No

Yoo 2011 302

TO

SUBJECT

Republic of the Philippines

Department of Health

FOOD AND DRUG ADMINISTRATION

: THE GENERAL PUBLIC

RECERTIFICATION

IO NOV 2017

: RESULTS OF THE FOOD AND DRUG ADMINISTRATION’S
(FDA) RE-EVALUATION OF CONTRACEPTIVE PRODUCTS FOR

The FDA has concluded the re-evaluation of the following contraceptive products:
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No. Ceaeric Namse Dosage Strength and Brand Nafse Registration
Form No.
L Desogestrel 75 mg Tablet Cerazette DR-XY27146
2. Desogestrel 75 mcg Tablet Estrelle DR-XY40817
3. Lynestrenol 500 mcg Tablet Exluton DR-XY18077
4. Lynestrenol 500 mcg Tablet Daphne DRP-2088
5. Lynestrenol 500 mcg Tablet Leila DRP-2138
6. , 68 mg Subdermal
Etonogestrel Implant Implanon DR-XY27500
74 68 mg Subdermal Implanon
Etonogestrel Implant NXT DR-XY41412
% Medroxyprogesterone acetate g mL Suspension Depo-gestin | DR-XY39023
for Injection (IM)
9. 150 mg/mL
Medroxyprogesterone acetate Suspension for Depo-gestin DRP-3643
e [njection (IM)
L Medroxyprogesterone acetate ISOmgfl;.:’lr?{{spensmn Depofemme | DR-XY40409
= Medroxyprogesterone acetate g, rrfl‘(l)rS[t;sApensmn Depotrust DR-XY34137
1 150 mg/mL
Medroxyprogesterone acetate Suspension for Lyndavel DRP-338
Injection (IM/SC)
13. 150 mg/mL
Medroxyprogesterone acetate Suspension for None DR- XY30830
iy Injection (IM/SC)
14. 150 mg/mL
Medro:gprogesterone Suspension for Protec DR-XY42049
cetate S
Injection (1.M.)
15. i
Medroxyprogesterone acetate SOmg/n;‘(I)rS;sApensmn Depotrust DRP-363
16. 52 mg (20 mcg/24
Levonorgestrel hours) Intrauterine Mirena DR-XY25174
Delivery System



Cyproterone acetate+

Ethinylestradiol Ay g e — s
B Cyg;gfﬁ;‘};‘:t aeAa€T | 2mg/ 35 mog Tablet | Althea DRP-339
19. cyﬁ:ﬁiﬁ::ﬁ:;ifitﬁ d2mg/ 35 meg Tablet | Cybelle DRP-4439
B e, | g | = | oo
21. Eﬁ?;;%::ttrraegol 150 m;f;]‘z? MC€ | Mercilon | DR-XY21633
Al A el e
23, Eﬁ?ﬂ?’f:ﬁfffgol 125 "}l?félif[’ MCE | Gracial | DR-XY26961
" | Elhinloswadiol | 3mg30mogTablet|  Lia | DRP-3751
= D | R | s | oxears
%, Eﬁiﬁiﬁiﬁiﬁf& 3mg/30 meg Tablet | Yasmin | DR-XY28181
| S| I | e | owra
T, | s | v | owven
2. | [Estradiol Valeratet | gy coated Tablet | Qlaira | DR-XY38455

Dienogest

30. Eg;s;?ed;?;c; o ey IR | s DRP-2802
31 Eg;ﬁ?;??;;ol # m’?‘fb?g T Meliane | DR-XY25428
32. Ftﬁﬁ?&?ﬁ o 73 m,‘;g/bfg e Gynera | DR-XY25163
¥ | Cimlowadiol | Tt " | Juliame | DRP4297
34. Ig‘}’l‘i’:}‘:’}':c’ﬁ‘:;;g L2 “};flié? M | Nordette | DR-XY23241
7| imlomadiol | Taet | Lledy | DRR37
36. léi‘;?:;;g;fﬁg 125 m;ili? MCE | Denise | DR-XY40669
7| himioatiol | - FCoablet - | Minipil | DRP-3738
: Ehimylosmadiol | - Taplet © | Seif | DRXYa804

i | R | e
- Ethilr;;r;[‘:?;gﬁ)slt;r?e:rous 0 meg 0 BOH | prstis DR-XY38297

Fumarate

60 mg Tablet




Device

41. Levonorgestrel +
Etlinylestradiol; Ferrous | 1o megl 0 meg/ | g o o0r | DRXY35303
. 75 mg Tablet
umarate
42 Levonorgestrel+
Ethinylestradiol + 'fgo":l‘l’g’?fb?:g Femme | DR-XY-37779
Ferrous fumarate &
43. Levonorgestrel+ .
Ethinylestradiol + 123 mogj S0 megl | gy DRP-2162
75 mg Tablet
Ferrous fumarate
44, Levonorgestrel+
Ethinylestradiol + 123 mag) 00081 || o B DRP-336
75 mg Tablet
Ferrous fumarate
45, Levonorgestrel+
Ethinylestradiol + 150 meg/ 0 meg/ | oo o | DRP-2063
75 mg Tablet
Ferrous fumarate
46. Nomegestrol acetate+
Estradiol (as 2amg O MEFC | zoely | DR-XY43109
hemihydrate)
47. Norethisterone+ 400 mcg/ 35 meg , ;
Ethinylestradiol Tablet Micnonl ks
48. Norethisterone+ - 5
Ethinylestradiol+ Ferrous Almag/ 35 mig/ tcropi) DR-XY34401
P 75 mg Tablet Plus
umarate
49. : 50 mg/ 5 mg per
Norethisterone Enanthate | 1 ‘g0 ion for | NORIFAM | DR-XY35422
+ Estradiol Valerate "
Injection (1.M)
50. 11.7 mg/ 2.7 mg
Elonogesireit Controlled Release | Nuvaring | DR-XY30809
Ethinylestradiol . :
Vaginal ring
. | "{Copget Brisuanne Notapplicable | Securit-T | DVR-7641

Per the FDA’s Resolutions dated 10 November 2017 (on the applications for
recertification filed by the Market Authorization Holders [MAHs] with opposition filed
by Alliance for the Family Foundation, Philippines, Inc. [ALFI]), the foregoing
contraceptive products have been determined to be NON-ABORTIFACIENT.
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