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Hydroxyprogesterone Caproate USP

Dziska’ omens care

Composition
Gesta TS Injection: Each 3 ml vial contains Hydroxyprogesterone Caproate USP
750 mg.

Indications and Usages
Itis a progestin indicated to reduce the risk of preterm birth in women with a singleton
pregnancy who have a history of singleton spontaneous preterm birth.

Dosage and Administration

Dosage:

Administer intramuscularly at a dose of 250 mg (1 mL) once weekly. Begin treatment
between 16 weeks, 0 days and 20 weeks, 6 days of gestation. Continue
administration once weekly until week 37 (through 36 weeks, 6 days) of gestation or
delivery, whichever occurs first.

Administration:

1. Clean the vial top with an alcohol swab before use.

2. Draw up 1 ml of drug into the provided syringe.

3. After preparing the skin, inject in the upper outer quadrant of the gluteus maximus.
The solution is viscous and oily. Slow injection (over one minute or longer) is
recommended.

4. Applying pressure to the injection site may minimize bruising and swelling.

Contraindications

Current or history of thrombosis or thromboembolic disorders

m Known or suspected breast cancer, other hormone-sensitive cancer, or history of
these conditions (4)

= Undiagnosed abnormal vaginal bleeding unrelated to pregnancy

m Cholestatic jaundice of pregnancy

m Liver tumors, benign or malignant, or active liver disease

= Uncontrolled hypertension

Warning And Precautions

Thromboembolic disorders: Discontinue if thrombosis or thromboembolism occurs.
Allergic reactions: Consider discontinuing if allergic reactions occur.

Decreased glucose tolerance: Monitor pre-diabetic and diabetic women receiving
Gesta TS.

Fluid retention: Monitor women with conditions that may be affected by fluid
retention, such as pre-eclampsia, epilepsy, cardiac or renal dysfunction.
Depression: Monitor women with a history of clinical depression; discontinue Gesta
TS if depression recurs.

Jaundice: Carefully monitor women who develop jaundice while receiving Gesta TS
and consider whether the benefit of use warrants continuation.

Hypertension: Carefully monitor women who develop hypertension while receiving
Gesta TS and consider whether the benefit of use warrants continuation.

Side Effects

Most common adverse reactions reported in = 2% of subjects and at a higher rate in
the hydroxyprogesterone caproate group than in the control group are injection site
reactions (pain [35%], swelling [17%], pruritus [6%], nodule [5%]), urticaria (12%),
pruritus (8%), nausea (6%), and diarrhea (2%)

Pregnancy Category
Pregnancy category B.

Drug Interections
No drug-drug interaction has been reported.

Overdosage
No adverse events associated with over dosage has been reported.

Storage

Store at below 30°C in a dry place protected from light. Keep out of reach of children.

Packaging

Gesta TS Injection: Each pack contains 1 (one) 3 ml vial of Hydroxyprogesterone
Caproate USP 750 mg, 1 sterile disposable syringe, first aid bandage & 1 alcohol
pad.

Manufactured by

PHARMA

Ziska Pharmaceuticals Ltd.
Kaliakoir, Gazipur, Bangladesh

Instructions for patient administration
1 | s

Pull off the plastic protective cap.
Remove the outer wrapping from one needle.
K Place the needle on top of the syringe. J

X

Push the needle through the rubber stopper of
Qhe vial. Turn the vial and syringe upside downj

N

Slowly push the plunger up until the plunger tip
reaches the 2 ml/ 3 ml line.

+]

Clean the injection site with an alcohol pad.
Let your skin dry before injecting.

+T

Eject the first needle & place the second needle
on top of the syringe. Inject needle fully to the
Kglutes, push the plunger slowly for full 1 minute.)

N

N

Remove needle from the site, Wipe with
K alcohol & discard the used needle. j

Version: 00



@561 foas

QRGHATTEE TG TSA

N
D7IKA | OMENS CARE

ToAWT
@t Bt Freee: afels o f.F. s sre YREREEeEa s
3B q¢o v, |

2

@S @3 (@TEEa, a 9T TR CF@ ST NEE I FACS JIEE S
fvifirs, AT @3 TSR AAE G AE GFF TOFES I A 26T =g |

(oTer G3R ATAPIRIY

e @fs ez 2eo .l (> frf) IHerREee Tmem fire 2 | fofeeT v
AT A TSR S TR o e (AF Q0 7LIR b Tt w04y | it wifee e
A ST AYIZ (Y FYE b ey 1@ A1 v zew e, @6 et 76 |

STMY: SR IR W SRR CTAE e AfFa Face =03 | ens Pifeg
frfer. o4 ot fite =@ | $F eEe S #F AfownT ifEeT Sote AR wket
Fre e 2@ | Gl 19 8 (eeTe ReAR AT AT (FAATE «@F WG T
) ETEe T MG Tow | STCEHHT (<ITT BT TN FACE (T A FENG ST
FACS AT |

afSfvr
TEC A 208 QUAIFET A GrAGTHIEE @ 3fezer
© T A LTS T T, ST ZACHA-ICITAI S, ST o SZR

;

ASTER AN TIES T G wewre IR TAefE @i 7T

TERFES (ST ST

fereraa BwR (G 3t yifersmi15) et Afew forem @

wfafae T TEbTeT

ok

CITRIQTAT T (7T Tt \Sqe I F90e 20 | Stenferss afsfamar ot e erarem
ST fofeestr qeara il fRTaser Fce 209 | TrRIEf5aT AT fer-uraeaftsT @it grere
B T (@S A1, OT2 TORMIECS A0S K | @R @I i@ *0a #M1fT s
e (fluid retention) s 2t #I1ta @ - @ r=ifm, afsiear=ifsr, zwear
Wmﬁwwmwwqwmnwwmﬁmw
TEEMITETS ARTS J0S; et s ordt e fofesstr a5 ware 23 | et saeer
GG 0 (@I TP A Fq0e T G2 \SF4 BIEC Ineqe Fdr-sefadr
e T90e 201 | BT SeTrleti S TEb19 (7l FteT TeFoI A2 AL TS
(A GR TS DA I F400 TF |

sirfefofet

ICF 3% @R T FoFe aR FGE PR TR I TGACTEET
TG Peet @ =M 7l ST ST et effoget afsfeaaetsr & Tt
R0 efsfaat (2t [0e %], @@ [5a%], Faaf (v %], «fF (%)), snfb=faar (32%),
TR (v %), ISR (9% ), @3 TR (2%) |

S @ GIAHIAT I TIZT
oIt pTaifa

5y fiRfFar
Q4T 7T (AT 6J4-934 Aifess e faeon® s = 7

wffE eRT
wfsfae @ e et efsfam et < =g

AT
0o° (. SIPNIEE s, &% 8 STl (AF JAlFoe BT T Face T(F | fRremm
T AR ARCS A |

RESEIEY

(OB a¢o ZET: &fS AT AR TR HCASEETT FTATAG 5 (43f6) ©
f.f1, o, asfs Goa3e fevmtane<e Hifte, TF6 13T (T G2 aF AECHIRET
AT |

Manufactured by

PHARMA

Ziska Pharmaceuticals Ltd.
Kaliakoir, Gazipur, Bangladesh

AR (TGS =15 40T e |
@6 frerea (res Yo freafs Fifie 3@ wa )

0
\—J/

WmﬁﬁmnmmﬁwWW\
o @ fifde T e |

2N

—9

Fifares e A A Sona (e fm Towed
_ ez oG & ffer / o ffer snge coffww Y,

+]

FTCERHITAR SR SRR ~77C 0 ARH 07 7 |
TG (RS ST A 9 0 el |

+

e e eameriTe Tyefhet fiee 3qres s,
\_ el A A Arar s BG40 w1 et | Y,

\

TS (AT T (7 e, SR
\_ “A1e e g @ 3T eat e e | )

Version: 00



