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FDA Requirements for Combined Hormonal Contraceptive Labeling
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Abstract: FDA issued the “Labeling for Combined Hormonal Contraceptives Guidance for Industry” in December 2017. The guidance
includes detailed and specific requirements for each section of Combined Hormonal Contraceptives (CHCs) Labeling. This paper

introduces the main contents of the guidance, and expects to be helpful to enrich the contents, supplement important information, and

accurately reflect the current level of scientific understanding for the Labeling of CHCs in China.
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Table 1 Instructions for administration
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Table 3 Significant drug interactions involving substances that affect CHCs

SRR i R R 7 il B AL B 7 15 SEH
RUHEE  [FIEER CHCs AR 3 A AT FEAR 2 CHCs SEEWES5MIRINEA Fsmitia, EEewss, B, 5
T CHCs FHEBGRA/EAMRINMAGRE i, @O cMHEREse  70r. fahe. FalE. KiEsE
[UIRRZBEA(12.3)] . BRI CHCs Wi J7iksla lT7ik. fEfF1ERE 3R, BORITE. RZae, AT
R R AR, WK BSAE 28 RIR4REEEH R T RN, FOtlE. &
CHCs A Xitk, JFrISEuB RN @2, DIORFRA AT SEE T A R

G RAAE H ofo

7R CHLRSCER B .

ket [FRER CHCs A% ki, REWAL B 4 /N EEKR 452, DA

e T 4 By R R [ I K 24 B
(12.3)]. &% CHCs WESZRH Rz, 7]
Bep ARGt 2 24 A 3 U T L L, 3
HUPT: CHC v Z Ul — B 5

IR A 2 AR ELATE

*: ZELVIR K55 00 AT DR ) 2 T AR 22 57«

*: the induction potency of Saint John grass can vary greatly due to preparation.

51 CHCs 4= B 7 5= (1Y) -

BB A YT B0 S AR M YT A 54 b — B
CHCs & M, Wit Ll — W 4 5 & F2 9 N2 20%
% 25%. UM IR AT 0k Sy, nT f i ik 0 ) 3
HOAE F T HG I0  pe e — BE IR 4> B B 7 - CYP3A |
Al fR e ARSE R GRUREME L R A AT B
i FEME ) AT IN CHCs HHMfER Al (5 2R
oy A B iR
NG EBREIRE R (HIV) IRRIAT R TE (HCV) &
[T TR 1) 71060 A 28 300 A Sy A o 7«

CUEREY CHC 55— HIV & EEmHI7
Cn, AR A FEFEE . A BHAFER .

ZIRIBFIFHFERF (FOS). IEILIBFHFFEM .
FFEA T BHIBFHAFEME), —L HCV AN
O (o, PepEE A E ) DL — LR
HRW L FEEIEIFR Cn, BEHERCF AR, M
BEM (8D RN SREEZRD.

IR, CIEEFY CHCs 5L HAb HIV EA
O] Can,  EPH AR F AN B HLIAE F/ARFEA T LA
oA AR B 0 e S ) Cn, ARt &
FHEF, R R BRI R 4 B R R B 1S
8.2 EFRHRLEBFANEMAYINIFN

F® 4 RAET 5[ E HZ EZ 2
TERfE .



%k Drug Evaluation Research 35 41% 3583 20184E8 A « 1421«
® 4 5CHCs SRAYMEZHYHEEMERER
Table 4 Significant drug interaction information for drugs co-administered with CHCs
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