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The anti-anabolic action of the JN. While this is not
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10, Details of Manufacturer temia, and acidosts. Under such conditions, monstoring recommended. and the

total daily dosage shouid not exceed zoo‘mg in 24 hours. If renal impairment exists, aven usual oral or parenteral doses
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11. Details of Permission or License number with date . G/28/64 fedAN2022 Photosensitivity
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Central Nervous System Effects
Cenlral nervous system side effects including light-headedness, dizziness or vertigo have been reported. Patients who
expenence these symploms should be cautioned about dniving vehicles or using hazardous machinery while on
minocycline therapy. These symploms may disappear during therapy and usually disappear rapidly when the drug is
discontinued
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o Clostndium difficile associated diarthea (CDAD) has been reported with use of nearly all antibactenial agents, including
e Q minocycline, and may range in sevenity from mild g;m:- to fatal colitis. Treatment with antibactenal agents alters the
of il
0 C. difficile produces toxins A and B which contribute o the development of CDAD. Hypertoxin producing strains of C.
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X .y intibacterial agents.
Questus Pharma Private Limited X e . "
Plot No.25-HIG, Survey No.912P, 913P, 941P, g roprate flud and electroly . protein . antbe Yol C. dffiche, and surgrcal
944P, 945 1o 962 and 964P, First floor, Phase XV, :
L Kuk ih Medchal-Malkaigiri Intracranial Hypertension
KPHB - Colony, Kukatpally, cl jgn. % (H cerebr) has been with the use of inciuding
District, Telangana State, India. Minocycline. Clinical mandestations of IH include headache, blurred vision, diplopia, and vision loss, papliedema can e
found on Women of chikdbx age who are 9Nt or have a history of IH are at greater nisk for
TM - Trade Mark Applied ¢ IH. C t use of and should be avoided because
cer
h IH typically resolves after discontinuation of reatment, the possibilty for permanent visual loss exists. If
Manufactured by Althoug eimolog evai s exists. If visual
B g disturbance occurs dunng treatment, prompt oph uaton is warranted. Sir tr
Uni No. 1. Mig. Lic. No:- GZ8%64 remain elevated for weeks afler dn.g cessation patents shouid be montored uni thay stablize. < PTesR® Can
N H. No. 8, Near Grid, Kabipore- 395424, PRECAUTIONS
W Ui No - G284 Qanere!
UntNo 2 - drug may result in
3 As with other antibacterial preparations, use of this Overgrowth of nonsusceptible ory
Survey No 171, ?‘i H No. a.(:: :\fm] fungi.If : o3 and appropnate therapy nstiutod. 00
396424, Novian, Hepatotoxicity has been reported with mnmydwh v"""m:m';"’"mf-"m should be used with caution in pabients with
Incision and drainage or other surgical procedures should be performad in connction with antibacterial therapy when
indicated
heptahydrate. 8
Minocyciine for Injection contains magnesium sulfate ecause magnesium is prman
~ fudney, renal ""D:'fqmenll e " by the
jum, close monitory
‘ Because minocycline for Injection contains magnesium, 9 s tecommended in patient
myocardial damage. " Patients with heart block ot
absence of 8 proven or
Prescribing mmocmm: for Injection in the P u“‘"‘:‘“g ;‘ tuspected bacterial infection o a Prophytactic
ug
Information for Patients
Palients should be ?xmsoled that antibacterial m{g‘ﬁ"“m‘;";“‘l "‘"“g:;-)ﬂe\‘a Injection shouid only be used o treat
hey do not TN cold). When minoc p
o treat a bactenal infection, patients should be tokd that 8INOUGH & 5 camman 1o fee ben:f:"",}.,‘,’,'\ ',;:f‘,"t“,; pretcribed
the medication should be taken exactly as doses or o thecapy,

h 2t completing the full coy
200 (3) incn S irse of therapy may (1
decrease the effectiveness of the immediate treatment and (2) "easa e lkelinood that bactena wil develop m.mn(c.‘

y cline for Injection Ugs in the future
hich
Diarthea is a common problem caused by antbacterials w! usualy ends when the anti
Sometimes after starting treatment t4 patients ¢ op bacterial Is iscontinued.

walery and
stomach cramps and fever) even as late &s o of MOre MONNS afet Naving taken the aay W&mm\xwmm




T R ————

posie
ocours. patients should contact thek wvﬂi'"'-"“"wtomuu
s with other p “‘"‘WMN ctlon

¢ 308700

Pecause totracydines have been shown NWW*‘?
iy require Sownward sdjustment of thel Mm""‘u
Sinoe bacedostatic dnugs may interfers with ¢ !n““‘“mubhm.m
i COMICEON Wth ponciin o pasbosnreg 9ing totracychingg
The concurent use of tetracyclines and metay” Nﬂmmm.ww:"m*wmmm ondct
shorty Defore. Suring, .m' SCEplves laas affactive

Concumentuse of tetracyclines with oral oo
Administration of imotretinoin thould be avided "
mione has boeh 3Ss0cHoH6 Wi PAEUSORITICY ortly aer minocycting thoopy Enchtng

Increased risk of engotism when ergot akalords O

At
VY. patinnts who areon ""W&Mm«m

o dorONVes oy

Haomophius inflsenzee
Kisbsieda spacies
Neisserta mennglidis
Shigeiin species
¢ Microorganisms.
Actinomyres speces
sa recurrent/s .
ycophila puttac
hlam, .
g;.»,.mydm mv,ﬁomnm
é spacies
- ba spacies
';u"";';':';,,mm nucloatum Subspacies fustosme
porim MAnnum

Gver
te heptahydratg Po With tetracycines 20
- fycoplasma praumonk
Minocycine fo Injecton 0;";::‘,"“"‘" L orete 18 Y7 CONCOMAgny ;’;“Mg Serious drug teractions may occur when sbactortum acnes
agents e gty NS depressants, neuromviscray blocking ;;mmm: i P PO
. Treponarma palidum subspacies pertonue
Onuplaboratory Tastinferactiont 9y OCCUT GUB 0 g Uronplasma urealyticum
Fols g urinary With the fluorescence test fity Tost Methods
4.6 Special Populations ofFetility m‘ information rding susceptivig, i -l ssociated lest methods and quality controf
Carch Mutsgenesis, Impairment O e racognized by FOAON 1S rug, plagae ™ Marpratiye crerid 872 11c
inogenesis, g o™ UTOrGonicty stando P P  gov(ST
oot fo ”’:’.‘““J“Jm'im“ww%“.’ il e s resuod in vidance of thyroid g, DIUIO0TeNINES MICs}. Thase MICs pr
bemiogfol i by udes Med angpaeadd in rats Quant thods are used 1o delerming concontrations ( Ca provide
el oo ”Wm\;‘w!y‘w m"“ harg pod °mm‘8 :dd mﬁmh;“b"“ m’r‘:‘a“;lmn suscoptibiity of bactaria m{:ﬁ minena innibiory 200 wcmﬂza;” dewre ool o
mammatian cell assays (1€ . MOuse rvm"d“‘ m)‘“ﬁ Narmgyar ’mm,) ucted, posilve st n'n viry  standardzed method (:w" Velle v w:m.,,‘ o dzed Inocum COrE S acrording o tha crteria
Lok forty I male ratg '(Mwwwmmﬁm\lmx provided in Table 1 812 The MIC vahe®
Pregnancy Diffusion lechniques
" bie astimates of the
Teratogen Effects L Quanttativa methods that require mm,....,,,: of 2one. Gameters, 3150 GEVdS raproduc ity ofbctatalo
Al pregnancies have a background risk of biih 0% CCR. 088, or ot ey S microblar compounds. The zone 5iz shous o\ The zone size pro¥Ie8 By, o imethod 2.3 This procedurs
ar o adequate and e conirolled studes 00 1o use o oy dcomere ofdng exposure, Thera  paper disks impragnated with 30 mog wncydr;';avm usng B e suscoptbaily of mcroorganisms o
retracycline-class " women,
e Taeota remets of anomolies inci,q! RO lotal horm wian pdminisieron 1o NS ke other ™ L
experence. Only kied information is avalabie reGarding nd T rmcuction hawn sen reported I onantwoman, Ly nd
can be establshed. ”""”‘7"“"“’“°“"’“°’°0an.,',‘.°§'.‘$&"“““»»°% mmml.mmm : __“-_4___;—-\ nd Tt ; i
‘Othefetus, Comes Brognant whvia taking this dnsg. e Species Minimal Inhibitor, — s Dlameter Agar Dilution
Nonteratogenic Effects Concentration ('“"/L"H | (mm) (M_ -
Laborand Delivery S el W i A R T L
The of b, YIS unknown Enterobactarigceae®
Nursing Mothers T e 1
Minocyciine <4 8 216 137 (<12 B
M:r‘«;mymm 113 Of the potent for serious adversa reactions in nursing in. - -
importanca ofthedng o hemother. "o e 10 Gscontine prsing f GSCOMINUR the drug, taking 1 pramr o Tetracycline <4 8 26 e [ |
Pedlatric Use 14 d e
Minocycline is not recommended for use i ter®
the nisks. nmwmbmsm“d.g.mnumawm beneflts of therapy cutweigh ‘Tmnocyc““e <4 3 216 > m‘u
Gerlatric Use \l&
mﬂw'w‘mWE'ﬁ“ e did notinclude suffcient numbers of sublects aged 65 and ovar 1o determine Tetracycline <4 8 216 k YT T
usually starting nger subjects, | selection for an el . 1
atthe low .In general, dose \darly patient should
functan, andof end o e s " frequency of ecrcased hepatic. ronal e e

concomitant disease ammmﬂg the greater . renal, of cardiac

4.7 Effects on ability to drive and use machines
D N
22iness, vertigo, headﬁe, hghl-hasdedmns. visual d tinnitus and Impaired i

Haemophilus influenzge

Tetracycline

hearing (carel £
operating machinery, faffected. . 2VeMS $hould bo wamed of these efiects and the possible hazard of arhing or
4.8Undesirable Effects

Body as a wholo: Fover, and discoloration of ‘secretions.

Tetracycline

Minocycline
= s ; i ) cyclin <14
s!mmoslfml. Anorexia, nausea, vomil ing, diarrhea, dyspepsia, stomalitis, glossitis, dysphagia, enamel hypoplasia,
glons. Th Sonahave b . osions {with monlial overgrowth) in the oral and Tetracycline <14
Genitourinary: Vulvovaginitis e ¢ g
Hepatic to i ol . Vibrio cholerger
xicity: Hyperbilirubinemia, Patic cholestasis, inreases in liver enzymes, fatal hepatic failure, and jaundice.
WW*.WWWMW hepatiis, and iver failure have been reported, Jouy Minocycline <4 216 (316 13- [s12
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Central Nervous System: C , dizziness, res , sedation, and vertigo. Pseudotumor cerebri ! milnoec:cline B s -
Ot Thyeokdichiieir ims 56560160 5 50 DS g S A W s o Wi “The current absence of resistance isolates precludes defining any result other than “susceptible®,
minocyciine therapy is given over prolonged m m‘;m “:v 3igns of thyroid cancer should pedzrmmr;g;‘ gmm Ifisolates yielding MIC results other than susceptible, they should be submitted to a reference
W,M o:o' prolonged periods,latracycines have produce brown-black microscopic discoloration of the laboratory for further testing.
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A report of “Susceptible” indicates that the antimicrobial drug Is likely 10 inhibit growth of the microargan
Oral cavity g tongue, ip, and gum) h reaches th usually achievabl at the site of infection. A report of 'Inm:’r:;:;
oo - 2 indicates that the resuft should be equivocal, and, if the ism is not fully 10 aiternative,
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The ok —— ing o X Aswith * the drug is physiologically concentrated or in situations where high dosage of drug can be used. This ca also
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be present.

Lupus-fik d g of antibody; arthralgia, arthritis, joint stifiness, or joint swelling; and one
on;’:wcdm; following. fever, myalgia, hepatitis, rash, and vasculitis.

Serum sickness-like syndrome consisting of fever, urticaria of rash; and arthralgia, arthitis, joint stiffness, or joint swelling
Eosinophilia may be present.
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5, Pharmacological Properties
5.1 Mechanism of Action
to exert their antimicrobial effe protein
The ychnes are primarity tatic and u:mw effect by the inhibition of d
synthesis The 9 I8 comi? sy
positive and Gram-neg .Gl
5.2 Pharmacodynamic Properties
Listof Microorganisms

Minocyciine has been shown (o be active against most isolates of the following bacteria, both in vitro and in clinical
infections:

Gram-positive Bacterla
Bacillus snthi

zg‘_me:iiscdlﬂusmlsd\mqm. using the 30 mcg tetracyciine or mcg minocycline disk, the cntena in Table 2 should be
Ve
Table2: y Control ind
;Minlmallnhihlwry' Zone |
Species Concentration iameter Agar Dilution (mcg/mt)
(meg/mi) {mm) |
|
‘ Enterococcus faecalis ATCC 29212
Minocycline 1-4 - -
Tetracycline 8-32 - -

Escherichia coli ATCC 25922

Minocycline 0.25-1 19-25 -

Tetracycline 05-2 1825 -
Haemophilus influenzae ATCC 49247

Tetracycline 4-32 14-22 =




