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Chi danh cho Béc si Y Khoa hodc Bénh vién hodc phdng thi nghiém sif dung
Vién nang Progesterone BP

Heragest-400

Diing cho MIENG/AM BPAO/TRUC TRANG

DANH MUC TR] LIEU: N&i tiét 6 nit

Thanh phén:

Mdi vién nang gelatin mém chia:

PIAROAMNE B v 400 mg
(Natural Micronised )

T4 duge via dd

Mau dugc phé duyét sl dung trong vé nang. :
MO TA:

Heragest-400 chda progesteron ty nhién dang vi hat dé dung qua dudng miéng, &m dao va tryc trang.

Progesteron c6 kh&i lugng phan tlf 1a 314,47 va cong thuc phan ti la C21 H3002

DAC DIEM LAM SANG: oy :
Heragest-400 chda progesteron micronise giéng vdi progesteron budng triing cla con ngudi vé mét héa hoc. §
Micronisation lam gi&m kich thudc hat giGp téng cudng sy hédp thy va kha dung sinh hoc clia progesterone.

DUQC PONG HOC:

Hép thy:

Puding 4m daoftryc trang: Heragest-400 dugc hép thu qua thanh mach khi diing duding &m dao ho#c tryc trang.
Pudng ubdng: Heragest-400 dugc hdp thu g&n nhu hoan toan sau khi dung dudng udng. Sau khi ubng progesteron
dudi dang vién nang gelatin mém dugc micron hoa, ndng dd i da trong huyét thanh da dugc trong vong 3 gid.
Sinh kha dyung tuyét ddi cia progesteron dang micronised chua xac dinh. Néng d9 Progesteron huyét thanh tang
tuyén tinh.

Phén bé: .
Progesterone lién két vdi protein huyét thanh khoang 96 % dén 88 %, chi yéu 13 albumin huyét thanh (50% -54%)

va franscortin (43%-48%).

Chuyén héa:

Progesterone dugc chuyén héa chl yéu bdi gan phén I6n thanh pregnanediols va pregnanclone. Pregnanediols va
pregnanolones dudgc lién hgp trong gan thanh céc chét chuyén héa glucuronide va sulfat, cac chét chuyén héa clia
progesteron dugc bai tiét qua mét c6 thé bi khr lién hgp va c6 thé duge chuyén héa tiép trong rudt thong qua qua
trinh khi, dehydroxyl héa va phan (ng epime hoa.

Théi tris:

Progesteron trai qua qua trinh dao thai qua than va mét. Céc chét chuyén héa clia progesterone dudc bai tiét qua mét
co thé trai qua qué trinh tai ché rudt gan hodc cé thé dugc bai tiét qua phan.

CHi PINH:

Heragest-400 dugc sl dung trong hd trg doa sdy thai hodc dy phong sdy thai thudng xuyén do suy hoang thé.
Heragest-400 dug sl dyng trong hd trg vo sinh ni dé hd trg cdy phéi va mang thai s6m béing cach bé sung

chiic nang hoang thé nhu mot phdn cla qua trinh diéu tri cdng nghé hé trg sinh sén (ART) chuong trinh danh cho phy
nit vé sinh,Vién nang Heragest-400 dugc chi dinh sif dung trong phong ngiia tdng s&n ndi mac tlf cung &

phy n sau méan kinh khong bi cét bd tlf cung, dang dung vién nén estrogen lién hop. Hodc trong trudng hgp vé kinh
thi phat va hdi ching tién king nguyét.

TAC DUNG KHONG MONG MUON:

Heragest-400 cé phan (ing bt Igi tuang ty nhu ché phdm progesterone khac c6 thé bao gém dau ddu, cang nguc,
thay d8i tdm trang, khé chju, chéng mat, bubn ngl, ddy byng, va khic &m dao & tiét dich &m dao.
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LIEU LUGNG VA CACH DUNG:

Dung @m daoftryc trang

- M&i vién nang nén dugc dua sau vao &m dao. Dung tryc trang nén dugc xem xét.

- Doa sdy thai: 400mg/ngay vdi lidu don hozc chia nhd cho dén tuéin thi 12 cla thai ky.

- Hoi chiing tidn kinh nguyét: 400mg x 2 l&n/ngay, dét am dao hodic tryc trang. Diéu tri thudng bét ddu vao ngay
12 dén ngdy 14 clia chu ky kinh nguy@t va tiép tuc cho dén khi bét ddu hanh kinh.

Dung dudng udng:
H& trg phong ngila ting san ndi mac tif cung Vién nang Heragest-400 nén dugc dung liéu duy nhét hang ngay
vao budi t6i, uéng 400 mg trong 12 ngay lién tyc trong chu ky 28 ngay, cho phy nd sau mén kinh khéng bj cét bd

tlf cung dang diing vién nén estrogen lién hgp hang ngay.

CANH BAO VA THAN TRONG:

Viéc kiém tra thé chét trudc khi didu tri nén bao gém tham chiéu déc biét dén vi va céc cd quan ving chdu, ciing
nhu vét t& bao Papanicolaou. Do progesteron c6 thé gay gill nudc & mét mdc 49 nao d6 nén cac tinh trang c6 thé
bi &nh hudng bdi yéu 1 nay, chdng han nhu déng kinh, dau niia ddu, hen suydn, r8i loan chiic nang tim hodic than
cén dugc theo ddi cén than.

N&u dot ngdt mat thi lyc mot phan hoac toan bd ddt ngdt, hodic néu dot ngdt xudt hién triéu ching I6i mét, nhin doi
Hoic dau niia ddu nén ngiing si dung vién nang Heragest-400 trong khi chdl kiém tra. Néu kiém tra cho thdy ph
gai thi hodic vdng mac t8n thuong mach mau, nén ngiing su dung.

N&n ngimg sif dung vién nang Heragest-400 ngay 14p tic néu co bét ky biéu hién sém nh4t nao clia ching huyét
khGi (viem tic tinh mach, r6i loan mach mau néo, thuyén tAc phdi va huyét khéi vong mac xay ra hodc bj nghi ngd.
B&nh nhan co tién sU trAm cam cén dugc theo ddi chét ché.

Chéng mét thoang qua c6 thé xay ra 3 mdt s bénh nhan. Than trong khi lai xe ca gidi hodc van hanh may méc.
8 dung cac san phdm d4t &m dao khac: Heragest-400 béng dudng dat am dao Khong dugc khuyén céo sl
dyng véi cac san phdm d&t &m dao khac (chiing han nhu céc sén phdm chéng n&m) vi diéu nay c6 thé lam thay
d8i qu4 trinh gidi phéng va hép thy progesterone.

Phy nil mang thai & me cho con bu: Thén trong khi st dyng Heragest-400 nén dudc sif dung thén trong & phy nd
¢6 thai va cho con bi. Heragest-400 chi nén sl dung trong thdi ky mang thai va 8 ba me cho con bu khi ¢é chi dinh
ro rang.

Suy gan: Vi Progesteron dugc chuyén héa & gan nén chdng chi dinh sl dyung cho bénh nhén bj bénh hodc r6i logn
chic néng gan nang. Néu didu tri bAng progestrone dugc chi djnh & bénh nhan r6i loan chic ning gan nhe dén
trung binh, nhiing bénh nhén nay: Nén dugc theo ddi cdn than.

Suy théin: Vi céc chét chuyén héa clia progesteron dugc dao thai chl yéu qua than, nén than trong dung vién nang
Heragest-400 vdi than trong va chi khi theo ddi cdn than & bénh nhan ri logn chic néng than.

Tuong téc:

Ketoconazole Uc ché chuyén hoa progestrone bdi microsome gan ngudi nhu da quan sat thdy trong cac nghién
cliu trong 6ng nghiém. Nhiing di liéu nay cho thdy rang ketoconazole va céc chét Uc ché enzyme cytochrom
P450 3A4 da biét khac cd thé tang kha dyng sinh hoc cla progestrone.

S lién quan 1am sang cla nhilng phat hién trong 6ng nghiém vén chua dugc biét.

QUA LIEU: chua c6 nghién ciu vé qué lidu & ngudi. Trong trudng hgp qué liéu Iugng nén ngiing dung Heragest-400
va bé&nh nhan nén dugc diéu trj tridu chung.

. CHONG CHI BINH:

. Heragest-400 khdng nén dugc sl dyng & nhiing b&nh nhén da biét qua mén cam vdi cac thanh phén cla né,

~ huyét khéi finh mach sau dang hoat dong, thuyén tic phdi hoéc tién st méc céc tinh trang nay, bénh thuyén tic déng

- mach dang hoat ddng ho#ic gén day (vi dy: trong ndm qua)(vi dy, ddt quy, nhdi méu co tim), chdy mau am dao chua
duge chén dodn, sdy thai, ri loan chic ning hodic bénh gan nghiém trong, va & nhiing bénh nhan da biét, nghi ngd
ho#c cé tién sl ung thu va.

BAO QUAN: Bao quan & noi mat, kh va t6i, nhiét do du6i 25°C, tranh &nh ndng tryc tiép va noi dm uét.

Trénh xa tdm tay tré em . )

PONG GOI: 1 vi x 10 vién. E 'E
San xuét bdi : Healthwise Pharma T
(Pon vj dat ching nhan WHO-GMP) E ]

VPO Bhud, Teh. Baddi, Distt.-Solan (H.P.) 173205. 8906102711382
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For the use of a Registered Medical Practitioner or Hospital or a laboratory only

Progesterone Capsule BP

Heragest-400

THERAPEUTIC CATEGORY: Female sex hormone

Composition:

Each soft gelatin capsule contains:

Progesterone BP 400 mg

(Natural Micronised)

Excipients Qs ;
Approved colour used in capsule shell.

DESCRIPTION:

Heragest-400 contains natural micronised progesterone for oral, vaginal and rectal administration.
Progesterone has a molecular weight of 314.47 and a molecular formula of C21H3002.

CLINICAL PHARMACOLOGY:

Heragest-400 contains micronise progesterone which is chemically identical to human ovarian progesterone.
Micronisation decreases particle size which enhances the absorption & bioavailability of progesterone.

PHARMACOKINETICS:

Absorption

Vaginal/rectal route: Heragest-400 is wall absorbed when administered vaginally or rectally

Oral: Heragest-400 is almost completely absorbed after administration by oral route. After oral administration of
progesterone as a micronised soft gelatin capsule formulation, maximum serum concentrations were attained
within 3 hours.The absolute bioavailability of micronised progesterone is not known. Serum progesterone
concentrations appear linear

Distribution

Progesterone is approximately 96 % to 88 % bound to serum proteins, primarily to serum albumin (50%-54%)
and franscortin (43%-48%).

Metabolism

Progesterone is metabolised primarily by the liver largely to pregnanediols and pregnanciones. Pregnanediols
and pregnanolones are conjugated in the liver to glucuronide and sulfate metabolites. Progesterone metabolites
that are excreted in the bile may be deconjugated and may be further metabolised in the gut via reduction,
dehydroxylation, and epimerization

Excretion

Progesterone undergoes renal and biliary elimination. Progesterone metabolites which are excreted in the bile
may undergo enterohepatic recycling or may be excreted in the feces.

INDICATIONS:

Heragest-400 is indicated in treatment of threatened abortion or prevention of habitual abortion due to luteal
phase insufficiency.

Heragest-400 is indicated in treatment of female Infertility to support embryo Implantation and early pregnancy
by supplementation of corpus luteal function as part of an Assisted Reproductive Technology (ART) treatment.
program for infertile women.

Heragest-400 capsules are indicated for use in the prevention of endometrial hyperplasia in
non-hysterectomized postmenopausal women who are recieving conjugated estrogens tablets. They are also
indicated for use in secondary amenorrhea and premenstrual syndrome.

SIDE EFFECTS:

Heragest-400 have adverse reactions similar to other progesterone preparation that may include headache,
breast tendermness, mood swings, irritability, dizziness, drowsiness, abdominal bloating, and vaginal etching &
vaginal discharge. .
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DOSAGE AND ADMINISTRATION

Vaginal/ Rectal administration

Each capsule should be inserted deeply into the vagina. Rectal administration should be considered whenever
vaginal administration is not possible.

Threatened abortion: 400mg day in single or divided doses up to 12" week of pregnancy. .
Premenstrual Syndrome: 400 mg twice dailwaginally or rectally. Treatment usually starts on day 12 to 14 of
menstrual cycle and continues until the onset of menstruation.

Oral administration:

Prevention of endometrial hyperplasia Heragest-400 capsules should be given as a single daily dose in the
evening, 400 mg orally for 12 days sequentially per 28 day cycle, to postmenopausal women with a uterus who
are receiving daily conjugated estrogens tablets.

- WARNING AND PRECAUTIONS:
| | The pretreatment physical examination should include special reference to breast and pelvic organs, as well as
Papanicolaou smear. Because progesterone may cause some degree of fluid retention, conditions which might
be influenced by this factor, such as epilepsy, migraine, asthma, cardiac or renal dysfunction require careful
observation. If there is sudden partial or complete loss of vision, or if there is a sudden onset of proptosis,
diplopia or migraine.
Heragest-400 capsules should be discontinued pending examination. If examination reveals papilledema or
retinal vascular lesions, medication should be withdrawn.
Heragest-400 capsules should be discontinued immediately if any of the earliest manifestations of thrombotic
disorders (thrombophlebitis, cerebrovascular disorders, pulmonary embolism, and retinal thrombosis occur or
be suspected. Patients with a history of depression need to be closely observed.
Transient dizziness may occur in some patients. Use caution when driving a motor vehicle or operating machinery
Use of other Vaginal Products: Heragest-400 by vaginal route Is not recommended for use with other vaginal
products (such as antifungal products) as this may alter progesterone release and absorption.
Pregnant women & Nursing Mothers:
Heragest-400 should be used with caution in pregnant women and nursing mothers. Heragest-400 should be
used during pregnancy and in nursing mothers only if clearly indicated.

Insufficiency:

Since progesterone is metabalized by the liver, use in patients with severe liver dysfunction or disease is
contraindicated. If treatment with progestrone is indicated in patients with mild to moderate hepatic dysfunction,
these patients: Should be monitored carefully

Renal Insufficiency:

Since progesterone metabolites are eliminated mainly by the kidneys,Heragest-400 capsules should be used
with caution and only with careful monitoring in patients with renal dysfunction.

Drug-Drug Interaction:

ketoconazole inhibits metabolism of progestrone by human liver microsomes as observed in in-vitro studies.
These data suggest that ketoconazole and other known inhibitors of cytochrome P450 3A4 enzyme may
increase the bioavailability of progestrone The clinical relevance of the in vitro findings is unknown.

OVERDOSAGES:

No studies on overdosage have been conducted in humans.In the case of overdosage, Heragest-400 Capsules
should be discontinued and the patient should be treated symptomatically.

CONTRAINDICATIONS:

Heragest-400should not be used in patients with known hypersensitivity to its ingredients, active deep vein
thrombosis, pulmonary embolism or history of these conditions, active or recent (e.g. within the past year) arterial
thromboembolic disease (e.g., stroke, myocardial infarction), undiagnosed vaginal bleeding, missed abortion,
sever liver dysfunction or disease, and in patients with known, suspected, or history of cancer of the breast.
STORAGE : Store in a cool, dry & dark place below 25°C Protected from direct sunlight & moisture.

Keep out of reach of children .

PRESENTATION: Heragest-400 is available as 400 mg in blister of 10 soft gelatin capsules.
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Mfg. by : Healthwise Pharma ﬂ#
(AWHO-GMP Certified Unit) =] F;
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