
Composition
Posac® tablet: Each delayed release tablet contains Posaconazole INN 100 mg.

Pharmacology 
Posac® is the prepration of Posaconazole which blocks the synthesis of ergosterol, a key component of the fungal 
cell membrane, through the inhibition of cytochrome P-450 dependent enzyme lanosterol 14-α-demethylase 
responsible for the conversion of lanosterol to ergosterol in the fungal cell membrane. This results in an 
accumulation of methylated sterol precursors and a depletion of ergosterol within the cell membrane thus 
weakening the structure and function of the fungal cell membrane. 

Indication 
Posac®  delayed release tablet is indicated for-

• Treatment of invasive Aspergillosis in adults and pediatric patients 13 years of age and older.
• Prophylaxis of invasive Aspergillus and Candida infections in patients who are at high risk of developing these

infections due to being severely immunocompromised, such as hematopoietic stem cell transplant (HSCT)
recipients with graft-versus-host disease (GVHD) or those with hematologic malignancies with prolonged
neutropenia from chemotherapy in adults and pediatric patients 2 years of age and older who weigh greater
than 40 kg.

Dose and administration
Route of administration: Posac® delayed release tablet should be given orally with or without food. Swallow 
tablets whole. Do not divide, crush, or chew.
Adult

Contraindication 
It is contraindicated in patients with known hypersensitivity to posaconazole or any of its components or other azole 
antifungal agents. It is also contraindicated in patients receiving the drugs [sirolimus, CYP3A4 substrates 
(pimozide, quinidine), HMG-CoA reductase inhibitors primarily metabolized through CYP3A4, ergot alkaloids] as 
because posaconazole increases the concentrations of that drugs.

Warning and precaution 
Calcineurin-inhibitor toxicity: Posaconazole increases concentrations of cyclosporine or tacrolimus; reduce dose 
of cyclosporine and tacrolimus and monitor concentrations frequently. 
Arrhythmias and QTc prolongation: Posaconazole has been shown to prolong the QTc interval and cause cases 
of Torsades de Pointes (TdP). Administer with caution to patients with potentially proarrhythmic conditions. Do not 
administer with drugs known to prolong QTc interval and metabolized through CYP3A4. 
Electrolyte disturbances: Monitor and correct, especially those involving potassium (K+), magnesium (Mg++) and 
calcium (Ca++), before and during posaconazole therapy.
Hepatic toxicity: Elevations in liver tests may occur. Discontinuation should be considered in patients who develop 
abnormal liver tests or monitor liver tests during treatment. 
Breakthrough fungal infections: Monitor patients with severe diarrhea or vomiting when receiving posaconazole 
delayed release tablets.

Side effects
The most common side effects are diarrhea, nausea, fever, vomiting, headache, coughing and hypokalemia. 

Use in pregnancy and lactation  
Pregnancy: There are no adequate and well-controlled studies in pregnant women. Posaconazole should be used 
in pregnancy only if the potential benefit outweighs the potential risk to the fetus.
Lactation: Discontinue drug or nursing, taking into consideration the importance of drug to the mother.

Use in children and adolescents
The safety and efficacy of posaconazole in pediatric patients  younger than 2 years of age and weighting less then 
40 kg have not been established.

Drug interaction
Drug interaction with medication: Posaconazole is primarily metabolized via UDP glucuronidation (phase 2 
enzymes) and is a substrate for p-glycoprotein (P-gp) efflux. Therefore, inhibitors or inducers of these clearance 
pathways may affect posaconazole plasma concentrations. Rifabutin, phenytoin, cimetidine, efavirenz, 
esomeprazole, metoclopramide will affect posaconazole concentrations. Co-administration of these drugs with 
posaconazole may result in lower plasma concentrations of posaconazole. Posaconazole is a potent inhibitor of 
CYP3A4. Co-administration of posaconazole with CYP3A4 substrates may result in large increases the plasma 
concentrations of these drugs. Therefore, plasma concentrations of sirolimus, cyclosporine, tacrolimus, rifabutin, 
midazolam, phenytoin, ritonavir, atazanavir predominantly metabolized by CYP3A4 may be increased by 
posaconazole. Posaconazole administration with glipizide does not require a dose adjustment in either drug; 
however, glucose concentrations decreased in some patient after co-administration with glipizide. Thereafter, it is 
prudent to monitor blood glucose carefully when posaconazole is administered with glipizide.
Drug interaction with food and others: Not applicable.

Overdose
There is no experience with overdosage of posaconazole. Posaconazole is not removed by hemodialysis. There is 
no special treatment available in the case of overdose with posaconazole. Supportive care may be considered.

Storage 
Store in a cool (below 30ºC) and dry place protected from light. Keep away from the reach of children.

Packing
Posac® tablet: Each box contains 10 tablets in blister pack.

  

Posaconazole INN
Posac®

cªwZwb‡`©kbv
hv‡`i ‡cvQv‡Kvbv‡Rvj ev GB Ily‡ai Ab¨vb¨ Dcv`vb ev Ab¨vb¨ A¨v‡Rvj Gw›Udv½vj Gi cªwZ AwZms‡e`bkxjZv i‡q‡Q Zv‡`i ‡¶‡Î 
GwU cªwZwb‡`©wkZ| GQvovI ‡h mKj ‡ivMx wm‡ivwjgvm, CYP3A4 mve‡÷ªU (wc‡gvRvBW, KzBwbwWb), GBPGgwR-‡KvG wiWv‡±m 
BbwnweUi hv cªv_wgKfv‡e CYP3A4 Gi gva¨‡g wecvKhy³, Gi‡MvU A¨vjKvj‡qW ‡meb K‡i Zv‡`i ‡¶‡ÎI GwU cªwZwb‡`©wkZ, KviY 
‡cvQv‡Kvbv‡Rvj GBme Ily‡ai NbZ¡‡K evwo‡q ‡`q|

mveavbZv I m‡PZbZv
K¨vjwmwbDwib-BbwnweUi Uw·wmwUt ‡cvQv‡Kvbv‡Rvj mvB‡K¬v‡¯úvwib ev U¨v‡µvwjgv‡mi NbZ¡ evwo‡q †`q| mvB‡K¬v‡¯úvwib Ges 
U¨v‡µvwjgv‡mi ‡WvR nªvm Ki‡Z n‡e Ges Nb Nb G‡`i NbZ¡ cix¶v Ki‡Z n‡e|
A¨vwi`wgqvm Ges wKDwUwm `xN©vwqZKiYt ‡cvQv‡Kvbv‡Rvj B‡j‡±«vKvwW©IMªv‡g wKDwUwm (QTc) e¨eavb `xN©vwqZ K‡i| GQvovI 
‡cvQv‡Kvbv‡Rvj MªnYKvix ‡ivMx‡`i ‡¶‡Î Um©‡W wW c‡q‡›Ui (TdP) NUbv cvIqv ‡M‡Q| m¤¢ve¨ ‡cªvA¨vwi`wgK ‡ivMx‡`i ‡¶‡Î mZK©Zvi 
mv‡_ e¨envi Ki‡Z n‡e| wKDwUwm e¨eavb `xN©vwqZ Ges CYP3A4 Gi gva¨‡g wecvKhy³ Ilya GK‡Î ‡meb Kiv hv‡e bv|
B‡j‡±«vjvB‡Ui wW÷v‡e©Ýt ‡cvQv‡Kvbv‡Rvj ‡me‡bi c~‡e© cUvwmqvg, g¨vM‡bwmqvg Ges K¨vjwmqvg Gi gvÎv cwigvcc~e©K mwVK K‡i wb‡Z 
n‡e|
‡ncvwUK Uw·wmwUt wjfvi dvskb ‡U‡÷i gvÎv e„w× NU‡Z ‡`Lv wM‡q‡Q| wPwKrmv PjvKvjxb wjfvi dvskb ‡U÷ ch©‡e¶Yc~e©K ‡hme 
‡ivMx‡`i A¯^vfvweK wjfvi dvskb ‡U‡÷i gvÎv cvIqv hv‡e, Zv‡`i ‡¶‡Î GwU e¨envi Kiv DwPZ bq|
‡eªK_yª dv½vj Bb‡dKkbt hv‡`i gvivZ¥K Wvqwiqv ev ewgi mgm¨v i‡q‡Q Zv‡`i ‡cvQv‡Kvbv‡Rvj wW‡jBW wiwjR U¨ve‡jU w`‡q wPwKrmvi 
‡¶‡Î mZK©Zv Aej¤^b Ki‡Z n‡e|

cvk¦© cªwZwµqv
mvaviY cvk¦© cªwZwµqv¸‡jv n‡jv Wvqwiqv, ewg ewg fve, R¡i, ewg, gv_v e¨_v, Kvwk Ges nvB‡cvK¨v‡jwgqv|

Mf©ve¯’vq I ¯Íb¨`vbKv‡j e¨envi
Mf©ve¯’vqt Mf©eZx gwnjv‡`i ‡ÿ‡Î ‡KvbI ch©vß Ges mywbqwš¿Z Z_¨ ‡bB| Mf©avi‡Yi ‡¶‡Î ‡cvQv‡Kvbv‡Rvj e¨envi Kiv ZLbB DwPZ 
hw` m¤¢ve¨ myweav å~‡Yi m¤¢ve¨ SyuwK‡K Qvwo‡q hvq|
¯Íb¨`vbKv‡jt gv‡qi Dci Ily‡ai ¸iæZ¡ we‡ePbv K‡i Ilya e¨envi Ki‡j ey‡Ki `ya LvIqv‡bv eÜ ivL‡Z n‡e|

wkï I wK‡kvi‡`i ‡¶‡Î e¨envi
2 eQ‡ii Kg eqmx Ges 40 ‡KwRi Kg IR‡bi wkï‡`i †ÿ‡Î ‡cvQv‡Kvbv‡Rv‡ji wbivc` e¨envi Ges Kvh©KvwiZv cªwZwôZ nqwb|

Ily‡ai cªwZwµqv
Ab¨ Ily‡ai mv‡_t ‡cvQv‡Kvbv‡Rvj g~jZ BDwWwc MøyyKz‡ivwb‡Wkb (wØZxq av‡ci GbRvBg) Gi gva¨‡g wecvKhy³ Ges wc-MøvB‡Kv‡cªvwUb 
(wc-wRwc) Bd¬v‡·i GKwU mve‡÷ªU| AZGe, GB wecvKwµqv‡Z wewfbœ euvav cª`vbKvix A_ev Z¡ivwš^ZKiY m~PK¸wj ‡cvQv‡Kvbv‡Rv‡ji 
cøvRgv NbZ¡‡K cªfvweZ Ki‡Z cv‡i| widvweDwUb, ‡dbvB‡UvBb, wm‡gwUwWb, Bdvwf‡iÄ, B‡mvwgcªv‡Rvj, ‡g‡Uv‡K¬vcªvgvBW 
‡cvQv‡Kvbv‡Rv‡ji NbZ¡‡K cªfvweZ Ki‡Z cv‡i| ‡cvQv‡Kvbv‡Rvjmn GB Ilya¸wji GK‡Î e¨env‡ii d‡j ‡cvQv‡Kvbv‡Rv‡ji cøvRgv NbZ¡ 
nªvm cvq| ‡cvQv‡Kvbv‡Rvj CYP3A4 Gi kw³kvjx euvav cª`vbKvix wn‡m‡e KvR K‡i| CYP3A4 mve‡÷«‡Ui mv‡_ ‡cvQv‡Kvbv‡Rv‡ji 
GK‡Î e¨env‡ii d‡j Gme Ily‡ai cøvRgv NbZ¡ A‡bK †ewk e„w× cvq| AZGe, ‡cvQv‡Kvbv‡Rvj mvaviYZ wm‡ivwjgvm, mvB‡K¬v‡¯úvwib, 
U¨v‡µvwjgvm, widvweDwUb, wgWv‡Rvjvg, ‡dbvB‡UvBb, wi‡Uvbvwfi, A¨vUvRvbvwf‡ii cøvRgv NbZ¡ evwo‡q ‡`q hv‡`i cªavbZ CYP3A4  Gi 
gva¨‡g wecvK N‡U| wMøwcRvBWmn ‡cvQv‡Kvbv‡Rvj GK‡Î e¨env‡ii ‡¶‡Î ‡h‡Kvb GKwU Ily‡ai gvÎv mgš^‡qi cª‡qvRb nq bv hw`I 
wMøwcRvBWmn ‡cvQv‡Kvbv‡Rvj GK‡Î e¨env‡ii d‡j wKQy ‡ivMxi g‡a¨ Møyy‡KvR Gi NbZ¡ nªvm ‡c‡q‡Q| ZvB wMøwcRvBWmn  ‡cvQv‡Kvbv‡Rvj 
GK‡Î e¨env‡ii ‡¶‡Î i‡³i Møy‡KvR ch©‡e¶Y Kiv AwZe Riæix|
Lvevi I Ab¨ wKQyi mv‡_t cª‡hvR¨ bq|

gvÎvwaK¨ 
‡cvQv‡Kvbv‡Rv‡ji gvÎvwa‡K¨i ‡Zgb ‡Kvb mywbw`©ó Z_¨ ‡bB| ‡n‡gvWvqvjvBwmm Øviv ‡cvQv‡Kvbv‡Rvj wb®‹vwkZ nq bv| 
‡cvQv‡Kvbv‡Rv‡ji gvÎvwa‡K¨i wbw`©ó ‡Kvb wPwKrmv ‡bB| j¶Y Abyhvqx mnvqK e¨e¯’v MªnY Ki‡Z n‡e|

msi¶Y
Av‡jv ‡_‡K `~‡i, VvÐv (300†m. Gi wb‡P) I ï®‹ ¯’v‡b ivLyb| wkï‡`i bvMv‡ji evB‡i ivLyb|

c¨vwKs
†cvQvK ® U¨ve‡jUt cªwZ e‡· 10 wU U¨ve‡jU weø÷vi c¨v‡K mieivn Kiv nq|
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Indication DoseWeight/ Age
Treatment of invasive 
Aspergillosis

Prophylaxis of 
invasive Aspergillus 
and Candida 
infections

13 to less than 
18 years of age 
regardless of 
weight

Loading dose: 300 mg (three 100 
mg delayed release tablets) twice a 
day on the first day
Maintenance dose: 300 mg (three 
100 mg delayed release tablets) once 
a day, starting on the second day

Loading dose:
1 Day

Maintenance dose: 
Recommended total duration 
of therapy is 6 to 12 weeks

Duration of therapy is based 
on recovery from neutropenia 
or immunosuppression

Loading dose: 300 mg twice daily on 
the first day
Maintenance dose: 300 mg once 
daily

Greater than 
40 kg (2 to less 
than 18 years 
of age)

Duration of therapy

Children (ages 2 to less than 18 years of age)

Indication Dose
Treatment of invasive 
Aspergillosis

Loading dose: 300 mg (three 100 mg delayed 
release tablets) twice a day on the first day
Maintenance dose: 300 mg (three 100 mg 
delayed release tablets) once a day, starting 
on the second day.

Prophylaxis of 
invasive Aspergillus 
and Candida 
infections

Loading dose: 300 mg (three 100 mg delayed 
release tablets) twice a day on the first day
Maintenance dose: 300 mg (three 100 mg 
delayed release tablets) once a day, starting 
on the second day. 

Loading dose:
1 Day
Maintenance dose: Recommended 
total duration of therapy is 6 to 12 
weeks
Loading dose:
1 Day
Maintenance dose: 
Duration of therapy is based on 
recovery from neutropenia or 
immunosuppression 

Duration of therapy

Dcv`vb
†cvQvK ® U¨ve‡jUt cªwZ wW‡jBW wiwjR U¨ve‡j‡U Av‡Q †cvQv‡Kvbv‡Rvj AvBGbGb 100 wgMªv|

dvg©v‡KvjwR
†cvQvK ® n‡”Q ‡cvQv‡Kvbv‡Rvj Øviv ˆZwi hv QÎvK ‡Kv‡li wSwjø‡Z j¨v‡bv‡÷ij‡K Gi‡Mv‡÷ij-G iƒcvšÍ‡ii Rb¨ `vqx mvB‡Uv‡µvg 
wc-450 wbf©ikxj GbRvBg j¨v‡bv‡÷ij 14-Avjdv-wWwg_vB‡jR‡K cªwZ‡iv‡ai gva¨‡g QÎvK ‡Kv‡li wSwjøi GKwU g~j Dcv`vb 
Gi‡Mv‡÷i‡ji ms‡kølY‡K evuav `vb K‡i| Gi d‡j ‡Kv‡li wSwjøi g‡a¨ wg_vB‡j‡UW ‡÷ij wcªKvm©vi Rgv nq Ges Gi‡Mv‡÷ij K‡g 
hvq, d‡j QÎv‡Ki ‡Kv‡li wSwjøi MVb I Kvh©KvwiZv `ye©j n‡q c‡i|

wb‡`©kbv
†cvQvK ® wW‡jBW wiwjR U¨ve‡jU wbgœwjwLZ ‡¶‡Î wb‡`©wkZ-

• cªvßeq¯‹ Ges 13 eQi ev Zvi ‡ewk eqmx wkï wK‡kvi‡`i Bb‡fwmf  A¨v¯úviwM‡jvwm‡mi wPwKrmvi Rb¨|
• cªvßeq¯‹ Ges 2 eQi ev Gi ‡ewk eqmx hv‡`i IRb 40 ‡KwRi ‡ewk †mme ‡ivMx‡`i Bb‡fwmf A¨v¯úviwMjvm Ges K¨vbwWWv
msµg‡Yi cªwZ‡ivaK wnmv‡e we‡kl K‡i hviv ¸iæZi BwgD‡bvK‡¤úªvgvBRW& nIqvi Kvi‡Y msµgY nIqvi SyuwK‡Z i‡q‡Q, ‡hgb-
‡ngv‡Uvc‡qwUK ‡÷g ‡mj Uª¨vÝcø¨v›U (HSCT) cªvcKmn MªvdU-fvm©vm-‡nv÷ wWwRR& (GVHD) ev hviv ‡K‡gv‡_ivwc ‡_‡K
‡ngv‡UvjwRK g¨vwjMb¨vwÝmn `xN©w`b wbD‡U«v‡cwbqvq AvµvšÍ|

‡mebgvÎv I cÖ‡qvMwewa
Ilya MÖn‡Yi c_t †cvQvK ® wW‡jBW wiwjR U¨ve‡jU Lvev‡ii mv‡_ ev Lvevi Qvov gy‡L MªnY Kiv nq| GwU GKev‡i wM‡j ‡L‡Z n‡e| 
‡f‡½, ¸uov K‡i A_ev wPwe‡q †meb Kiv hv‡e bv|

cªvßeq¯‹

® †cvQvK
†cvQv‡Kvbv‡Rvj AvBGbGb

GWfvÝW †KwgK v̈j

7, nvRxMÄ †ivW, †Mv`bvBj
BÛvw÷ªR wjwg‡UW
bvivqYMÄ, evsjv‡`k

® ‡iwR÷vW© †UªW gvK©

wb‡`©kbv gvÎv

Bb‡fwmf  
A¨v¯úviwM‡jvwm‡mi 
wPwKrmvq

‡jvwWs gvÎvt cª_g w`b 300 wgMªv (3wU 100 wgMªv Gi 
wW‡jBW wiwjR U¨ve‡jU) K‡i 2 evi ‡meb Ki‡Z n‡e
‡gBb‡Ub¨vÝ gvÎvt c‡ii w`b ‡_‡K 300 wgMªv (3wU 100 
wgMªv Gi wW‡jBW wiwjR U¨ve‡jU) K‡i w`‡b GKevi 
‡meb Ki‡Z n‡e

Bb‡fwmf A¨v¯úviwMjvm 
Ges K¨vbwWWv msµg‡Yi 
cªwZ‡ivaK wnmv‡e

‡jvwWs gvÎvt cª_g w`b 300 wgMªv (3wU 100 wgMªv Gi 
wW‡jBW wiwjR U¨ve‡jU) K‡i 2 evi ‡meb Ki‡Z n‡e
‡gBb‡Ub¨vÝ gvÎvt c‡ii w`b ‡_‡K 300 wgMªv (3wU 100 
wgMªv Gi wW‡jBW wiwjR U¨ve‡jU) K‡i w`‡b GKevi 
‡meb Ki‡Z n‡e

‡_ivwci mgqKvj

‡jvwWs gvÎvt cª_g w`b  

‡gBb‡Ub¨vÝ gvÎvt m¤ú~Y© ‡_ivwci mgqmxgv 
6 ‡_‡K 12 mßvn ch©šÍ wb‡`©wkZ

‡jvwWs gvÎvt cª_g w`b  

‡gBb‡Ub¨vÝ gvÎvt ‡_ivwci mgqKvj 
wbD‡U«v‡cwbqv ev BwgD‡bvmv‡cªkb ‡_‡K 
wbivg‡qi Dci wbf©i K‡i

wb‡`©kbv gvÎvIRb/eqm

Bb‡fwmf  
A¨v¯úviwM‡jvwm‡mi 
wPwKrmvq

Bb‡fwmf A¨v¯úviwMjvm 
Ges K¨vbwWWv msµg‡Yi 
cªwZ‡ivaK wnmv‡e

13 eQi ‡_‡K 18 
eQ‡ii Kg eqmx 
‡h‡Kvb IR‡bi 
Rb¨

‡jvwWs gvÎvt cª_g w`b 300 wgMªv (3wU 100 wgMªv 
Gi wW‡jBW wiwjR U¨ve‡jU) K‡i 2 evi ‡meb 
Ki‡Z n‡e
‡gBb‡Ub¨vÝ gvÎvt c‡ii w`b ‡_‡K 300 wgMªv 
(3wU 100 wgMªv Gi wW‡jBW wiwjR U¨ve‡jU) K‡i 
w`‡b GKevi ‡meb Ki‡Z n‡e

‡jvwWs gvÎvt cª_g w`b  

‡gBb‡Ub¨vÝ gvÎvt m¤ú~Y© 
‡_ivwci mgqmxgv 6 ‡_‡K 
12 mßvn ch©šÍ wb‡`©wkZ

‡_ivwci mgqKvj 
wbD‡U«v‡cwbqv ev 
BwgD‡bvmv‡cªkb ‡_‡K 
wbivg‡qi Dci wbf©i K‡i

‡jvwWs gvÎvt cª_g w`‡b 300 wgMªv K‡i w`‡b 
2 evi
‡gBb‡Ub¨vÝ gvÎvt 300 wgMªv K‡i w`‡b GKevi 

IRb 40 ‡KwRi 
‡ewk (eqm 2 eQi 
‡_‡K 18 eQ‡ii Kg)

‡_ivwci mgqKvj

wkï I wK‡kvi (eqm 2 eQi ‡_‡K 18 eQ‡ii Kg eqmx)
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