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Cerlificate Number: K6VP-55MY
Importing Country: CHILE

United States Food and Drug Administration
Center for Drug Evaluation and Research
10903 New Hampshire Ave, Silver Spring, MD 20993, United States of America
CDEREXportCertiﬁcateProgram@fda.hhs.gov - Telephone (301) 796-4950

Certificate of a Pharmaceutical Product - Approved Drug Product
Certificate Issue Date: August 18, 2020

Certificate Expiration Date: August 17, 2022

Exporting Country: UNITED STATES of AMERICA

Drug Trade Name, International or National hon-proprietary name (as applicable) & dosage form: BRIDION® 200 MG/ML (2 ML PER VIAL), Injection, solution

Active Ingredient(s) and amouni(s) per unit dose (complete quantitative composition is preferred): sugammadex 200 MG

Is this product licensed to be placed on the market for use in the exporting country? Yes

1.1
1.2
1.3 Is this product actually on t

he market in the exporting country? Yes

Organon USA Inc., a subsidiary of Merck & Co., Inc., 2000 Galloping Hill Road, Kenilworth, NJ 07033 United States of America

Manufacturer name & address: and Packaging: Patheon Manufacturing Services LLC, 5900 Martin Luther King Jr. Highway, Greenville, NC 27834 United States of America

complete and consonent with the license? Yes

2.A.1 _ Product license number & date of issue: 022225 12/15/2015
2.A.2 _ Product license holder name & address:

2.A3 _Status of Product license holder: Neither

2.A3.1

2.A4 s a summary basis for approval appended? Yes

2.A.5 _ Is the attached product information,

2.A6 A

Remarks:
S

licant name & address for certificate if different from the license holder): Merck Sharp & Dohme Cor vike, North Wales, PA 19454 Unjtcd Statgs qf Amerif:a

., 351 North _Summne town

SR

- RIS, YRy
T P R R A T T

Does the certifying authority arrange for periodic inspection of the manufacturing plant in which the dosage form is produced? Yes

Periodicity of routine inspections (years): Pursuant to section 510(h)(3) of the Federal Food, Drug & Cosmetic Act, Inspections will oceur in accordance with a risk-based schedule

32

Has the manufacture of this type of dosage form been inspected? Yes

3.3

Do the facilities and operations conform to GMPs as recommended by the WHO? (GMPs including 21 Code of Federal Regulations parts 210, 211, or ICH Q7A): Yes, at time of inspection, site complies with FDA ¢cGMP

34

Does the information submitted by the applicant satisfy the certifying authori on all aspects of the manufacture of the product undertaken by anothet party? Yes

Andrei Perlloni, Branch Chief
Drug Import Export Compliance Branch
Division of Global Drug Distribution and Policy
Office of Drug Security, Integrity & Response

Seonforms to the format recommended by the World Health Organization format revised October 1,
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E6VP-55MY

/ 2 mL Single-Dose Vial NDC 0006-5423-02

| -
Bridion® ' jo
(sugammadex) Injection s
200 mg/2 mL S o

(100 mg/mL) S
For Intravenous Use Only = I-O—
S—

Rxonly Storage:25°C(77°F) Protect from light

\ Manuf. for: Merck Sharp & Dohme Corp.
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FOVP-55MY

/ 2 mL Single-Dose Vial NDC 0006-5423-02

s

.,

Bridion®

(sugammadex) Injection

For Intravenous Use Only apply to syringe

100 mg/mL

Totaldose: _ mL

Peel off &

Rxonly Storage:25°C (77°F) Protect from light

\ Manuf. for: Merck Sharp & Dohme Corp.

(01) 003 0006-5423-02 9

LOT & EXP

\7002085400/

05PYR9



om fne. e

(’ﬂmlﬂﬂmﬂﬂlﬂlf‘ﬂ

sieiA Tw z asoa-2(buis oL
AjuQ asn snouaaesu| 104
Aluo xy

(Tw/Buwi go1) Tw Z/6w 00T
uoafu] (xopewwebns)

oUOIPLY

Z1-£ZHG-9000 DAN

USUAL DOSAGE: See enclosed Package Insert,

Storage: Store at 25°C (77°F); excursions permitted te 15-30°C (59-86°F) [see USP Contralled Roam Temperature).

Protect fram light.Whan not protected from light, the vial should be used within 5 days.

Brldlon® is supplied as a steile, non-pyrogenic aqueous solution that is ¢lear, colorless to slngmly yallow-brown for
intravenous injection anly. Each mL contalns 100 mg which is eq 10 108.8

The aqueous solution s adjusted to a pH of between 7 and 8 with hydrochloric acid dl\dlorsodmm hydroxide, The osmola’lry
of the product Is between 300 and 500 mOsmol/kg,

Manufactured for: Merck Sharp & Dohme Carp., a subsidiary of
MERCK & €O, INC., Whitehouse Station, NJ 08889, USA
by: Patheon ing Services LLC, Greenville, NC 27834 USA
Sugammadex sodium (active ingred.) Made in The Netherlands, Formutated in USA,
Copyright © 2015 Merck Sharp & Dehme Corp, a subsidiary of Merck & Co., Inc.
Allrights reserved. . 7002085700

Bridion®

(sugammadex) Injection
200 mg/2 mL (100 mg/mlL)

NI

0006-5423-12

Bridion®
(sugammadex) Injection
200 mg/2 mL (100 mg/mL)

Rx only
10 Single-Dose 2mL Vials  For Intravenaus Use Only

NDC 0006-5423-12

Bridion®
(sugammadex) Injection
200 mg/2 m (100 mg/mL}

05PYR9




05PYR9

HCHIGHTS OF PRESCRBING PFORWATION [T .
B e

prasciog Kobemasn o BACKCN. einl org 2 agets 520104 730 Yl T kot bracheards 4 creamed.|

BVTIONS fusgarymadedt action o ket usa ~ e Binger Moty Veeietory teomt 8 wummm

IS At 215 St 375169 1 edora

rovdesdazszm wisten B2 50

7 orcATRATOS

Ensimpden ot
freiartentighs Samtiorn sy e A A BESE N I 1 ey
of BADON, a0d o
: P e =

+ oo ok nietn
ot vcurontane

s

T iorcinsi Al the Scacy o AT
Poemetty. Sy

‘e T andTem arm i respnest 1574 oLt (TP Tesaten (211
Incucpacs to TOF semedston &1}

Formcecabumany
* 16007 is reeoTMNded If Eie 3 8 cEneal sded T rovavs mexTORR Bk scon

= D0rp 2 (D0 .41 gl dosa vl or kit ectin (1
90 mgEML (DO Myl A dosav oy beks inmerca Ol

Kncun Pparsans 5ty o wogammaseror sy of T comcnact (1

rSE REATTIONS, portact
Mk & o et 177808 1237 o FIW o1 1000 P00 2 o e pou b,

© i Ry it G st g e 21

Elasme covomrerrtoes >
e el e o o i e ke s
W heve v e ey

L sy e in 0% of heay velurseas, Qoeare pites r 48
oo bacad of e sharadmnguton, 53)

R SRR R GO CHTETSH
1 SRS
D etomentr
Sy
3 Mo e
CONTRARGICATIONS

5 RBGSADREATOS
&1 Auomiscesrd Pymeranstity
52 Bodrass
£ Sty oo Uonioiog O ngecery
56 i Eboiie
i vuqfaummdwmwmhhm
55
s e
55 faurer
& o . Ot 2
sar Sartace
510
£
2 Lothmrey
s e Rouranun e soiom e i K
T s Doy s G s A e

e T Erpanenor
82 o roEeoaincs
DNTERACRONS

g oo g e v ians et e
e T tr ey S S ey et rogmss
ipaner Tartes, Bu et S £ s s & STV e e ey T
-t «grivion Tyt o vem il
e
. T et
et e e s e s
Aoy ot e b
bt iy
23 Imaracton Rotentaly. fet Togeste sy
= wcre = ot
B e B et
T oS RORAKIRS. iy
B iy fren
foieey s csensmmernums
e st et Feark I
e TS tem oo DI wa I g ot 5 s oy o o
ooy e n € sugatadex 13 e 2 G ounaas f ewexoes o3 3 12
Fatean T o vt e A P gt
n Sor
3 ] i,
I o .
g rir ol pigh i o
e ey e e benareid
il Eee s
o
g R ey
Sl o
it Suies o
1 RO S TONACE 28 AN ey :
T R CRBL RO Fiiye ey g regecint

Proymctm iy

7 e e el o e, sl S s ey s
E
frrr—— R T
— - Sk AL M S S -
4 D mauurmudur- The reed &1 36 IPR 1 SERS _ntuaa:t.
et oo iy e re T ———
z ‘DOSAGE AND u.mnzm vmm K antzonam, efractionamd heparn, low moecolsr we g hecrncs, o
o . 0 G U513 T e 5% ok B S I i pepel s, st Gembac, R —
el e = 33 e e T s M oy
fosey e i g = 2 g
e e s b
‘et et apamos reccvecy I Aas cemed e e e oy ot 03 camatrsen by d i 3252030 b
. oty bl o £
1 L s s i
S Py T
E SRS & e
~ g S W
: e
= oo i A . iy s
e tsere S Doterasduels prasact in 13t ik {so0 Duzal The dovelspriental anc heas bansdns of brateston Sk b
’ e o
21 Famrmiedig e gt
L0
otkata; B33 Recernal atter Rocuroniim of Vo Admiskstresion ks cha 30U = @
pemp S o
Rt : Pt - h e
el it .
hasaacned 11 5o BRDION PerTatl Gaveiopment mufes (s Uss it Specitic Poguirsions (9.53]
et s s =
: s - o e e o e [y
Ao ot 2 e L ey e B e tatoon on sty et s o e
n e = 7 e A o ot gL e
e ledsing: 47 adg1oasl, nonmorTonal SIATAETYE 10t e next 7 a.rnfmmq iklfﬂwaﬂu n:men
it B i ;
- - R4 Peciavictise

1 Fr s iatsbon €f 3 1ol oo o 2 mgaact

33 G

i
mmmmumxw;mamw
e st e s fsow il S
BAXION donrg i bed e achsl by s,

Rt 0 s oty osc .
0 it G efow eBct 2908 subisc expased o 2.4, g s 10 tasaz

A5A Coms 7 14X, ASA Gl

ey
P e ]
ion

Jovas
o e % o 2 ot £ Mo g i e 3
gt UC comparadnl.

12 famrcle srvral beos sty sy, Mlay o1 s e osed i m.wuwmawkvxw
W3 12wt DO Gy eI ooy G, 05, ek Bres i UKD, pessccens

fiers

ey

o adiarix afucs on e ot teathven s

+ Rogrtea e
oo 55 Gueretne
oM [ RE | 0 [0 | mee | mmmenen LS L
03 1ot mix BROKN with orver produres exsect thoss Eed sdove. Prolormad oy % i ni i bblichct ot st
TRDCN vty et sl e, et e, E e
” jomchevtens | 3ndia: mﬁ.mumw?sm&.m oo mouTemuscber badkaa cdiiod
o A T T — e Rhsg e o oy B o S P e
i e Frooadursl comoberon. rials rovealed 3 madlan facvery of 25 oinctas for geretric patenls (nE5 yeats, Joeld) versus
T ooz ey e e e
mwwm..ﬂmm_..‘,.,wm
e e
B e b ,
i :
. S— 55 Redrast
4oty . scechact iy
AXp08LI® 35 KETNACE foae Wetringa st Procautions 15.1), Adverse Rasctons (65 g s
s womecumons ek
51 ottt o sty
) o
o - e SR
ey e ; paie s
e e S T oy st Y e ——
7 e BB Soane i e e o S B e T A B D
e W nsu e {9t 14 med Tl 8 cpess i e = T ot 5y T
e anaonylres for te 299 neaty wOevenous BADION vas OT% R ﬁkm&nsv»
Sl o a5 Comtucrmi
s st eyt g e
il 7wt Grnan et oy e e e P P e et
el ok bdon Ly
- .
™ b GADITN doa2 goupa.
PRy 3
ey e E
it =

P
Crses cfrted tradyeia, sae of which heva esvad ) cras aouse
e £ e el & WD\ i A R T P wid -y
D] B zemodmanic gt g s vl o esrommte Undace. Tee

jritany

<ns oveati
B i b o m s St ol by it i Py

e et
SRIOH i3 13

Akt 2 1L Ao oo 1513
»  ovmosice

51 Reircmey uncion Mrbicring Driog vy = e
e fasns
Ve suopet g a3 b racrized. SN, £
s s Sarastatroud s o
T 443 o de st e e s n pEscwmon
P L — T T i dun. 8 modTed
oo, [t e e S oxtn ey priepat s e el
Ak EEX; 1N M) T ) ERErr s ot o ATen
T ety ‘>‘<"-- e
v e BION 7 L7 O 0 B T <
e EILT E1) st (i)
#hae o oncl BROGN, e e DL L
e T arinction o Romreitn o o st Roversal = s Q £z )
sl T »m&.uwaw..nm
s s i prcadr nacnes

mqummmm,Wm
nnmmummwmmm—u

oo el)
ot bl Rl =
r- sFmEfor g
o ety #or vkt o 4 et s b e
g PRy
ettty ooy
: s Vet Bk 237, EO T, i S 8 St o
lr—-;-mhrﬂcnh mmhmurmnmmmmn Anaptytacs sod Hparswlivy. n_wn»au ey

555720 e i oot b
semmly o o e Bk .

aciors Poaccialy Afction o Etcacy o OcherDosge
B 1 o i BT e B s el corsacetion, coukd

P
ey Cf St s vims 3% fsoa Wy

itad tn cteas o Mo miwne s (3. el S
i om0 o sXoorias €3 e sdak.

L R meng of a0 vaing f S, oo d Py

P e o o o e G e e & 3 Pe e iy JEe
e D i 350 A —
e = e ey
= b s
e o -m«,ww,mmmmmwwmmmﬁ.m
= o e 2 e
i

i
Rkt o BRI fso Cinkat Pty (20
s

o
8 semeata gm0y of 2whe desgry tare vars Twy sadzied chete o dnapiyicea, at et
=%

=0
o awomoar ke atal rversal d 3

oaste o reccmmarded (10s Dassga 303
Actunisrrsen 214 Advaris Resctans 15

Soctsroncn of Nt Bk ade
5 cial wmadas Wt AT Teed Wit Erursram oo EaenL, whers BEDIOH e

s
Nocworaimitar Blckade

car i
p 1

< e, et

mant for o e yatxronuem o 4 T o 1 $50CE drugh Ve SOAEOR Feeerem

[
s cre S0 et ol 120 st o 10 s & oy o ke

ooy
ED kol Compulapusty s Blamcie

et

83 Poetdackaiog Spmtnca
s Bec

S o o 5 7 7t of o s Ol o s s Gt

s S0 3 0 ssteor st e s 7 e
s g ki o

;-.‘\A

7 o
121 Wechasiancfheton
sk

Z%or 301 et in sl vohizars,
a5 (mtergang maps cisate surgaey of 1 Yt sty who wars 7
rted s ety

hegata o
03 R of £ ad S0, opecevty, wirs Soured & B s Pt BT 5 gy
o e densraee mn ¢ Heos loce of e Prideres

10 and yeeutaium, and 1 Jednes soe A cf recscrmonuln LS g bgort Seelerl

Candae s Casts o raaeed iaceardis e
v s vnmnmdwmmm\\m—wmm syt
Tt oot Heve boladed s [Lekrtn, £ coer phck, ey

I

]

s papeasesi)

eNOI0IE

s o,
700331835

BRIDIONS

22 Aamacosmie
xidion
o (3£ 09, 1332 12 g wwn 204 it ma tananes Sosm]
an @ e
g, o ot e o i
s i aveniag fin o VA Rr ek oA Cpate
T — o5 ageces wan s
v
P
=
Cuntsc Emcppmisisyy <
oy ety i e
w2 =




= oans c
: & st win
= i ot et 5% ot e
rged mramadex s cacre.
akcion ¥

o
R st vt st ettt tmsmor st
it e, modsrts and vevacs e mpai e ia 4,6, 20d 1300, resecsly. ¥

n oo i exoomre T sugeerader s eclanger g 5 THH g sl oSS
B s o Sroomadoc e S 1 o o
T e sriwct s serrs o VR

Bt oty oo e wih o el

denng ol ocin

o wx srowmm
o e e e
fowGminic ouiatn

C&rc pEeccs Ty have i 2 mockte rans) s meet. Popdaton prarok et anavg
Pt s e e e S e S
Sogarreaces PR apatoek s U s Specte Fotntons 1 EG1

n-mwummmnmmmmdmwmhmmm
guamatec wars Soeanee, Lo iz 80 ok i AP eoos 1 SHECASEEK LE SHEATIUNS ¢

Suesgorss
‘Sugariad end s mono CHGariatun e pageEvsly i o ictacaltparsh et ey
e B s ey 1 o e s e 03

o
e e e g e e e S o i e e S
o e g e o

4 S e et o By § pos et i st SO O peprnrstes 030,115,
B e TR R GG, e, b AL T G
g

B i

ﬂaa-lnwx uwmmmmm ntravenoaus icjecton. mh’;‘ﬂm

s 3 el
D

2 ames

rvencrs s weadhy o Svemess 10,31
Vﬂlmﬂ]r&\’uw‘!‘;’?vh&) mlﬁmum PapwcTty, B A cempsiord Bassd

e B mm.?:..,.mm.mu,,.

ooty
4 kaysi s e, b 3o et daponien wes g Teacty Wgr n komnl e comarsd
o 1 o aameie s i e ey s € s o o
ot dacrass (py ATy 4 WAV G 1t focooe et 2 Sl sy A 3
i Scclceen cf b 2 o e e ety O st LU, L ey
i ik et o s o o s 012 7
REROD [sow e St AR
‘cnca sTues

rsontes
2 of ety o SRDON o7 n-wxmqanmrwﬁ‘)nﬁbu~
& Crietacey M

femateer 535103 e o tappance of Towas oves facerweth BN 2 mihg 33
S S e T e R S
o Noessioms
e R Py ST AT W

Fo -
sy S
T
Sud [ =
P ER LR
e

—

N O e sttt s
~Eemi

o vt
e oo o emera At T B

e

E

g s
22 e
) ¥ s eadren

Ao Evatetgmn, amvecommcted aisrastsater Sotad gy e
mmmﬁ:nmmm«gnm.ﬂmnnmrwum:
St e o T s e El

e
B T e e e v e
e of v g e

e e
lpwomese o toen wgeal e may graeciogcd, o o ety
mar—uﬂvﬂsﬂm uunmg&"&_mmmwme

i 1
T Ort ok '
BN

e
T | seeemta |

S
o s
e {355 hsws

B HONSUMEDISTOUGEANOWANUG

e e

N S e ety
+ Emover pdm-mlnmv‘):"uwmam"ar'u
Bexod 30 T Ce R

- EALDS el o dma v e 123 23 s Ry
Bt RO IR BB TS S

Tre paccag g of 8 bt s et ad iy etz
Sorm 8 I5T 7 exncos sermnd © 5 1 20 Gt 0 S57) e UP Corvolad
R et B e - Wher 02 et o . el s830 v w2
v

. o rordssi g nerromsl coreaearaves st BTN
g i oybmrion sl gse e S
S o B R s

i el
-mmmw:wm—-dmnﬂvmm Forsersedven
o wars 5 S

[
hlmsﬁ-gih)'n-mp.
i

MERK;

05PYR9






