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Presentation

Aknill" 10 Soft Gelatin Capsule: Each soft gelatin capsule contains Isotretinoin USP 10 mg.
Aknill" 20 Soft Gelatin Capsule: Each soft gelatin capsule contains Isotretinoin USP 20 mg.

Pharmacology

Chemically, Isotretinoin is 13-cis-retinoic acid and is related to both retinoic acid and retinol (vitamin
A). Isotretinoin is a highly lipophilic molecule. Isotretinoin is the only therapy that affects all four
pathogenic mechanisms of acne. It suppresses sebaceous gland function & thus reduces sebum
production. Isotretinoin reduces comedogenesis by decreasing proliferation, hyperkeratinization and
shedding of follicular epithelium. It decreases Propionibacterium acnes by depriving it of one of its
main sources of nutrients. It also reduces inflammation by increasing host defense mechanism and
modifying monocyte chemotaxis.

Indications and uses

Severe forms of acne (such as- nodular or conglobate acne, acne that is at risk of causing
permanent scarring, or acne unresponsive to adequate course of conventional treatment).

Dosage and administration

Adults and children (212 years of age): The recommended dosage is 0.5 to 1 mg/kg/day given in two
divided doses with food for 15 to 20 weeks.

Isotretinoin dosing by body weight:

Body weight (kgs) | Daily dose (0.5 mg/kg) | Daily dose (1 mg/kg)
40 kg 20 mg 40 mg
50 kg 25 mg 50 mg
60 kg 30 mg 60 mg
70 kg 35 mg 70 mg
80 kg 40 mg 80 mg

To decrease the risk of esophageal irritation, patients should swallow the capsules with a full glass
of water. The patients should not lie down for at least 10 minutes after taking this medication.

A single course of Isotretinoin therapy for 15 to 20 weeks has been shown to result in complete and

prolonged remission of disease in many patients. If a second course of therapy is needed, it should

not be initiated until at least 8 weeks after completion of the first course.

Side Effects

Very common side effects of Isotretinoin are-

« Dryness of the skin, especially of the lips and face; inflamed skin, chapped and inflamed lips, rash,
mild itching and slight peeling. Use a moisturizing cream from the start of treatment

« Skin becomes more fragile and redder than usual, especially the face

« Back pain; muscle pain; joint pain particularly in children and teenagers

Other Common side effects are-

« Pruritus, erythematous, dermatitis, localized exfoliation etc. (related to skin and subcutaneous
tissue)

* Anemia, red blood cell sedimentation rate increased, thrombocytopenia, thrombocytosis,
neutropenia etc. (related to blood and lymphatic systems)

» Headache, blepharitis, conjunctivitis, dry eye, eye irritation, nasal dryness, nasopharyngitis,
transaminase increased, arthralgia, myalgia etc.

Possible rare or very rare side effects may be serious skin rashes, depression, suicidal thoughts,

unusual behavior, anaphylactic reactions, hepatitis, benign intracranial hypertension, muscle
weakness, abdominal pain, blurred vision etc.

Contraindications

« Isotretinoin is contraindicated in pregnant or lactating women. Unless all the conditions of the
pregnancy prevention plan are met, Isotretinoin is contraindicated in women of childbearing
potential.

« Isotretinoin is contraindicated in patients who are hypersensitive to this medication or to any of its
components. Isotretinoin should not be given to patients who are sensitive to parabens, which are
used as preservatives in soft gelatin capsule.

« Isotretinoin is also contraindicated in patients with impaired liver function, high blood lipids,
excessive vitamin A, and receiving concomitant treatment with tetracycline.

Warnings and Precautions

Isotretinoin must only be prescribed to female patients who are confirmed as not pregnant by a
pregnancy test.

Female patients should be provided with complete information on how to prevent pregnancy. If
they are not using effective contraception, they should be referred for contraceptive counseling.

Before beginning treatment with Isotretinoin, female patients of childbearing potential must avoid
pregnancy by using effective contraception (two forms of contraception simultaneously, including
barrier contraception) for one month before treatment, during treatment and for one month after
treatment ends. As a minimum requirement, they must use at least one effective contraception.

After stopping Isotretinoin treatment, contraception should be continued for at least 1 month, even
in patients with amenorrhea.

If woman has unprotected sexual intercourse at any time 1 month before, during, or 1 month after
therapy, she must stop taking Isotretinoin immediately and start using 2 forms of effective
contraception simultaneously.

If pregnancy occurs during Isotretinoin treatment, treatment must be discontinued immediately.

Isotretinoin should be carefully prescribed to adolescents and young adults with psychiatric
disorders as it may cause depression, psychosis etc.

Marked elevations of serum triglycerides had been reported in patients treated with Isotretinoin in
clinical trials. So, special consideration must be given to patients with diabetes, obesity, increased
alcohol intake, lipid metabolism disorder or familial history of lipid metabolism disorder.

Isotretinoin must only be prescribed by registered physician.

Use in Pregnancy and Lactation

Pregnancy category X.

You must not take Isotretinoin if you are pregnant, or think you may be pregnant. There is an
extremely high risk that severe birth defects will result if pregnancy occurs while taking Isotretinoin in
any amount, even for short periods of time. Potentially any fetus exposed during pregnancy can be
affected. There is an increased risk of spontaneous abortion, and premature births have been
reported.

It is not known whether Isotretinoin is excreted in human milk. Because of the potential for adverse
effects, lactating mothers should not receive Isotretinoin.

Drug interactions

Additional adverse reactions had been reported due to the interaction of Isotretinoin with vitamin A or
its derivatives. Concomitant treatment with Isotretinoin and tetracyclines should be avoided. The
effectiveness of micro-dosed progesterone is reduced while it is used concomitantly with Isotretinoin
(Two forms of effective contraception must be used).

Overdosage

Isotretinoin overdose has been associated with vomiting, facial flushing, cheilosis, abdominal pain,
headache, dizziness, and ataxia. These symptoms quickly resolve without apparent residual effects.

An overdose would be expected to result in higher levels of Isotretinoin in semen. Male patients
should use a condom, or avoid reproductive sexual activity with a female patient who is or might
become pregnant, for 1 month after the overdose. All patients with Isotretinoin overdose should not
donate blood for at least 1 month.

Storage condition

Do not store above 30 °C. Keep away from light and out of the reach of children.

Commercial Pack

Aknilli: 10 Soft Gelatin Capsule: Each box contains 1 blister strip of 10 soft gelatin capsules.
Aknill " 20 Soft Gelatin Capsule: Each box contains 1 blister strip of 10 soft gelatin capsules.

Manufactured by

Ci@pw Incepta Pharmaceuticals Ltd
Dhamrai Unit, Dhaka, Bangladesh AKL
™ Trademark

V.N. 01



o
Skl

e " So T BT FIeT: 2ifSfb 76 fEenfb Fprorppe qrze WRENGHaT 28w so far. |
G " Yo T o Feiger: afefB 76 b Freigeet atang wEeGaRe 28w 0 fral. |

Rl

IR SEENGHRE 2@ yo-Frr-@fate e yae «ft @bate e g3 @b (it ) Sewa
A0 IR | ARGIGHE a6l T Freetifeere @ | AReIGHie aena =i a1 gem sl et
efFae geife @ ot Frafm afss srfwifter a4 weR Tow BN Seome geT a6 | e,
FIARCAMGACEHT 43R Flerger afaferis cifeg T NG GRS FECSIETARE T 0 |
CPISTIPGIETT G TR qfare FHEN 4 TAMIT 24 STl Goiee qfies T W,
RGBT B RRIG 70T ZFT I | G, (RF Al gl I G RIS @EGIET AReT S
T Gf5 ST T |

Fotat 8 R

S M@ I A TS FERS (@HE- TG A SRS G, FEA FohT 9 I o7 aTT G FLqT
esfers fofesty famm a1 zear a3f) |

Wt 8 JIRRRE

SBTTF G2 33 IZCIF GO LTS A (OIS 0.¢-> f.al. /& 76 Kow M@ ARieEs e de-20 7e0Z |
“aw wwraa fofers sngmnhibaicTa war fmweer:

AT O () | Al W (0.¢ /@) | o (> /)
80 THE o firat, 8o frall.
o THE 3¢ frar. ¢o frar,
Yo e wo firar, Yo .
qo0 THfer o fra. qo firaf.
bo e gofirall vo fiar

W@gmﬁmiﬁwﬁwmmﬂm?ﬁmﬁﬁ G 91 Bfbw | egufs Aread o ff G ey
CHITRT ©To© < | |

SRCIGECER S¢ (A 20 TR 95 G (PO AR 19N (70 7747 g Ao fyamr =Mrear freace |
wq8 3 (PR a8 (@I ATIeH 2, S0 2T (@ (17 29[ 8T b IR A1% o @l v w41 Bfow 77 |

Arg-efefamat

w4 Afsefirs sird-efefera awepmeed Tt TrTe-

* pe (R o @6 qae T9) e, 90 amiz, F7 @k G amiR, T, J7 Faaif «IR AN T |
fewin oF (A @36 TErsEEfeR e T 4 8 |

° TF RT3 YT 99 O (50T @ OFF 3R 1T =08 A7 |

* PIEs 5l (1AITe 52T, TS AT Koo e e @9 feeeiaes S |

STy A SAfREfES sin-aifsfara Ty qre-
« PTG, GIIZTANGRT, TGRGT, FAw agrwifram Tonf ($¢ «aR ARfFSRART BEre) |
O FPAIfTETS) |
* TR, @ERIEGA, % G4, G4 G, ¥ T, @OnERest, Ge-smiEee I, SrEew, smeer
Toi |
T e @ 973 e Arf-efsfaam W o ewe e, [REgel, SraRed geel, el Snae,
SAFRERS ffewr, @ABRGT, TR QEARGT, (*FHite gderel, (?Ith =1, I 72 Tonifr e
AT |

efsfotmt
o TSTO! @ BOHWFIA VA (@ H GO IR (e 77 | TS G T NZefr a0 Sy
2ARSTAITR T *S 77t 7 I, SR S (@ RGBT frifs 77 |

« SECNGHARE 9 @ Sy SAmeTE afe Sfes vl e, GN @M g NIENGHERER T
e T 1 ATEER ofs FAgamee @ SEenGhatE e €t W@, T w0 e wenger
fereerete o a9Ee 2T |

o @ T @I IFred SIS W, AT A Wik #Afwe o g O @ qrary @k | 9% A
BEPIEfET 9g4 (IR AR, ST CFL@ ARG 792- [Nrahe =2 |

oo

o (T A ARREAN (AT (555 BT TSI W A0 A5 TR, (FLEANG SIS WICAGO T (AGFZT IS
Rall

« ISE SN &fSTATL T A OF F=ATF 7)< ©2y AT @M T 7 o | 7 SR LR TS
R R AE, ST SR TSEILT =N T (@I F47 Bow |

« IRENGHARE a2l 4, TR SAMIT T WAl @M o2 BREsta 5 M7 4F 24, et sere@ie
@3 FOfFSTT » ST 77 918 L S IR I ISFT IS T (TS 2@ “TAREE “1afs” 7% e
AT SR G5 =T oMafe IR F40) | TN [ACE, TS G IR TSHALGT 7o LA FAS
el

« TP <% S 91T, FAATT S TFT 40 TS DI (@ 20 AX(F SN (@INwme (Fas |

- 3y etz § 97 oK (2, Fofesot e W3R fBReE » T o #6® @ (I T (I N e
@ e =7, ot S AREIGHaRe a2 9% F0e @ @9 @2 e 3 I e ke o
A0S T |

* SrErNGHREE e Bt T (@ srSaer 2@, e et 76 Fare 2 |

» SECNIGHARE TR @I S FrE-ReiR @9 g EmE T ARG T w9 Sfe | SR aft
T, ARCFITT TSI SR 20O 2T |

« fferereT Gramer SRenGGe oy Bt T @ifitre ey B GrRfiearzces Swaae w2 snemr Ficg |
TeAR TRTAD, Ferel, Nafelie syrers agd, ffre bR feretr ar e bR fGreeita
A 2ot R 9 @MReR R[Reaw Reasar @ §fs |

o (FIETE AT it SEeNGHaie @ifEem i Farse 1w |

TSRZIT 8 BV AT

CoTAT PTG O |

A Tfer SSIST 7, AT T I WA TSTST F AN SR ARENGHART G 41 (20F (e AT | 9F6
TOT TH I AR @, @ @A AR G TG I T SIRGIGBAEE AR @ ! 2T
TGS TS @6 To0F | FSRER GFAGF A0 SFT @F A Tl NG ZS A | TOGTFS ST S
I 7Tz 3 fommifbey anda ©uy wrear fcate |

mm@fﬁg@ﬁwﬁ?ﬁﬂ—wwwmﬁn Arg-eif Sl TR TR0 BRI M RGBT
2 1 8D 4 |

T THRIE

ﬁmﬁwamaawﬁwﬁmwmﬁﬁwﬁwwwwwmwmmﬁm@
Qe BGPIRIE @33 Y @2 T4 Tfow 7 | NI TS eSTEoIR SIS ZFT A 74 @t
I GFTAC AL F1 2 (TSR 726 I s 924 08 2) |

Taifder
SreGbalcT Taifacsy 3, witme Fif, e, o =, SRR SR @R a7 ST @ e
AR | G2 FTHAT (SR @OTGAE 20 TGI8 7o ToMH¥ 27 |

TR w0t A NIEN BT T @ @ A | 2 @A IeT G F4 Sow, e[t Nafkewm
3 SR ST TSI AT TSI 0O AT AN W @ e Trgae wnifafefs afeen verr Sfow | wzenGisfiee
WAL 20T St FHATFE S TR N TEA 341 (AF 77 AF Tow |

T
0o O, T BT T T Z0O (TS ARFA | ST (AF A R RIeTd Foicera 120 g |

qffese e
G So N BT FHIeT: @ifsfb ey TeaTR Sofb 76 fEenfba prorge o6 oo 5
3" Q0 B rerifoe wpeiger: afSft e 7wz Soft st fenfoT ey 36 o 5T

ST
Cir'-i?pfo STt FHBrEGrer fors
€12 TTAG, BT, I



