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FDA ADV Si)BY 0 NOV 2017
Nov 01T 302 J
TO : THE GENERAL PUBLIC

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

SUBJECT

The FDA has concluded the re-evaluation of the following contraceptive products:

No. Coiieric Niiie Dosage Strength and Bisid Naiae 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
S, Lynestrenol 500 mcg Tablet Leila DRP-2138
% Etonogestrel SEANG e sl Implanon | DR-XY27500
Implant
¥ 68 mg Subdermal Implanon
Etonogestrel Implant NXT DR-XY41412
8. 50 mg/ mL Suspension :
Medroxyprogesterone acetate for Injection (IM) Depo-gestin | DR-XY39023
9. 150 mg/mL
Medroxyprogesterone acetate Suspension for Depo-gestin DRP-3643
Injection (IM)
1% Medroxyprogesterone acetate ISOmQIt%lrS{;ljpenmon Depofemme | DR-XY40409
11. i
Medroxyprogesterone acetate S0mg/ n;;rsilhs;[pensmn Depotrust | DR-XY34137
12. 150 mg/mL
Medroxyprogesterone acetate Suspension for Lyndavel DRP-338
Injection (IM/SC)
13. 150 mg/mL
Medroxyprogesterone acetate Suspension for None DR- XY30830
Injection (IM/SC)
14. 150 mg/mL
Mcdro;grp rogesterone Suspension for Protec DR-XY42049
cetate ity
Injection (I.M.)
15 -
? Medroxyprogesterone acetate SOy n;(l)rSIlisdpensmn Depotrust DRP-363
16. 52 mg (20 mcg/24
Levonorgestrel hours) Intrauterine Mirena DR-XY25174
Delivery System

Civic Drive, Filinvest City, Alabang 1781 Muntinlupa, Philippines
Fax +63 2 807 0751
Email: info@fda.gov.ph

Trunk Line +63 2 857 1900
Website: www.fda.gov.ph
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L Cygigig‘i’g;f;;f{e* 2mg/ 35 meg Tablet | Chloe DRP-2496
18. Cygztii;ﬁg;f;;t;‘e* 2mg/ 35 meg Titjlet Althea DRP-339
19. CyEiﬁ?ﬁ;?thf§§t§fe+ 2mg/ 35 meg Tablet | Cybelle DRP-4439
| coutandol | T | P | DRV
R A R T
T Cnmesadiol | Tavler o | s | DRXY2299
2
U1 Chmesadiol | Tasier - | Omeisl | DRXY2696!
DLy somey i | s |_oweans
| Dt | R | s | ores
20, gflﬁ?&g&ﬁ; 3mg/ 30 meg Tablet | Yasmin | DR-XY28181
27. g;?zgiggg; MEROMCEFC | Lizelle DRP-4625
"1 Eleomdiol | Tabler | Ye | DRXV39070
. Estragip | Valerate + | g cnted Tabllet Qlaira DR-XY38455
ienogest i
Pl | PR | | owan
31. Etgif;?gi?;dliol 75 m};%{)[zeot MCE | Meliane | DR-XY25428
~ + v/ o
® | Cimeamdiol | Tavler | Juliame | DRP4297
34. Tﬁ‘}*’}?;;‘;gs‘:iﬁ‘o? 15 ml?féli? M | Nordette | DR-XY23241
5| ooyl | Tuey 0w |y | owean
P mlearadiol | Tablet |+ | Demise | DRXY40669
| Civimlesmdiol | FCTablet - | Mimpil | DRP3738
1 il | - Tavier o | Sef | DRXVES04
39
ety | omgions | Logmm | pucv
v Ethil;lt;rc;s?ggiflt;r ;Ie:rous 1520‘“52’?2&:3” Protec | DR-XY38297
umarate




41. Levonorgestrel +
Ethinylestradiol; Ferrous | >0 % 30 M | paniia 28F | DR-XY35393
75 mg Tablet
Fumarate
42. Levonorgestrel+
Ethinylestradiol + 130 meg 30meg | perme | DR-XY-37779
/60 mg Tablet
Ferrous fumarate
43. Levonorgestrel+
Ethinylestradiol + o gy 50 Gy Ruby DRP-2162
75 mg Tablet :
Ferrous fumarate
44, Levonorgestrel+
Ethinylestradiol + 125 mog S0mey | o4 o pill DRP-336
75 mg Tablet
Ferrous fumarate
45. Levonorgestrel+
Ethinylestradiol + Llmey 0G| vy DRP-2063
75 mg Tablet
Ferrous fumarate
46. Nomegestrol acetate+
Estradiol (as 25mg 1omgFC [ 7,0y | DR-XY43109
; Tablet
hemihydrate)
47. Norethisterone+ 400 mcg/ 35 meg —_—
Ethinylestradiol Tablet . s
48. Norethisterone+ : .
Ethinylestradiol+ Ferrous | 400 mC¢&/ 35 meg/ | Micropil | pp w440,
f 75 mg Tablet Plus
umarate
49. ; 50 mg/ 5 mg per
Norethisterone Enanthate | 7 ‘o) rion for | NORIFAM | DR-XY35422
+ Estradiol Valerate S
Injection (I.M)
50. 11.7 mg/ 2.7 mg
Etonogestrel+ Controlled Release | Nuvaring | DR-XY30809
Ethinylestradiol . .
Vaginal ring
51. 1 . 5
Coppes Int.rauterl e Not applicable Securit-T DVR-7641
Device

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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