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b L D E P A R T M E N T O F H E A L T H A N D H U M A N S E R V l C E S

Food and D r ug A d m in ist ra ti on
Sil ver Sp r in g M D 20993

D M F O30 l 2 6 D M F A C K N O W L E D G E M E N T

C H IN -T A I P H A R M A CE U TI C A L P L A ST IC , L T D
A T T E N T I O N : M R . H A U N G -C H E N H U A N G

N O . 629 , T E -M E I R O A D , H O -M E I C H E N ,
C H A N G -H U A H SIE N , 5085 l T A I W A N , R .O .C .

D ear M r. H uang-C hen H uang,
i

The F ood and Drug A dministration acknow ledges receipt of the follo ing Dr ug M aster Fil e (DM F)
su b m i ss i on ^

D M F N u m b er A ssiened: O30 l 26

D a t e o f S u b m i s si o n : D E C E M B E R 4 , 20 l S

D M F T v pe: I I I

S u bi ect (T it leS: P H A R M A C E U T I C A L B O T T L E S A N D C L O S U R E S

H o l d e r : C N I N -T A I P H A R M A CE U T I CA L P L A S TI C, L T D

S u bm itted bv : C H I N -T A I P H A R M A C E U T I C A L P L A ST I C , L T D

A een t: E A S T W I N D P H A R M A C E U T I C A L S L L C

A ll subsequent con espondence to this D M F should be identif ed with the information as provided
above. One ori ginal and one copy should be submitted to the following address.

Food and D rug A dm inistr ation
C enter for D rug Ev a luation and R esearch
C e n t r a l D o c u m e n t R o o m

D rug M aster F ile Staff
5 9 0 l -B A m m e n d a l e R oa d

B e l t sv i l l e M D 2 07 0 5 - l 2 6 6

Y our D M F w ill be reviewed only in connection w ith a N ew Drug A ppl ication, A bbreviated N ew D rug
A pplication , I nvesti gational N ew Dr ug A pplication, B iological L icense A ppl ication, N ew A nim al
Drug A pplicati on, A bbrev iated N ew A nimal Drug A ppli cation, I nvestigational Mew A nimal Drug
A pplication, or DM F it is intended to support w hen a L etter of A uthorization (L OA ) is submitted to the
DM F and a copy of the L OA is subm itted in the application e.g.2N D A , that references the DM F .

Currently2there is no requirement to submit or resubmit D M F s in any electron ic fom at. However,
beginning on May 5, 20l 7, new D MFs, as well as subsequent submi ssions to previously submitted

R e fe re n ce l D : 386 6054




