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Abstract

This research project report “Thai Drug System and Women Health: A Case Study of
Contraceptives” is aimed to be integrative research. Its objectives are to study on Thai
contraceptives policy and their situation under the drug system framework namely
selection, procurement, distribution, and use. In doing this the project looks at the
structure and process of drugs system by analyzing roles and collaborations of relevant
sectors to gather critical information for women health development. The result is thus
proposed in order to protect health of Thai women using contraceptives.

Methods include multi-disciplinary techniques such as documentary study, interview,
simulated case survey, observation, and questionnaires. Data collections are conducted at
various levels from policy maker, professionals, practitioners, and consumers.

Various studies show that Thai health status has changed dramatically, with longer lifespan
(life expectancy = 75 years) but still face complex health problems. These came from
multipart social phenomena and over utilization of technology. Sources of illness and death
are changed from complicated delivery and infectious diseases to accident, committed
suicide, killed, and cancers of breast and vagina. Sexually transmitted diseases (STD),
AIDS, rapes as well as unwanted pregnancy and abortion are the rising problems. These
situations occur in younger girls as low as 14 years old. However, numbers of abortion
practices in married women are also prevalent from failed contraception together with social
norms and economic constraints.

Thailand is recognized as success in population control shown by the decline in growth rate
as being less than one. Nonetheless, women have the most responsibility in this job (more
than 90% of all contraception used). Oral contraceptives are gradually less preferred than
injectables. The potent and the longer hormones used the more harmful women received.
But there is less policy to motivate men involvement for family planning program showing
by very few and decreased rate of men sterilization and condoms used.

Thai policy on family planning focused merely on birth control hence ignored safety of
hormone use for women. Lots of irrational contraceptives with unclear evidence were
approved while the post marketing surveillance, re-evaluation, and improvement of package
insert were worked at slow pace.

Data were gathered from 14 public health facilities — one university. hospital, one public
provincial hospital near. Bangkok, 10 health centres  from . Bangkok Metropolitan
Administration (BMA), and 2 health centres from Ministry of Public Health (MoPH) by
interviewing health providers and their clients together with the observation. It was found
that services of these facilities are delivered to response more on birth control policy than on
women health needs, reproductive rights, and women integrity. This reflexes by the simple
services that are convenient to personnel such as contraceptives both orally and injectably.
However the quality of services is questionable on the understanding, and knowledge of
providers result in various forms of practices. Thai women of poverty are thus face less
choice and have to accept the circumstances.

Simulated cases in 23 pharmacies in Bangkok and vicinity are intended to study family
planning provision, standard of practices, and dispensing behaviours. Interestingly, there
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was no difference between practices of pharmacist and non-pharmacist in this setting. Not
enough information was given to clients asking for contraceptives in 3 various scenarios.
The only useful information is probably derived from labelling and package insert. By
comparing this information with legal requirement, WHO criteria, and recent academic
information, we found that information from labelling and package insert were not
conformed to the law and not enough for safety consumption. There was no information
mentioning that contraceptives can not about STD and AIDS. The most important thing it
unclear whether the package insert is intended for health professionals or consumer and lead
to inadequate utilization.

Post-coital contraception is currently popular among adolescent. The study done in one
public university in Bangkok showed that they know this product quite well and sometimes
introduces to their friends.

The result from this study provides some policy implications toward reproductive health in
Thailand. First, the MoPH needs to adjust their direction on reproductive health by
acknowledging women rights and providing enough information for women to decide, as we
as recruiting women in the policy process.
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3.1.3  anAnaInueENANiLile

wudnafaveausasuneg ludeiasogiug (ang 15 - 44 ) Jilszann 11 §uau uwsldunisauniiie

q 9

a o

Ane 7 Wisay Tnglud w.e. 2521 H&ndaunsldiEnisauiiiaiies 53.1% uwasivsauduaduauis 79.2% lu

Tw.a. 2544 wazdidndounisldenaunilinniunigen 3.2

A15199 3.2 Meldenaniuidalulszsmalng wissnatluazidszinanan

msldenauiuia W.A.2535* | W.A.2537* | W.A.2539* | W.A.2541* W.A.2543 | W.A.2544*

(2540)*
dadaunisld % 75.1 72.2 79.2
NPT TaTN 8.21 7.95 8.13 8.84 30.5 28.5
Anudugng 0.47 0.35 0.43 0.38 2.8 15
gn5uLleEnu 39.81 36.80 33.68 38.98 32.0 33.8
o0 35.50 41.59 43.49 36.76 22.7 27.8
Yinsaunge 6.14 4.83 3.63 278 4.4 3.9
#1614 3.76 1.09 4.73 5.05 na 2.0
Qaengaunsle 7.92 7.37 5.19 7.21 25 2.1
%Iu i na na na na 3.3 0.4
Andeuuienaz 100% 100% 100% 100% 100.0% 100%
Qg 1 1.67 §u 1.48 411 1.45 411 1.47 6w

NN * AnieuAnvisunniliy 100% , na = not available

15u1l39a1n World Contraceptive Use 2001 uasnaneunsiel 2544

AInadaluan9ei 3.2 wodnlszmalne lilfuanssaintlszmeaniasimuisnaiafidndnigldnaens
o Y = o o 2 o a aa 2 £73 =1 o a 1 [ v al
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ANAEe anduntszmalnawansinareiinisinuiuny uaznisliviasauniaanas (United Nations 2002)
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i ﬂ’]i‘LﬁszLg\iﬂ'mNﬂQﬂ Lmemiﬁu"] ﬁﬂu%’umamuﬁ%ﬁm DMPA (depot medroxyprogesterone acetate)
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WA, 2503 idsmaifinduantlezanng

WA, 2513 GulATINNIUNLATALAT Meadaguiiintiinaesiuunnsgiu wazlvinsaundtedetlaquiud]
ualinanas SaRassnANILHLATaLATWLszmAlne

.. 2518 Guldendnnuiiin uaziluualiugeiuien

W.A. 2528 Hn19lden 131.03 Auum luennauinia 13%

w.A. 2529 IFuthenipurinilasnlduinsluansuumindng uiedldeuilszannmnn uinsTeenils

AuRUTialuT 2529 anniiNe 6,000 1A (11 33%) leanilu 63,400 g0 lutl 2535 slantuualiinanas

») .

n

W.A. 2531 mLﬁm@uﬁ'nﬁmﬁmmﬁuwﬁmﬂ% (WarzannnsAnEINLGn Tudvan Reuld antaiAEas
N9AN Usz@nsNINga)

W.A. 2532 TinnsatiuaywanInLznIsqen W mL

W.A. 2534 liinnsadiuayuanIBLanenInEl dousengiuLEnisednannibia daann 132,387 Tulln.a.
2513 1flu 294,607 Tuif] 2514 a1, 2536 luarelual 692,009 pu uazastdluTiiu 1,373,180
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A15199 4.1 Lanlunsaunsidausmsuenpuiulaiiauiuensinay

AuUNsieu nanlunstunzidaussusn (Su)
dAset IAGIER LIAFEA Laae
267 12,444 1,979 1 223
TRISVEY 328 2,147 11 535
gnanfdauasaasinu 58 696 5 228

unas U5utlgeann flunn iNushtedand uazanie (2545) Uiuigeanndasyarasnaspaunuen (2545)

1. msudsziiuuazinaunnisanaula

Tneinhlilszmalnaldinousiilasnde filsvansna wazaninm TaaliAnfiaiasanlunisfiansan
TedeeauANANIUMANE LI MATSUANANA A IAINIIANLERBATELATY  [ullsmARn  AuuaLnus
nsdnen Ae Andaensie (safety) Uss@nsua (efficacy) ATUNTN (controlled quality) WATAYINABINIS

aa L . ° § o o = v Y a 1§ 1o A s e
N"9AATN (clinical requirement) 11 Wi wianzenndiANseInisldass o lilgianlifidsyTaaisionis
WAL GINNTRILITEINA

wezpaiyafRien wa. 2510 lLildszunanneinstunsidausfuenlaanss usiliauniedonds

ol o o Py o M X = o o \ 6 o &
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11 inausinenguunalunisdngula (legal eriteria) HAnNNdNATINNTINeNANaRT (scientific criteria)
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AN599 4.2 S1AenANIUTANNgAsLAEIAULATANTAANAY

grﬂiﬁ gngen %amsﬁ'\ FIANFADLLES (LN)
Estrogen mg. Progestin mg. i’]mﬁ'i']'q{ﬂ FTIAGIFA
(un) (un)
1. Ethinyl estradiol 0.03 Levonorgestrel 0.15 Anna® 15 20
Microgest ED® 15 20
Nordette® 52 60
2, Ethinyl estradiol 0.035 | Cyperterone 20 | Diane® 150 159
acetate Tina® 100 100
3 Ethinyl estradiol 0.02 | Gestodene 0.075 Meliane 21® 136
4. Ethinyl estradiol 0.03 | Gestodene 0.075 Gynera® 119
Minulet® 151
5. Ethinyl estradiol 0.03 | Desogestrel 0.150 Marvelon® 130 135
Prevenon" 119
6. - Levonorgestrel 0.75 Postinor® 20 35
Madonna® 20 30

4.3 uanlaanmsaunzidausnsuenaxniie
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lunisAnnanldannnistunsidauiniuenaunibs  AenisAnszidauaniuen lunddn e
£ = | 3| U = v ‘dld e o o
wntlaeiela dufusngala grammizasiienls doyaueeninisewsimluaain wnatsnaiuen aa
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2 o
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4.31 AunziliauasueINin

X = o o o a i o A= = o B ~ A A o
nastunliaus Fus ANAEaNUGN AR AN 360 Neillawangu (9197 4.3) Wawiauiung
oA oo AT o o C e
Tunzidauariuauauiiagiuianune ndi 30,000 A3y Geanatuladnlduaniin
driunuenantn sdullniunngned 4.4 wudnlaswasinisiunsideunindu Yazdszanns 19
nefleu (3-52 nellew) Tnsrunsidougegaluln.d. 2542 uazros < anasaumaetlszunn 23 nzideu

An5U TelndpeaiunesuNn luens (W.A. 2519 - 2522)
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' k4
unii 4 Msvundioud1svgwazMInuNIunious 15 Ui uiia

gnsen g g lusd
wuuiiFaula (NC) | wuulsifiBawly (N)
atpen 163 21 16
HNgATHAL 143 5 12
793 306 26 28
Wnaa: AATZITTRYAAINEINUANENITNNNIBIMNSUATEN 2545
AN99 4.4 'ﬁﬂmuwmﬁﬂuﬁ‘h%'umquﬁ’\Lﬁmﬁﬁuwmﬁﬂuizijﬂ W.A. 2527-2545
Uiz e AuungLigumsue (F15u)
guReEn ENFATHAN 39U
2545 15 8 23
2544 12 12 24
2543 19 ™ 30
2542 28 24 52
2541 27 21 48
2540 15 18 33
2539 9 4 13
2538 4 4 8
2537 2 3 5
2536 3 0 3
2535 & 5 8
2534 4 8 12
2533 11 3 14
2532 15 5 20
2531 0 5 5
2530 9 1 10
2529 12 10 22
2528 8 10 18
2527 4 8 12
39U 200 160 360

Unas: AATTTeyaaINA1INIUARIZNIINNNTBIMNTUATEN 2545

etunzidaudonlug)ifugluuueneFanuuuds (tablet) Teinaagluuy (919199 4.5)
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A19199 4.5 AUIUNTEUAITUENANANLATENING W.A. 2527-2545 Suunangluuuaiase

suuvuEETaN IUUAITUEN
gLRED ENGATHAN
Capsule 18 -
Tablet 68 151
Sugar Coated Pill - 1
Transdermal 11 -
Implant 7 -
Sterile Emulsion ? 1
Sterile Suspension 19 1
Sterile Powder 32 2
Sterile Solution 25 4

432 gasusagUuuusIe ¢ Nu

Tanaagllidngasanauniianlsaunadawlildumnzasvialdinesls eglddndgnaias 8

4619 usiluusiazgasdli Funoansdratynuansiaaiull nnsnei 4.6

A5 4.6 gasenaniniliaMiuengnsnan AFaUUATININNG 1 FnFu

AUAU gnseEn AuunzLiisy (A15u)
1 ETHINYL ESTRADIOL 0.03 MG., LEVONORGESTREL 0.15 MG. 18
ETHINYL ESTRADIOL 0.03 MG., LEVONORGESTREL 0.05 MG., 2
ETHINYL ESTRADIOL 0.05 MG., LEVONORGESTREL 0.25 MG., 5
2 ETHINYL ESTRADIOL 0.05 MG., NORGESTREL 0.5 MG. 12
ETHINYL ESTRADIOL 0.03 MG., NORGESTREL 0.30 MG. 2
3 ETHINYL ESTRADIOL 0.030 MG., GESTODENE 0.075 MG. 10
4 ETHINYL ESTRADIOL 0.035 MG., CYPROTERONE ACETATE 2 MG. 7
5 ETHINYL ESTRADIOL 20 MCG., DESOGESTREL 150 MCG. 7
6 NORETHINDRONE (TA1 1 MG.), MESTRANOL (TA2 0.05 MG.), 5
7 CONJUGATED ESTROGENS 0.625 MG. 2
8 ESTRADIOL VALERATE 2.000 MG., CYPROTERONE ACETATE 1.000 MG., 2
ESTRADIOL VALERATE 2.000 MG.

?WEI@SL%F;I@ ANTIANUIN 4.2
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A5 4.7 gasenaniniiaMiuenfies AlSuUESININ 14 SUALKSN

(3

AUAL gnseEN AuunzLlisy (F15u)
1| Estradiol Hemihydrate 12
2| Conjugated Estrogen 10
3| Estradiol 9

Norethisterone 9
5| Clomiphene Citrate 8
6| Estradiol Valerate 7
Progesterone 7
8| Gestrinone 4
Hydroxyprogesterone Caproate 4
Progesterone [Micronised] 4
11| Estriol 3
Levonorgestrel 3
Lynestrenol 3
Medroxyprogesterone Acetate 3

seazIBen ANTANUIN 4.3
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o

o o A 1 v a A a val v 1 1 a 1 dgl =l o
an tym‘lum?mmm@Lﬂumﬂw,ﬂmmil,@@nﬂgumvl,m wdnaudlsemalne@aAnaunzidauanueangn

a

a 1 . o

‘ﬂl [ = 1 ' = (3 [ = S £ 1 o
‘V]'Qﬁilﬂ:@ﬂ ldsaudeAsanaandn uazlifasdamsnemadeausatl LLHQI‘L&NTNW?Z?’WJUQ_JO_I[ﬂf_l’]f?lll‘l_l
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435  dszianmunguangaassnANile

gwidenulenanslidideenpuiniaaziinainliiniedndsznnesenauiniiansnaom
wanuang a3u18 dnunalszinmidusnansinyiseantinug mqﬂi:mmﬂummi@gm%ﬁiﬂﬁmﬁumﬁw‘%@m
PALANNLAY warLNLssinnitluendunsg °ﬁ'fNmmﬁﬁnwﬂizmmmzﬂzﬁumLﬂuﬁaﬁ
w.a. 2521 tsznalianguiidaidusndunse’
W.A. 2530 tsznalienpuniniuendunsig andu aedngu ﬁm?m%ul,ﬂummiﬁgL@?‘%ﬁmﬁm
ﬂzg'ul,l,iﬂ ethinylestradiol (0.03-0.05 mg.) + norgestrel (1.0-2.5 mg)
ethinylestradiol (0.03-0.05 mg.) + levonorgestrel (0.125-0.25 mQ)
ethinylestradiol (0.03-0.05 mg.) + norethisterone (1.0-2.5 mg.)
ethinylestradiol (0.03-0.05 mg.) + norethisterone acetate (1.0-2.5 mg.)
ethinylestradiol (0.03-0.05 mg.) + lynestrenol (1.0-2.5 mg.)
ﬂ@jumm Mestranol (0.03-0.05 mg.) + norgestrel (1.25-2.5 mg.)
Mestranol (0.03-0.05 mg.) + levonorgestrel (0.125-0.25 mg.)
Mestranol (0.03-0.05 mg.) + norethisterone (1.0-2.5 mg.)
Mestranol (0.03-0.05 mg.) + norethisterone acetate (1.0-2.5 mg.)
Mestranol (0.03-0.05-mg.) + lynestreol (1.0-2.5 mg.)
aelasrunmaasiBen il detiald 3314 nnsBusialssmuenuln nsdlanAuen Aoy 1una
V99 MuEE) NIELH 28 1A A5NN3AULN (NARWIN 4.4)
W.A. 2531 ﬂizmﬂﬂﬂLf’a’um@uﬁ%ﬁmﬁiﬁﬁmﬂumﬁumm
ﬂzjmu,‘m ethinylestradiol (0.03-0.05 mg.) + norgestrel (0.25--0.5 mg)
ethinylestradiol (0.03-0.05 mg.) + levonorgestrel (0.125-0.25 mg)
ethinylestradiol (0.03-0.05 mg.) + norethisterone (1.0-2.5'mg.)
ethinylestradiol (0.03-0.05 mg.) + norethisterone acetate (1.0-2.5 mg.)
ethinylestradiol (0.03-0.05 mg.) + lynestrenol (1.0-2.5 mg.)
NaNAa4 Mestranol (0.03-0.05 mg.) + norgestrel (0.25-0.5 mg.)

Mestranol (0.03-0.05 mg.) + levonorgestrel (0.125-0.25 mg.)

o e
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wezaaityaRen WA, 2510 11091 4 Avun i endunsne unnaaudeunaqiuvzesunulus iy luss
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Mestranol (0.03-0.05 mg.) + norethisterone (1.0-2.5 mg.)
Mestranol (0.03-0.05 mg.) + norethisterone acetate (1.0-2.5 mg.)
Mestranol (0.03-0.05 mg.) + lynestreol (1.0-2.5 mg.)
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1. %ﬂm‘ﬂmmﬁﬁﬂm&l (International Nonproprietary Name (INN) of each active substance)

2. %’@H@m\imﬁﬁwm (Pharmacological data : a brief description of pharmacological effects
and mechanism of action)

3. deyan1eAdtin (Clinical information)

3.1 ‘ﬁ@‘].i\‘i% (indications)

3.2 wansldeuardayaniandraauriand (dosage regimen and relevant
pharmacokinetic data: average and range for adults and children, dosing interval,
average duration of treatment, special situations e.g. renal, hepatic, cardiac, nutritional
insufficiencies that require either increased or reduced dosage)

3.3 da3inuld (Contraindications)

3.4 demsrriuazAnuiiew a7 eidluidesniadensss nsldunyms (Precautions and
warnings (reference to pregnancy, lactation etc.)

3.5 a1nssulintlszaefainnisldan Adverse effects (category if possible)

3.6 ﬂﬁﬁ?mﬁ'ﬁmmﬂqmﬁluj (Drug interactions)
3.7 msldauiuauIneen (Over-dosage: symptoms, non-drug treatment and supportive
therapy, specific antidotes)
4. %Hmﬁlmﬁum (Pharmaceutical information)
4.1 21ans g (Dosage form)
4.2 UU1AAINLIS (Strength of dosage form)
43 daunanau (Excipients)
4.4 ?ﬁmuﬁﬁnmmmeiwmmq (Storage conditions and shelf-life (expiry date)
4.5 1ALy (Pack size)
4.6 ANMUTIBINARTITLATILUE (Description of product and package)
4.7 dsziannguung (Legal category)

o o

4.8 %;:Imﬁmu,@:ﬂi AU (Name-and address of manufacturer(s)-and importer(s)

avAn1gaunielan ldnnuauuanislunisszydeyananiulilueanuazienaisnifuen (WHO

o

Guidelines of Drug Information: for drug label and leaflet) pratd

|
=

1. =@ae (Name of drugs)
dautlsznavenFandanian (Composition including the generic name)

dauald (Indication)

A w0

A11Ae1 (Dosage: amount, route, maximum, minimum)
ANANLTR (Property)

6. szeznanbenIeine (Duration of Treatment)
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7. A9A79E4 (Precaution)

8. 4ea¥1uld (Contraindication)

9. annseulaiallszasd (Adverse Reaction or side effect)

10. AARWALAL (Specific warning)

11. 38n"9AuFneen (Storage condition)

12. 91gje (Shelf life)

13. anpadnasldsy (Expected benefit)

14, mumzﬁmﬁluj (Inactive ingredient lists)

15. 38n19AUANNNT L @eBesELEInA (Other measures the patient to control symptom)
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ical Criteria uidelines suiflunaninasinsszifiuild
WHO Ethical Crit WHO Guidel a9l

Tann9en (INN) Name of drugs 13081 (INN)

Legal Category 2.Legal Category

Pack size 3. Pack size

Strength of Dosage form

Dosage form

4.Dosage form and strength

Composition

5.Composition

Excipients

Inactive Ingredients

6.Inactive Ingredients

Precaution and warning

Precaution and specific warning

7. Precaution and specific warning

Name of

Manufacturer/importer

7. Name of

Manufacturer/importer

Address of

Manufacturer/importer

9. Address of Manufacturer/importer

Shelf life/ expiry date Shelf life/ 10.Shelf life/ expiry date

Indication Indication 11.Indication

Pharmacological Data 12.Pharmacological Data
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WHO Ethical Criteria

WHO Guidelines

aguiflunaninaminmsisziiunld

Dosage Regimen, interval,

Dosage, Amount, Route,

13.Dosage Regimen, interval, duration of

duration of treatment, special Maximum treatment, special situation required
situation required special Minimum special dosage
dosage Duration of Treatment

Contraindication 14.Contraindication

Adverse effects Adverse /side effects 15.Adverse /side effects

Drug Interaction 16.Drug Interaction

Over dosage & Therapy 17.0ver dosage & Therapy

Storage condition Storage condition 17.Storage condition

Description of product & 19.Description of product & package

package

Property 20.Property

Expected benefit 21.Expected benefit

Other measures the patient to 22.0ther measures the patient to control

control symptom symptom
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Table 7-2: Percentage Of Women Experiencing An Unintended Pregnancy During The First Year Of Use Of Typical Use And The First Year Of
Perfect Use Of Contraception And The Percentage Continuing Use At The End Of The First Year. United States.

% Of Women Experiencing An Unintended % Of Women Continuing Use At
Pregnancy Within The First Year Of Use One Year®
Method Typical Use' Perfect Use”
(1 ) ®3) 4)

Chance" 85 85
Spermicides5 26 6 40
Periodic abstinence 25 63

Calendar 9

Ovulation Method 3

Sympto—ThermaI6 v

Post-Ovulation 1
Cap7

Parous Women 40 26 42

Nulliparous Women 20 9 56
Sponge

Parous Women 40 20 42

Nulliparous Women 20 9 56
Diaphragm 20 6 56
Withdrawal 19 4
Condom’

Female (Reality) 21 5 56

Male 14 S 61
Pill 5 71

Progestin only 0.5

Combined 0.1
IUD

Progesterone T 2.0 1.5 81

Copper T370 A 0.8 0.6 78

LNg 20 0.1 0.1 81
Depo-provera® 0.3 0.3 70
Levonorgestrel
Implants (Norplant®) 0.05 0.05 88
Female Sterilization 0.5 0.5 100
Male Sterilization 0.15 0.10 100

Emergency Contraception Pills: Treatment initiated within 72 hours after unprotected intercourse reduces the risk of pregnancy by at least 75%"°

Lactation Amenorrhoea Method : LAM is a highly effective, temporary method of contraceptionm
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Source :Trussell J., Contraception Efficacy. In Hatcher RA, Trussell J., Stewart F, Cates W, Stewart GK, Kowel D, Guest F. 1998, Contraceptive Technology: 17"
Revised Edition. New York: Irving Publishers.
1. Among typical couples who initiate use of a method (not necessarily for the first time), the percentage who experience an accidental pregnancy during the first year if
they do not stop use for any other reason.
2. Among couples who initiate use of a method (not necessarily for the first time) and who use it perfectly (both consistently and correctly), the percentage who
experience an accidental pregnancy during the first year if they do not stop use for any other reason.
3. Among couples attempting to avoid pregnancy, the percentage who continue to use a method for one year.
4. The percents becoming pregnant in column (2) and (3) are based on data from populations where contraception is not used and from women who cease using
contraception in order to become pregnant. Among such populations, about 89% become pregnant within one year. This estimate was lowered slightly (to 85%) to

represent the percent who would become pregnant within one year among women now relying on reversible methods of contraception if they abandoned contraception

together.
5. Foams, creams, gels, vaginal suppositories, and vaginal film.
6. Cervical mucus (ovulation) method supplemented by calendar in the pre-ovulatory and basal body temperature in the post-ovulatory phases.
7. With spermicidal cream or jelly.
8. Without spermicides.
9. The treatment schedule is one dose within 72 hours after unprotected intercourse, and a second dose 12 hours after the first dose. The Food and Drug Administration

has declared the following brands of oral contraceptives to be safe and effective for emergency contraception : Ovral (1 dose is 2 white pills), Alesse (1 dose is 5 pink
pills), Nordette or Levlen (1 dose is 2 light orange pills), Lo/Ovral (1 dose is 4 white pills), Triphasil or Tri-Levin (1 dose is 4 yellow pills), (62 FR 8612; February
25,1997)*

10. However, to maintain effective protection against pregnancy, another method of contraception must be used as soon as menstruation resumes, the frequency or

duration of breast feeds is reduced, bottle feeds are introduced, or the baby reaches 6 months of age.
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Estrogen mg Progestin mg

Biphasic pill
1 Anamai® 1 Mestranol 0.05 Norethisterone 1.0
2 | Noriday Brywood “* 1 Mestranol 0.05 | Norethindrone 1.0
3 Lyndiol 50 E® 1 Ethinyl estradiol 0.05 Lynestrenol 25
4 | Ovostat 27® 1 Ethinyl estradiol 0.05 Lynestrenol 1.0
5 Anna® 2 Ethinyl estradiol 0.03 Levonorgestrel 0.15
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] dszinn/da IUIU asaangnamiudiulsznaumnan
Estrogen mg Progestin mg
6 | Microgest ED® 3 Ethinyl estradiol 0.03 Levonorgestrel 0.15
7 | Nordette © 1 Ethinyl estradiol 0.03 | Levonorgestrel 0.15
7 | Microgynon 30 ED” 2 Ethinyl estradiol 0.03 | Levonorgestrel 0.25
9 | Diane” 4 Ethinyl estradiol 0.035 | Cyperterone Acetate 2.0
10 Tina® 1 Ethinyl estradiol 0.035 | Cyperterone Acetate 2.0
11 | Rigevidon © 1 Ethinyl estradiol 0.03 d-Norgestrel 0.15
12 Riget® 2 Ethinyl estradiol 0.03 d-Norgestrel 0.15
13 Mercilon® 6 Ethinyl estradiol 0.02 Desogestrel 0.15
14 Man/elon® 10 Ethinyl estradiol 0.03 Desogestrel 0.15
15 Gynera® 1 Ethinyl estradiol 0.03 Gestodene 0.075
16 Meliane® 3 Ethinyl estradiol 0.02 Gestodene 0.075
Triphasic pill
17 Trinordiol® 1 Ethinyl estradiol (6 Wim) 0.03 Levonorgestrel 0.05
Ethinyl estradiol (5 Ei) 0.04 Levonorgestrel 0.075
Ethinylestradiol(10 Fi) 0.03 Levonorgestrel 0.125
Progestin only
17 | Postinor™ 57 Levonorgestrel 0.75
19 | Madonna” 33 Levonorgestrel 0.75
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ﬂ\‘lﬁﬂﬁi@uﬁﬁﬂiaﬂ WHO Ethical Criteria for Medicinal Product. Available at

http://www.who.int/reproductivehealth/publications/HRP_ITT_95_1_2.en.html .

Guidance for Industry, Combined Oral Contraceptives-Labeling for Healthcare Providers and Patients
(Draft Guidance) , US Department of Health and Human Services, Food and Drug Administration,
Center for Drug Evaluation and research (CDER), June 2000, Labeling.

Guidance for Industry Providing Regulatory Submissions in Electronic Format-Prescription Drug
Advertising and Promotion Labeling (Draft Guidance), US Department of Health and Human
Services, Food and Drug Administration, Center for Drug Evaluation and research (CDER). Center for
Biologics Evaluation and Research (CBER), January 2001

Guidance for Industry Providing Regulatory Submissions to the Center for Biologics Evaluation and
Research (CBER) in Electronic Format-Biologics Marketing Application US Department of Health and
Human Services, Food and Drug Administration, Center for Drug Evaluation and research (CDER).
Center for Biologics Evaluation and Research (CBER), November 1999

Guidance for Industry Using FDA-Approval Patient Labeling in consumer Directed Print Advertisements

(Draft Guidance), US Department of Health and Human Services, Food and Drug Administration,
Center for Drug Evaluation and research (CDER). Center for Biologics Evaluation and Research

(CBER), April 2001.

http:// www.healthsquare.com/newrx/ora1310.htm luwiadia Oral Contraceptives

http:/www.go2planb.com.htm lusiadia Plan B
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http://www.packageinginsert.com/Legal/0101legal.html lusiadia December brings drug labeling

developments, prescription and OTC.

http://www.arhp.org/healthcareproviders/onlinepublications/.htm lusiada Clinical Proceeding :

An Overview of Pill Formulation.

http://www.aclar.com/newsletter/EPN-110502.html Wt#da Pharmaceutical & Medical Packaging News.

http://www.napra.ca/docs/0/95/157/165.asp lusiadia Emergency Contraception
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Africa and Middle Eas{ Americas Asia and Oceania Europe

23 countries 13 countries 18 countries 24 countries
Algeria (2002) Argentina Armenia Austria
Benin (recent) Brazil (1999) Azerbaijan Belarus
Cameroon (2001) Canada Bangladesh (1998) Belgium
Congo (2001) Chile (2001) China Bulgaria
Egypt Columbia (2000) Fiji (2002) Czech Republic
Gabon Dominican Republic Georgia Denmark
Ghana (2000) El Salvador (2002) Hong Kong (2002) Estonia
Guinea (2001) Jamaica India (2002) Finland
Ivory Coast Mexico (1999) Indonesia (2003) France
Kenya (1997) Paraguay Israel (2001) Germany
Madagascar Peru (2001) Kazakhstan () Greece

Mali United States (1999) Kyrgyzstan Iceland
Mauritania (2001) Uruguay (2001) Lebanon (2002) Italy
Mauritius Venezuela (1999) Mynmar (pending) Luxembourg
Morocco (2002) New Zealand Moldova
Namibia (2001) South Korea (2002) Netherlands
Republic of the Congo Sri Lanka (1997) Norway
Senegal (2001) Taiwan (2002) Portugal
South Africa (1998) Tajikstan Romania
Tunisia (2001) Thailand (1984) Russia
Uganda (2000) Turkmenistan Slovakia
Yemen Uzbekistan Spain
Zimbabwe Vietnam Sweden

United Kingdom (1999)

was: The International Consortium for Emergency Contraception, http://www.cecinfo.org as of 4 Oct 2002
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(#@1uu 110 FATAIEL)

17 BETA-ESTRADIOL HEMIHYDRATE 1.033 MG., NORGESTIMATE 0.090 MG, 17 BE.TA—.
ESTRADIOL HEMIHYDRATE 1.033 MG.

ANDROSTENEDIONE | MG., ESTRONE 5 MG., TESTOSTERONE 0.1 MG, PREGNENINOLONE_ 1
MG., THYROID 7.5 MG., ANDROSTENEDIOL 0.5 MG.

CONJUGATED ESTROGEN (PA1 0.625 MG.), MEDROGESTONE (PB1 5.000 MG..)
CONJUGATED ESTROGEN 0.625 MG. .

CONJUGATED ESTROGEN 0.625 MG., MEDROXYPROGESTERONE ACETATE 5.00 MG.
CONJUGATED ESTROGENS 0.625 MG.

CONJUGATED ESTROGENS 0.625 MG., CONJUGATED ESTROGENS 0.625 MG.,
MEDROXYPROGESTERONE ACETATE 5.000 MG.

CYPROTERONE ACETATE 2 MG., ETHINYL ESTRADIOL 0.035 MG.

CYPROTERONE ACETATE 2.000 MG., ETHINYL ESTRADIOL 0.03500 MG.

. CYPROTERONE ACETATE 2.060 MG., ETHINYL ESTRADIOL 0.03605 MG.

CYPROTERONE ACETATE,MICRO 20 (2.000 MG.), ETHINYL ESTRADIOL, MICRO 20 (0.035

- MG)

22.

)
24,
25.
26.
27.

DESOGESTREL 0.15 MG., ETHINYL ESTRADIOL 0.03 MG.

. DESOGESTREL 150 UG., ETHINYL ESTRADIOL 20 UG.

ESTRADIOL BENZOATE 2 MG., PROGESTERONE 20 MG.

. ESTRADIOL BENZOATE 3 MG., PROGESTERONE 50 MG.

ESTRADIOL BENZOATE 5 MG., PROGESTERONE 50 MG.

ESTRADIOL CYPIONATE 10.0 MG., MEDROXYPROGESTERONE ACETATE 50.0 MG.
ESTRADIOL HEMIHYDRATE 2.07 MG., NORETHISTERONE ACETATE 1.00 MG.
ESTRADIOL VALERATE 2.00 MG., MEDROXYPROGESTERONE ACETATE 5.00 MG.

ESTRADIOL VALERATE 2.600 MG., CYPROTERONE ACETATE 1.000 MG.

. ESTRADIOL VALERATE 2.000 MG., CYPROTERONE ACETATE 1.000 MG., ESTRADIOL

VALERATE 2.000 MG.

ESTRADIOL VALERATE 2.0000 MG., LEVONORGESTREL 0.1500 MG, ESTRADIOL VALERATE
2.000 MG.

ESTRADIOL VALERATE MICRO 20 (2.000 MG.), NORGESTREL MICRO 20 (0.500 MG.)
ETHINYL ESTRADIOL ((MA2) 0.030 MG.), LEVONORGESTREL (MA1) 0.150 MG.

ETHINYL ESTRADIOL (MA2 0.05 MG.), LYNESTRENOL (MA1 | MG.)

ETHINYL ESTRADIOL (PA2 0.03 MG.), LEVONORGESTREL (PA1 0.15 MG.)

ETHINYL ESTRADIOL (PA2 0.03)



28

29.
-30.
31
)
.
34,

" 35.
36.
37
38.
39.
- 40.
41.
42.
43,
© 44
45.
46,
47.
48.
- 49.
50.

51.

52.
53.
54.
55.
56.
57.

58.
59.

ETHINYL ESTRADIOL (TA1 0.03 MG.), D-NORGESTREL (TA2 0.15 MG
ETHINYL ESTRADIOL (TA1 0.030 MG.), LEVONORGESTREL (TA2 0.150 MG.)

ETHINYL ESTRADIOL (TA2 0.03 MG.), LEVONORGESTREL TA1 0.05 MG.

ETHINYL ESTRADIOL (TA2 0.05 MG.), NORGESTREL (TA1 0.5 MG.)

ETHINYL ESTRADIOL 0.03 MG., DESOGESTREL (ORG 2969) .0.15 MG.

ETHINYL ESTRADIOL 0.03 MG., DESOGESTREL 0.15 MG.

ETHINYL ESTRADIOL 0.03 MG., ETHINYL ESTRADIOL 0.040 MG., LEVONORGESTREL 0.125
MG., ETHINYL ESTRADIOL 0.030 MG., LEVONORGESTREL 0.05 MG., ‘LEVONORGESTREL
0.075 MG.

ETHINYL ESTRADIOL 0.03 MG., LEVONORGESTREL 0.05 MG.

ETHINYL ESTRADIOL 0.03 MG., LEVONORGESTREL 0.15 MG.

ETHINYL ESTRADIOL 0.03 MG., NORGESTREL 0.30 MG.

ETHINYL ESTRADIOL 0.030 MG., DROSPIRENONE 3.000 MG.

ETHINYL ESTRADIOL 0.030 MG., GESTODENE 0.075 MG.

ETHINYL ESTRADIOL 0.030 MG., LEVONORGESTREL 0.150 MG.

ETHINYL ESTRADIOL 0.035 MG., CYPROTERONE ACETATE 2.0 MG.

ETHINYL ESTRADIOL 0.035 MG., CYPROTERONE ACETATE 2.00 MG.

ETHINYL ESTRADIOL 0.05 MG., LEVONORGESTREL 0.125 MG.

ETHINYL ESTRADIOL 0.05 MG., LEVONORGESTREL 0.25 MG.

ETHINYL ESTRADIOL 0.05 MG., NORGESTREL 0.50 MG.

ETHINYL ESTRADIOL 0.05 MG., PROGESTERONE 10.00 MG.

ETHINYL ESTRADIOL 0.050 MG., LEVONORGESTREL 0.250 MG.

ETHINYL ESTRADIOL 0.050 MG., NORGESTREL 0.500 MG.

ETHINYL ESTRADIOL 0.500 MG.; NORGESTREL 0.500 MG.

ETHINYL ESTRADIOL 20 MCG., DESOGESTREL 150 MCG.

ETHINYL ESTRADIOL 2=0.035 MG.,b=0.035 MG.,c=0.0, NORETHISTERONE a=0.5 MG.,b=0.75
MG.,c=1.0 MG.

ETHINYL ESTRADIOL,MICRO 20 {0.020 MG.), GESTODENE 0.075 MG.

ETHINYL ESTRADIOL,MICRO 20 (0.030 MG.), GESTODENE 0.075 MG.

ETHINYL ESTRADIOL,MICRO 20 (0.030 MG.), LEVONORGESTREL, MICRO 20 (0.150 MG.)
ETHINYL ESTRADIOL 0.03 MG., DESOGESTREL (ORG 2969) 0.15 MG.

ETHINYL ESTRADIOL 0.03 MG., DESOGESTREL 0.15 MG.

ETHINYL ESTRADIOL 0.03 MG., ETHINYLESTRADIOL 0.040 MG., LEVONORGESTREL 0.125
MG., LEVONORGESTREL 0.05 MG.,

ETHINYL ESTRADIOL 0.03 MG., LEVONORGESTREL 0.05 MG.

ETHINYL ESTRADIOL 0.030 MG., GESTODENE 0.075 MG.



. 60.
61.
62.
6.
64.
65.
6.
67,
68,
69.
70.
71.
72.
73.
74,

75.
76.
71.
78.
79.
80.
81.

82.

83.

84.
85.
86.

ETHINYL ESTRADIOL 0.05 MG., NORETHINDRONE ACETATE 3 MG.

ETHINYLESTRADIOL 0.050 MG, LYNESTRENOL 2.5 MG.

ETHINYLESTRADIOL 20 UG., DESOGESTREL 150 UG.

ETHINYLESTRADIOL, MICRO (20 0.035 MG.), CYPROTERONE ACETATE,MICRO 20 (2.000 MG.
ETHINYLESTRADIOL, MICRO 20 (0.030 MG.), LEVONORGESTREL, MICRO 20 (0.150 MG.}
ETHINYLESTRADIOL, MICRO 20 (0.035 MG.), CYPROTERONE ACETATE,MICRO 20 (2.000 MG.) -
ETHINYLESTRADIOL, MICRO 20 (0.05 MG.), LEVONORGESTREL, MICRO 20 (0.25 MG.
ETHINYLESTRADIOL, MICRO 20 (0.050 MG.), LEVONORGESTREL, MICRO 20 (0.250 MG.)
ETHINYLOESTRADIOL 0.030 MG., LEVONORGESTREL 0.05 MG.

ETHYNODIOL DIACETATE 1 MG., ETHINYL ESTRADIOL 0.05 MG.

GESTODENE 0.06 MG., ETHINYLESTRADICL 6.015 MG.

GESTODENE 0.075 MG. , ETHINYL ESTRADIOL 0.030 MG.

GESTODENE 0.075 MG., ETHINYLESTRADIOL 0.020 MG.

GESTODENE 0.075 MG., ETHINYLESTRADIOL 0.030 MG.

HUMAN FOLLICLE STIMULATING HORMONE (75 1U.), HUMAN LUTEINISING HORMONE (LH)

(751U

HUMAN FOLLICLE STIMULATING HORMONE F.S.H. (PA1 75 IU.), HUMAN LUTEINISING
HORMONE (LH) (PA2 75TU.)

LACTOSE ((MB3) 45.750 MG.}, NORGESTREL MICRO 20 {{MB2) 0.500 MG.), ESTRADIOL
VALERATE MICRO 20 ((MA1) 2.000 MG.) _
LEVONORGESTREL (PA1 0.05 MG.), ETHINYL ESTRADIOL (PA2 0.03MG.), LEVONORGESTREL
(PB10.075 MG.), ETHINYL ESTRADIOL (PB2 0.04 MG.), LEVONORGESTREL (PC1 0.125 MG.),
ETHINYL ESTRADIOL (PC2 0.03 MG.)

LEVONORGESTREL (PA1 0.250 MG.), ETHINYL ESTRADIOL (PA2 0.050 MG.
LEVONORGESTREL (T2 0.15 MG.), ESTRADIOL VALERATE (T1 2 MG.), ESTRADIOL
VALERATE (T2 2 MG.)

LEVONORGESTREL (TA' 0.15 MG.), ETHINY!, ESTRADIOL (TA2 0.03 MG.)
LEVONORGESTREL (TA1 0.150 MG.), ETHINYLESTRADIOL, MICRO 20 (TA2 0.030 MG.)
LEVONORGESTREL 0.05 MG., ETHINYL ESTRADIOL 0.03 MG.

LEVONORGESTREL 0.05 MG., LEVONORGESTREL 0.075 MG., ETHINYL ESTRADIOL 0.03 MG.,
LEVONORGESTREL 0.125 MG., ETHINYL ESTRADIOL 0.040 MG., ETHINYL ESTRADIOL 0.030
MG.

LEVONORGESTREL 0.100 MG., ETHINYL ESTRADIOL 0.020 MG.

LEVONORGESTREL 0.15 MG., ETHINYL ESTRADIOL 0.03 MG.

LEVONORGESTREL 0.15 MG., ETHINYL ESTRADIOL 0.03 MG., ETHINYL ESTRADIOL MA2

0.03 MG., NORGESTREL MA1 0.30 MG.



87.
88,
89.
90,
91.
92,
93.
94.
95.
96.
97.
98.
99,
100.
101.
02,
103.
104.
105
106.

107.
108.

109.

110.

LEVONORGESTREL 0.25 MG., ETHINYL ESTRADIOL 0.05 MG. .

LEVONORGESTREL, MICRO 20 (0.150 MG.), ETHINYLESTRADICL, MICRO 20 (0.030 MG.)
LYNESTRENOL 1 MG., ETHINYLESTRADIOL 0.05 MG.

MEDROGESTONE 5.000 MG., CONJUGATED ESTROGEN 0.6285 MG.
MEDROXYPROGESTERONE ACETATE 2.50 MG., CONJUGATED ESTROGENS 0.625 MG
MEDROXYPROGESTERONE ACETATE 2.50 MG., ESTRADIOL VALERATE 1.00 MG.
MEDROXYPROGESTERONE ACETATE 5.00 MG., ESTRADIOL VALERATE 1.00 MG.
MESTRANOL (TA2 0.05 MG.), NORETHINDRONE (TAl | MG.)

MESTRANOL 0.050 MG., FERROUS FUMARATE 75.000 MG., NORETHISTERONE 1.000 MG.
NORETHINDRONE (TAl 1 MG.), MESTRANOL (TA2 0.05 MG.)

NORETHINDRONE | MG., MESTRANOL 0.05 MG.

NORETHISTERONE ACETATE (-,1.0 MG,-), ESTRADIOL HEMIHYDRATE (2.07,2.07,1.0)
NORETHISTERONE ACETATE 0.500 MG., ESTRADIOL HEMIHYDRATE 1.03 MG.
NORGESTIMATE 0.250 MG., ETHINYL ESTRADIOL 0.035 MG.

NORGESTOMET 0.5 MG., ETHINYL ESTRADIOL 0.05 MG.

NORGESTREL (TA1 0.5 MG.), ETHINYL ESTRADIOL (TA2 0.05 MG.)

NORGESTREL 0.3 MG,, ETHINYL ESTRADICL 0.3 MG.

NORGESTREL 0.30 MG., ETHINYL ESTRADIOL 0.03 MG.

NORGESTREL 0.5 MG., ETHINYL ESTRADIOL 0.05 MG.

NORGESTREL MICRO 20 (MB2 0.500 MG.), ESTRADIOL VALERATE (MA1 2.000 MG.),

ESTRADIOL VALERATE MICRO 20 (MB1 2.000 MG.)

NORGETREL 0.500 MG., ETHINYL ESTRADIOL 0.050 MG.

PROGESTERONE 50.0 MG., ESTRADIOL BENZOATE 5.0 MG.

TESTOSTERONE 0.1 MG., ANDROSTENEDIONE | MG., PREGNENOLONE 1.0 MG., ESTRONE 5
UG., THYROID 7.5 MG.

TESTOSTERONE ENAvNTHATE 90.27 MG., ESTRADIOL VALERATE 4.00 MG.
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1. 17 Beta-Estradiol
2. Androstanolone
3. Bromocriptine (3 AN§L)

4. Bromocriptine Mesylale (2 A131)

o

5. Busereline Acetate (2 A1511)
Cetrorelix Acetate (4 f151)
7. Chorionic Gonadotropin (2 f131)

Clomiphene Citrate (8 A151)
9. Conjugated Estrogen (10 #n5L)
~ 10. Conjugated Estrogen CDS Lactose Dedication [MA]
11. Cyproterone Acetate
12. Danazo! (11 A751)
13. Desogestrol
14. D-Norgestrel (2 An5L)
| 15, bydrogesterone (2 5151)
16. Estradiol (9 An3v)
. 17. Estradiol Benzoate (2 #1351
18. Estradiol Hemihydrate (12 sin31)
19. Estradiol Valerate (7 #151)
20. Estradiol Valerate Micro 20 (2 #131)
21. Estriof (3 pn31)
. 22. Estrogen Conjugated (2 A1)
23. Ethinyl Estradiol
24. Etonogestrel [ORG 3236] (3 AnFu)
25. Fluoxymesterone
26. FollitropinAlfa [R-HFSH] (8 AITL)
27. Follitropin Beta (5 fin5L)

28. Ganirelix [ORG 37462]

. 29. Gestrinone (4 s5u)

30. Gonadorelin
31. Human Chorionic Gonadotrophin [HCG] (6 #13L)

32. Human Follicle Stimulating Hormone



33,
34.
35.
36.
37,
38.
39.
40.
41,
42
43,
© 44
45,
.
a7,
48,
-4,
~ 50.
51,
52,

Human Follicle Stimulating Hormone FSH
Human Menopausal Gonadotrophin
Hydroxyprogesterone Caproate (4 F5U)
Levonorgestrel (3 AN3L)

Levonorgestrel Micron

Lynestrenol (3 A1)

Medrogestone (2 A171)
Medroxyprogesterone Acetate (3 An5u)
Norethindrone

Norethisterone (9 A15y)

Norethisterone cenanthate

Oestradiol

Oestradiol Benzoate. (2 FN5)
Progesterone (7 A5U)

Progesterone [Micronised] (4 fN51)
Tibolone (2 AN§1)

Urofoltitrophin

Urofollitropin [HFSH] [Human Follicle Stimulating Hormone]
Urofoliitropin [HPFSH] [Human Follicle Stimulating Hormone] (3 N5

Urofollitropin [HPFSH] Follicle Stimulation Hormone
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taqiiud nsuNyue (W.A. 2534-2542)

Year Topic of working Legal action from work of
No. work/ the re-evaluation Note
No. Plan subcommittee
1991 Na * mebendazole Total 7 legal
* caffeine in cough&cold and actions
hormone preperations
* sodium fluoride
* theophylline (?)

1992 0/4 No meeting *Mebendazole (Ministerial order | Total 8 legal
965/2535 dated 30 Dec 1992) actions

1993 1/3 * caffeine in cough&cold * Caffeine in cough&cold Total 10 legal

* ephedrine drugs preparations (Ministerial order actions
* all cough&cold 193/2536dated 23 Mar 1993)
preparations
* Labelling of postcoital * Caffeine in tonic and haematinic
contraceptive preparations and in hormone
* Hormonal contraceptive preparations (Ministerial order
* Ergot anti-migraine 780/2536 dated 20 Oct 1993)
* Indication of dipyrone after
reclassified * Ephedrine (Ministerial order
* Name of dipyrone drugs 194/2536 dated 23 Mar 1993) in
after removal of dipyrone cough&cold drugs and others
1994 1/7 * Cough&cold drugs * Ergot alkaloids (Ministerial order | Total 3 legal
* Expiry date of 598/2537 dated 26 Aug 1994) actions
aminophylline
* Antidiarrhoeal drugs
1995 0/5 * Antidiarrhoeal drugs Plan for
* Cough&cold drugs * Expectorant and
mucolytic with
standard
label/leaflet
* Hormone for
contraception with
standard label
* Antidiarrhoeal
drugs (unfinished)
* Hormone as tonic
preparations
and/or hormone
supplement
* Anti-emetic (?)
1996 0/0 * EP high dose as
pregnancy test (Joint
meeting with the ADR
subcommittee)

1997 0/0 No meeting * EP high dose as pregnancy test | Total 5 legal
(Joint meeting with the ADR actions
subcommittee)

1998 0/0 No meeting No legal action na

1999 0/0 No meeting No legal action na

2000

2001

2002

2003

Sources: Archives of FDA annual report 1991-1996
: Announcements of legal action 1991-1996
: FDA action plan
: Re-evaluation subcommittee minutes 1991-1996

: na = data not available
: Only one whole therapeutic group of drug ever re-evaluated is cough&cold preparations but still are
pending without legal action

Note:
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ANNNTEAYNLEY
anvazmediny Uszrns MU (AU) Faaaz
WA (N= 335)
e 216 64.5
T8l 55 16.4
lads=y 64 19.1

a1 (T)(N=270)

18 32 11.8
19 85 31.5
20 88 32.6
21 36 13.3
22 21 7.8
23 8 3.0

ARAUWN (N=270)

namnIAzUTNTA 194 71.9
RN LL] 76 28.1
7 nilaqifiy (N=335)

fuAALATY 203 60.6
NANNYA 31 9.2
waRnanTu 25 7.5
Aaulndausn 8 2.4
Taiszy 68 20.3

mmmiﬁnwﬂuﬂ%}ﬁu (N=269)

Mudsaumans/uyvemans 166 61.7
suAnenAansmalulad/Aray 61 22.7
ANUANLNANFRTZUNIN 19 7.1

B 23 8.6
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