung dich gay té
cne b chita chit co mach & nhitng ving cd thé o6 nhién dong mach hoiic o6 he thdng cip mau
bi tSn thong. Ngudi bi b§h d mach ngoai bién vi ngwbi bi ting huy8t4p o6 thé c6 ddp dng co
‘machqud mic, c6 thé ghy thidu mdu cuc b hodic hoai & Cde ch¥ phdmco chifa chit co mach
phéidugc dimg thin trong véi chc ngudi bénh dang ding hode vita ding céc chit gy mé vico
thé giipJoan nhip tim.

Mhitng dfu hidu sng con v8 tini mach va hd hip vi sy tinh tdo clia ugum béuh cin duge gidm

sétsauméilin iém. Cdc ddu hidu bdnchdn, i tai, chong mit, md mit, run, trdm cdm, hodie ngl

gited thé bdo trude cho thiy thute vé khd ning nhifm doc hé thinkinh rang wdng.

D#fu higu vi tridu chimg cfia suy gidm chife ndng tim mach thuding c6 thé do mét phin tng
mach thinkinh phé vi, dae bist néungudsi bénh dang § twthé ding, dat ngutsi bénh nim xudng
khinhén ra mot dap Gag bat I¢i sau khi tiém thusc t& (Xin doc phdn "tdc dyng khong mong
mudn, hé tim mach"). Than teong khi ding Lidocain cho nguti c6 hénh gan, vi cdc thube ghy ¢
nhém amid dugc chuyfn héa tai gan. Neudi bi bénh gan niing, do khong 6 khd ning chuyén
héa binh thiding thudc 6, nén thwting o gy ¢d ting ndng 46 trong huy€t iwong i mife gdy
doe.

Nhidn thude & duge coi 12 e nhin quan trong gy 1a chifng $6t cao dc tinh ¢ fnh gia dinh, VI
Kkhong bidl 16 lidu cdc chit gy & nhém amid o6 th giy 1a phin ing n2y khong va vi viee cén
thiét dimng chi't gay mé 46 bd sung khong thé duge dy dodn rude, nguli 1a khuyén nén sin sing
¢ phudng phép xif Iy chudn, Nhitng diu hi€u sém khong gidi thich duge elia cdc chitng nhip
tim nhanh, thd nhanh, huy&t 4p khdng 8o divh vi nbifm acid chuyén hoa o6 thé d€n mudc khi
hiét 48 ting cao. Vige xit Iy thanh cong phu thude vio chin dodn som, ngiing ngay cdc tic
nhan bi nghi ned, didu tri nhanh bao gdm thd oxy duntrolen {doc Kk bao bi dantrolen natr tém
tinh mach trwdolhi ding ) v cdc bién phép h trg khde,

Thin trong khi diing Lidocain cho ngudi da bi€1 1a ¢6 nhay cdm véi thudc, Ngudi bénh diting
v6i chic dfin chit cila acid para- aminobenzoic (procain, tetraczin, benazocain..) khdng cé mén
cdmchéo vdi Lidocain.

S dung §vimg dduva cd:

Thubc t& cuc bb dudc tiém & khu v diu vi c8, bao gbm vimg sau nihdn cdv, 1éing phong b§
hach sao c6 thé giy ra phin g ¢6 hai twong i nhu'ngd doc todn thin gip khitiém vio mach
dokhbngchit dinhva véinhitng H&ulon. Cde ddu hieu b 18n, co gidt, suy hd hdp hojc ngiing hd
héfp va Ifch thich hofic o ché tim mach d3 duge ghi nbAn. Nhiing phén tng niy 6 thé do tiém
thudc gdy té cucbd vao tiém mach v4i dong trdo nguge vao tudn hoan nio. Nhitng ngudi bénh
bi phong bf ol v4y cin dugekiém sodtlién tue. Doingli héi st ofip cifu vi nhin vién didu tri
nhitng phinitng ¢6 hai clia thude can fhudng inyc &€ chay chita kip thd.

Khéng nén vugtqud lidu khny&n cdo (xindoc phin "liéu ding v cdchdimg™)
Thongtin cho nguii bénk:

Céan th(mg bdo cho ngudi bénh bist vé kbl ning m4t tarm thifi cdm gldc vi chifc niing cd sau }\hx
tiém ngdm vd phong b8 thinkinh.

Neuoi bénh cin duge thong bio c4n thin tranh chah thudng do s¢ ¥ & mdi, lwdi, niémmac trong
md hoiic vdm miéng, khi cdc ndi ndy bi gdy t&.Vi viy , cin phéi hofin 3o trurdc khi héttdc dung
clia thudc té v cée chite ning binh phuc .Cin thing bdo che nguch bénh dén bdo cdo bic s§
nha khoa néu vin cdn té hodc gip phdtban.

Trong tdc thube ddng ké trang ldm sing:

“Vige st dung cdc dung dich giy t€ cuc b c6 chita epincphrin cho ngudi bénh dang ding thude
{te ch& monoamine oxidase (IMAO), thudc ching trim cdm ba vdng hojic cdc phenothiazin 6
thé gy ra ting hodc ha huy&t4p k6o dai nguy hi€m. Cén trénh phdl hop ccloai thudc ndy véi
Lidocain, N&u bt bugc phiiph6i hop thi nhal thi€t phdi gidm sdcchiit ché nguibénh.

#Vide diing ddng thii véi mt thude gy ting huy&t dp vi edo thude trd @8 logi ergotcd thé gay
ring huy&t dp dai ding nguy hiém hoiic tai bi¢n mach mu ndo. Vi cd hai dung dich Lignospan
@8u 6 chita chit co mach (cpincphrin) viée ditng ddng (o cde dung dich nay véi mbt thudc
chen -adrenergic (propranol imolol....) véi mdt dung dich gy (& cd chia chal co mach, ¢é thé
giyrachitngting huy8tdp phy thude iéu va nhip tim chéim, cé thé kém theo block tim. .
Tugng tde thue vé cdc xét nghidin:

Tiém bip Lidocain ¢6 thé ghy ting nbng 49 creatin phosphokinase, Vi thé viéc ding xét
nghiém ndy ma khing thch riéng isoenzym nhw mt phép thit chin dodn nhdi mau ed tim cip
6 thé bi sai do iém bilp Lidocain.

Khd ndng gdyung thubien di v gigm sinh sén ;




Carcinogenesis, mutagenesis, impairment of fertility:

Studies of lidocaine in animals to evaluate the carcinogenic and mutagenic potential or the effect
on fertility have not been conducted.

Pregnancy:

* Teratogenic Effects Pregnancy: (Category B) reproduction studies have been performed in rats
at doses up to 6.6 times the human dose and have revealed no evidence of harm to the fetus caused
by lidocaine. There are, however, no adequate and well-controlled studies in pregnant women.
Animal reproduction studies are not always predictive of human response. General consideration

Treatment of local anesthetic emergencies
The first consideration is prevention, best accomplished by careful and constant monitoring of

cardiovascular and respiratory vital signs and the patient's state of consciousness afier each local
anesthetic injection, At the first sign of change, oxygen should be administered.

The first step in the management of convulsions consists of immediate attention to the
maintenance of a patent airway and assisted or controlled ventilation with oxygen and a delivery
system capable of permitting immediate positive airway pressm:e by mask. Immediately after the

should be given to this fact before administering lidocaine to women of childbearing p ial
especially during early pregnancy when maximum organogenesis takes place.

Nursing mothers:

It is not known whether this drug is excreted in human milk. Because many drugs are excreted in
human milk, caution should be ised when lidocaine is admini d to a nursing woman.
Pediatric use:

Dosages in pediatric population should be reduced, commensurate with age, body weight and
physical condition (See Dosage And Administration).

Adverse Reactions:

Adverse experiences following the administration of lidocaine are similar in nature to those
observed with other amide-type local anesthetic agents. These adverse experiences are, in general,
dose-related and may result from high plasma levels (which may be caused by excessive dosage,
rapid absorption, unintended intr lar injection or slow bolic degradation), injecti
technique, volume of injection, hyp itivity, idiosyncrasy or diminished tolerance on the part
of the patient. Serious adverse experiences are generally systemic in nature. The following types
are those most commonly reported.

Central Nervous System;:

CNS manifestations are excitatory and/or depressant and may be characterized by

Liohth

dedness, nervousness, apprehension, euphoria, confusion, d drowsi , tinnitus,
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blurred or double vision, vomiting, sensations of heat, cold or numbness, twitching, tremors,
convulsions, unconsciousness, respiratory depression and arrest. The excitatory manifestations
may be very brief or may not occur at all, in which case the first manifestation of toxicity may be
drowsiness merging into unconsciousness and respiratory arrest. Drowsiness following the
administration of lidocaine is usually an early sign of a high blood level of the drug and may occur
as a consequence of rapid absorption.

Cardiovascular system:

Cardiovascular manifestations are usually dep ized by bradycardia, hyp

and cardiovascular collapse, which may lead to cardiac amrest, In addition, the beta-adrenergic
receptor: lating action of ine may lead to excitatory cardiovascular responses, such
as tachycardia, palpitations, and hypertension. Signs and symptoms of depressed cardiovascular
function may commonly result from a vasovagal reaction, particularly if the patient is in an
upright position. Less commonly, they may result from a direct effect of the drug. Failure to
recognize the premonitory signs such as sweating, a feeling of faintness, changes in pulse or
sensorfum may result in progressive cerebral hypoxia and seizure or serious cardiovascular
catastrophe. Management consists of placing the patient in the recumbent position and ventilation
with oxygen. Supportive treatment of circulatory depression may require the administration of
intravenous fluids and, when appropriate, a vasopressor (e.g, ephedrine) as directed by the clinical
situation.

Allergic reactions:

Allergic reactions are characterized by cutaneous lesions, urticaria, edema, anaphylactoid
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reactions, or dyspnea due to bronchoconstriction. Allergic reactions as a result of sensitivity to
lidocaine are extremely rare and, if they occur, should be managed by conventional means. The
detection of sensitivity by skin testing is of doubtful value.

Neurologic reactions:

The incidences of adverse reactions (e.g., persistent neurologic deficit) associated with the use of
local anesthetics may be related to the technique employed, the total dose of local anesthetic
administered, the particular drug used, the route of administration, and the physical condition of
the patient.

Overdosage:

Acute emergencies from local anesthetics are generally related to high plasma levels encountered
during therapeutic use of local hetics or to uni ded subarachnoid injection of local

anesthetic solution (See Adverse Reactions, Warnings And General precautions).
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of these ventilatory measures, the adequacy of the circulation should be evaliated,
keeping in mind that drugs used to treat convulsions sometimes depress the circulation when
administered intravenously. Should convulsions persist despite adequate respiratory support, and
if the status of the circulation permits, small increments of an ultra-short acting barbiturate (such

Armin q

as thiopental or thiamylal) or a benzodiazepine (such as diazepam) may be
intravenously. The clinician should be familiar, prior to use of local anesthetics, with these
anticonvulsant drugs. Supportive of circulatory depression may require administration

of intravenous fluids and, when appropriate, & vasopressor as directed by the clinical situation
{e.g., ephedrine).

If not treated immediately, both convulsions and cardiovascular depression can result in hypoxia,
acidosis, bradycardia, arthythmias and cardiac arrest. If cardiac arrest should occur, standard
cardio-pulmonary resuscitative measures should be instituted. Endotracheal intubation,
employing drugs and techniques familiar to the clinician, may be indicated, after initial

administration of oxygen by mask, if difficulty is ed in the mai of a patent
airway or if prolonged ventilatory support (assisted or controlled) is indicated. Dialysis is of
negligible value in the treatment of acute overdosage with lidocaine.

The intravenous LDS50 of lidocaine HCI in female mice is 26 (21-31) mg/kg and the subcutaneous
LID50 is 26 (203-304) mg /kg.

Dosage and Administration:

The dosage of Lignospan (Lidocaine HCL and epinephrine) depends on the physical status of the

patient, the area of the oral cavity to be anesthetized, the vascularity of the oral tissues, and the

technique of anesthesia used.
The least volume of solution that results in effective local anesthesia should be administered; time

should be allowed between injections to observe the patient for manifestations of an adverse
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reaction. For specific
standard textbooks.
For most routine dental proced L Standard (Lidocaine HCL 2% with a 1:100,000

epinephrine concentration) is preferred. However, when greater depth and a more pronounced

and proced of a local ia in the oral cavity, refer to

hemostasis are required, Lignospan Forte (Lidocaine HCL 2 % with 1:50,000 epinephrine
concentration) should be used.

Dosage requirements should be determined on an individual basis. In oral infiltration and / or
mandibular block, initial dosages of 1.0 - 5.0 mL (1/2 to 2.5 cartridges) of Lignospan (lidocaine
HCI 2% solutions with a 1:50,000 or a 1:100,000 epinephrine concentration) are usually effective.
In children under 10 years of age, it is rarely necessary to administer more than one-half cartridge
(0.9-1.0 mL or 18-20 mg of lidocaine) per procedure to achieve local anesthesia for a procedure
involving a single tooth. In maxillary infiltration, this amount will often suffice to the treatment of
two or even three teeth, In the mandibular block, however, satisfactory anesthesia achieved with
this amount of drug, will allow treatment of the teeth of an entire quadrant.

Aspiration is recommended since it reduces the possibility of intravascular injection, thereby

o

keeping the incidence of side effects and ic failures to a mini Moreover, injection

should always be made slowly.

Maximum recommended dosages for Lignospan (Lidocaine HCL 2% solutions with a
1:50,000 or a 1:100,000 epinephrine concentration). '

Adult:

For normal healthy adults, the amount of lidocaine HCI administered should be kept below
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500 mg, and in any case, should not exceed 7 mg/kg (3.2 mg/lb) of body weight.
Pediatric patienis:
Pediatric patients : It is difficult to recommend a maximum dose of any drug for pediatric patients
since this varies as a function of age and weight. For pediatric patients of less than ten years who
have a normal lean body mass and nommal body development, the maximum dose may be
determined by the application of one of the standard pediatric drug formulas (e.g., Clark's rule).
For example, in pediatric patients of five years weighing 50 Ibs, the dose of lidocaine
hydrochloride should not exceed 75-100mg when calculated according to Clark's rule. In any
case, the maximum dose of lidocaine hydrochloride should not exceed 7 mg/kg (3.2 mg/lb) of
‘body weight.
Note
Parenteral drug products should be inspected visually for particulate matter and discoloration
prior to administration whenever the solution and container perrit.
How is Lignospan Injection Supplied:
Lignospan Forte (Lidocaine Hydrochloride 2% and Epinephrine 1:50,000 injection) is available
in cardboard boxes containing 5 blisters of 10 x 1.8 mL cartridges. (NDC 51004-1096-7).
Lignospan Standard (Lidocaine Hydrochloride ‘2% and Epinephrine 1:100,000 injection) is
available in cardboard boxes containing 5 blisters of 10 x 1.8 mL cartridges (NDC 51004-1095-6)
Store at controlled room temperature, below 25°C (77°F). Protect from light. Do not permit to
freeze.
BOXES : For protection from light, retain in box until time of use. Once opened, the box should
be reclosed by closing the end flap.
Do not use if color is pinkish or darker than slightly yellow or if it contains a precipitate.
Sterilization : Storage And Technical Procedures
1. Cartridges should not be autoclaved, because the closures employed cannot withstand

autoclaving temperatures and pressures.
2. Ifchemical disinfection of anesthetic cartridges is desired, either isopropyl alcohol (91%) or

70% ethyl alcohol is recc ded. Many ially available brands of rubbing alcohol,
as well as solutions of ethyl alcohol not of U.S.P grade, contain denaturants that are injurious
to rubber and, therefore, are not to be used. It is recc ded that chemical disinfection be

accomplished just prior to use by wiping the cartridge cap thoroughly with a pledge of cotton
that has been moistened with recommended alcohol.

3. Certain metallic ions (mercury, zinc, copper, etc.) have been related to swelling and edema
after local anesthesia in dentistry. Thereft hemical disinf ining or releasi
these ions are not recommended. Antirust tablets usually contain sodium nitrite or some
similar agents that may be capable of releasing metal ions. Because of this, aluminium sealed
cartridges should not be kept in such solutions.

4. Quaternary ammonium salts, such as benzalkonium chloride, are electrolyticaily
incompatible with aluminium. Cartridges of Lidocaine and Epinephrine Injections are sealed
with aluminium caps and therefore should not be immersed in any solution containing these
salts.

5. To avoid leakage of solutions during injection, be sure to penetrate the center of the rubber
diaphragm when loading the syringe. An off-center penetration produces an oval shaped
puncture that allows leakage around the needle. Other causes of leakage and breakage include
badly worn syringes, aspirating syringes with bent harpoons, the use of syringes not designed
to take 1.7 mL cartridges, and inadvertent freezing.

6. Cracking of glass cartridges is most often the result of an attempt to use a cartridge with an
extruded plunger. An extruded plunger loses its lubrication and can be forced back into the
cartridge only with difficulty. Cartridges with extruded plungers should be discarded.

7. Store at controlled room temperature, below 25°C (77°F).
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