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PREVENTS & RELIEVES 
HEARTBURN associated with 
acid indigestion and sour stomach 
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PREVENTS & RELIEVES 
HEARTBURN associated with 
acid indigestion and sour stomach 

2 TABLETS 
(2 DOSES) 

ll~~:Je11112'MMMV.S~ D '0191·£S·OOtl l~Oj,SIJO!jS8ll0 ) 

l!la:ll!JI ap~~ wn~81!1 <P~O I.OJ! eoo1nu a:1 e~1~1S Oll!W 
a1EJmis W1~i1J6au 'asq~wudA~ SllJ9J1aJ6u1 IJA/13eUf 

(p!nu1ioo~ SlaeJ /JnJtJ 

§ 

Sanofi Regulatory Specifications Verified Date: 06/ 13/19 

.,.,....~ 8q l!ou.. .,, 
Sdl 8q p'l>ll IOPllU>Jll PllJOlhll 

SUftP>:> ti 'U"'t:> at1 daa)l -asna»iaq 
s81,u1Mpca w q µoo "11 ptaH 

. ! . 
Font mme: Herte11ca. Neue 77 eaa 0>naenseo 0011que 

OrugRlclS(OlnllllJ"') 

OrugRlcts{111l9) 
Font mme: Herte11ca. Neue 77 eaa 0>naenseo 0011que 

Heaa1ngs Font mme: HgYetJca Neu9 11 9:110 ccnaense:1 oa1que 
SUone.:talngs Font mme: HgYetJca Neu9 11 9:110 ccnaense:1 
BOOfTaxt Font mme: HgYetJca Neu9 57 Q)OOMSEl:I 

BIJlets Font mme: HgYetJca Neu9 57 Q)OOMSEl:I 

BIJletson same Hfl9S: ena 01 statem9lt S""'1f3.t9:1 rrom ou1etea statementoy two ems 
spa:1ng 01 tn9 nrun1fl9srrom eageor OOK-1.e. M1n1mumor 1space ettria-s1ae otorug Fa;m 9lK 
Tracking: o ID 8 pt. I Hll1mnlll SC•e: 
l.93dng (Minimum spa:e 1n DOOi or Drug Fa:ts): s.a pt I Maximum cnaractersnncn: 

eanines: 2.s pt I """"''" 
•J i..~ • ... 

Host:lmci!rnoa!!!IFent SIZll OT NEt OuartlN OT Q)ntalts 

9.0 point ljpe 

llApantljpo 
apantljpe 
6panttfpe 
6panttfpe 

5i»lnltfpe 
'IES 

'IES 

97"·102'% 


39 

0.5pt. 


o.0101n 
POP a1mens:1ons On m1111mWR) H60mm W97mm 

FOntSIZ9 0Tstatem9lt Cf IOent!ty Of rot lrtetsxt, to 09 mEBSur9l In H9rtetta.caplta 'M') v aa1 pt. "o.oo~ 

FOnt SIZ9 OT LO!J)lwgest Ccpf on POP (If rot 1rte ts:d, to De measurea 1n Hgve11ca captal "M") V61 pt. H O.OOpl 
RalloctSlatam"110TlaentltylDlJlgoA.argest OlpylllPCP 

H lJl!llCl!>Y (!i.) V 15% H 0,, 

http:06.13.19


Zantac 75 1Oct Carton 
03.28.19 


ZAN_75_1Oct_CTN_0140059-01 _Mex_2019_FDA_DSN3 
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HEARTBURN associated with 
acid indigestion and sour stomach 
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PREVENTS & RELIEVES 
HEARTBURN associated with 
acid indigestion and sour stomach 
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DrugFacts (continued) Fontname: Helvetica Neue 77 Bold Caidensed Oblique 
Headings Fontname: Helwtica Neue 77 Bold Cordensed Oblique 

SUbheadings Fontname: Helwtica Neue 77 Bold Cordensed 
Body Text Fontname: Helwtica Neue 57 Condensed 

Bullets Fontname: Helwtica Neue 57 Condensed 
Bullets on same lines: end of statement separated from bUlleted statement by two ems 

POP dimensions (in millimeters) 

Font size of Statement of Identity (tt not live text, to be measured in Helveticacapital "M") 

Font size of Logo/largest Copy on PDP (If not live text, to be measured in Helvetica capital "M") 

Ratio of Statement of Identity to Logo/Largest Copy on PDP 
Statement of Identity (pt.)(DMded by) Largest Log> Copy (pt.) 

PREVENTS & RELIEVES 
HEARTBURN associated with 
add indigestion and sour stomach 
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(30 DOSES) 
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DrugFacts (continued) Fontname: Helvetica Neue 77 Bold Caidensed Oblique 
Headings Fontname: Helwtica Neue 77 Bold Cordensed Oblique 

SUbheadings Fontname: Helwtica Neue 77 Bold Cordensed 
Body Text Fontname: Helwtica Neue 57 Condensed 

Bullets Fontname: Helwtica Neue 57 Condensed 
Bullets on same lines: end of statement separated from bUlleted statement by two ems 

POP dimensions (in millimeters) 

Font size of Statement of Identity (tt not live text, to be measured in Helveticacapital "M") 

Font size of Logo/largest Copy on PDP (If not live text, to be measured in Helvetica capital "M") 

Ratio of Statement of Identity to Logo/Largest Copy on PDP 
Statement of Identity (pt.)(DMded by) Largest Log> Copy (pt.) 

PREVENTS & RELIEVES 
HEARTBURN associated with 
add indigestion and sour stomach 

40 'XI'\ TABLETS 
~~ (40 DOSES) 

·wnq11eai l!U!Deueuuq sd!10upn1::aJ! uo9ew.10JJ! 1ue11odw! W!eJlCK> 11 
'UOll e:I an daQ)I 'a&O aiqaq sl!U~Jl!M pu e SUO!l:J&JP aq1pe911 
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U.DIJOUa:IO~ l!Jn BIS!IQ IBl1l!l4JU! P. 091 IOU (j) • 
UO{leUUOJU! .NJqlO 

.opcpe~g: :msA llJ<IJUO 1BJPl!lllo 
ll~QM0lll IOJ OP• 

(sJ lllQtl U! 
SJl~q l uana.ow aiq llUQl) ~~P ill!Ml qdnpasnai \£)• 

wrqp111q ~\'£:l lE~ 
9l6tl.Q\0Q 51!>1UuPJO IDOJ l!Jglll &JO, q 9JPJIW09ot a; 

J01J1MJl ssllj!e ll!Mll~Q IM'.ll~MS '9.UQdWAsJJ&lllJdQ• 
J~1M j0 $9llh~ll' lll(J!llMQllMS 'sU.DICIW!s MqpJQ• 

~a..i pu eSJlllAl I 1BJPl!IP P.J t SUOlll • 
SIJO{l31U!(] 

'IEMJ l!l5uJa~~ llllllO IDS!Od ep1111roJOdiill 
~~au1a6 aSQ>B.IOJl&St:lUl 'IB-'!WIOq:>tal IOllOdl \1)1 

asnaiqai 
1 eoo~aJlJd ~111a~ e~g: 'lkJpa11-1sauq .o 11nl 111d 1 

(panu~uco) 513e:1611J(] 

9point type 
8point type 

6point type 
6point type 

5point type 
YES 

YES 

H89mm W97mm 

V 11 .5 pt. H O.OOpt. 
V 82 pt. H 0.00 pt. 

V 15% H 0% 
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·oornP.JOl sroµ as 

0JCIJJBjOU5!S e aq Aew ~IJ. s~~(IJJ t HW WlQIJlill lllQ. 
auq10A 111111 8IOllllllOI~ I lSlf 

SJillOlllJP!ll Jl~ll~P.M• 
·.opopJro! aas 'lll!P.P.JOl sroµas 

eJl 9.16~ aq AE wasiq1 '!!JQS lPl~ .o AIDCJI .o 'pro1q 
ll!M6U!P.WCll \l0lj6U!M'.IUIMSU~d .001Ql'OJl0Jll~nal P.• 

8S nlOIOQ 
SJ illOlllJP!ll 

JilllOJO 0J!P!P.\£J 01 ~ai1e aJl nal P. asn IOJ oo 'll&J AllJlllt 
s6u1weM 

S<ileBlllQ 
pu eSIDOJ u~pai 6u~uµp J06U!1E0AQ uo ~6roJQ ~:JIU.DIS 
noo PW ID!IS<il!PU! P!ll ~P.M llllJ!:llS9l wn®till SJ!0!0Jd. 

~:JIU.DIS 
Jros P.Jtu<l!Sa~P.J! P!'ll ll!MP~t))oose wrq111aijSalll!llJ. 

sasn 
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OrugFacts (continued) Fontname: Helvetica Neue 77 Bold Caidensed Oblique 
Headings Fontname: Helwtica Neue 77 Bold Cordensed Oblique 

SUbheadings Fontname: Helwtica Neue 77 Bold Cordensed 
Body Text Fontname: Helwtica Neue 57 Condensed 

Bullets Fontname: Helwtica Neue 57 Condensed 
Bullets on same lines: end of statement separated from bUlleted statement by two ems 

POP dimensions (in millimeters) 

Font size of Statement of Identity (tt not live text, to be measured in Helveticacapital "M") 

Font size of Logo/largest Copy on PDP (If not live text, to be measured in Helvetica capital "M") 

Ratio of Statement of Identity to Logo/Largest Copy on PDP 
Statement of Identity (pt.)(DMded by) Largest Log> Copy (pt.) 

PREVENTS & RELIEVES 
HEARTBURN associated with 
add indigestion and sour stomach 

40 'XI'\ TABLETS 
~~ (40 DOSES) 

·wnq11eai l!U!Deueuuq sd!10upn1::aJ! uo9ew.10JJ! 1ue11odw! W!eJlCK> 11 
'UOll e:I an daQ)I 'a&O aiqaq sl!U~Jl!M pu e SUO!l:J&JP aq1pe911 
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l!l6!0M&SOl 'l!l6!0Mla<O are lllAD • 
~eaw 6!Q 1111 IOU op PW AIM'.1~183 . 
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• 13N\l:l W01108 NO SdlH:lOl'I 
s~qqa6a.< pw sv.ru1awos 111•a '1o~ro~ 
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' wnqirea~ asrreo 01 ~arn aiow are siiuµp Jospoo1ureuro • 
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AP.~Wfll .D 11a~a~SSl:ll9 P!Ml. ~.ll-8\13.Sl·Ol ll1 a.DIS. 

U.DIJOUa:IO~ l!Jn BIS!IQ IBl1l!l4JU! P. 091 IOU (j) • 
UO{leUUOJU! .NJqlO 

.opcpe~g: :msA llJ<IJUO 1BJPl!lllo 
ll~QM0lll IOJ OP• 

(sJ lllQtl U! 
SJl~q l uana.ow aiq llUQl) ~~P ill!Ml qdnpasnai \£)• 

wrqp111q ~\'£:l lE~ 
9l6tl.Q\0Q 51!>1UuPJO IJ)Oj l!Jglll &JO, q 9JPJIW09ot a; 

J01J1MJl ssllj!e ll!Mll~Q IM'.ll~MS '9.UQdWAsJJ&lllJdQ• 
J~1M j0 $9llh~ll' lll(J!llMQllMS 'sU.DICiW!s MqpJQ• 

~a..i pu eSJlllAl I 1BJPl!IP P.J t SUOlll • 
SIJO{l31U!(] 

'IEMJ l!l5uJa~~ llllllO IDS!Od ep1111roJOcliill 
~~au1a6 aSQ>B.IOJl&St:lUl 'IB-'!WIOq:>tal IOllOdl \1)1 

asnaiqai 
1 eoo~aJlJd ~111a~ e~g: 'lkJpa11-1sauq .o 11nl 111d 1 

(panu~uco) 513e:1611J(] 

9point type 
8point type 

6point type 
6point type 

5point type 
YES 

YES 

H89mm W97mm 

V ff .5 pt. H O.OOpt. 
V 82 pt. H 0.00 pt. 

V f5% H 0% 

• 

U!lldSU!il!J O 6 WGO 
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S681ll'll PJO lil!llllMSS9l -lllllUll ~P.MWl'QPlBQ. 
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0JCIJJBjOU5!S e aq Aew ~IJ. s~~(IJJ t HW W1Qlllill lllQ. 
auq10A 111111 8IOllllllOI~ I lSlf 

SJillOlllJP!ll Jl~ll~P.M• 
·.opopJro! aas 'lll!P.P.JOl sroµas 

eJl 9.16~ aq AE wasiq1 '!!JQS lPl~ .o APlCJI .o 'pro1q 
ll!M6U!P.WCll \l0lj6U!M'.IUIMSU~d .001Ql'OJl0Jll~nal P.• 

8S nlOIOQ 
SJ illOlllJP!ll 

JilllOJO 0J!P!P.\£J 01 ~ai1e aJl nal P. asn IOJ oo 'll&J AllJlllt 
s6u1weM 
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pu eSIJ)OJ u~pai 6u~uµp J06U!1E0AQ uo ~6roJQ ~:JIU.DIS 
noo PW ID!IS<il!PU! P!ll ~P.M llllJ!:llS9l wn®till SJ!0!0Jd. 

~:JIU.DIS 
Jros P.JtU<llS0~P.J! P!'ll ll!MP~t))oose wrq111aijSalll!llJ. 

sasn 
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Active i~redient (in each tablet) Purpose 
Ranltldloo 75 rTlJ 
las rai~~ne hy00x:hkl100 84 ITIJI ............ Add reOO:!lf 

Uses 
• r91eves lmibum aS&X:lated with llCkl lndge&Jon ~ inr-• ~voots lmibum associated with llCkl lndge&Jon ~ inr 

stooJach tnught on ti; ealro;i or crinklro;i certain 1ocxls arKl·­Warnings 
Alergy alert llo oot Ille 11 yoo are al!lfi~ to rllllltklrte or otta 
ocld reducm 
Do rd use 
• tt yoo have trootle or pain 1w;j~wlng food, wmltli;l with 

bklod, oc tlocxly or tlocl<. stools. These may 00 signs o! a 
sa'lous coodltkll. See yoor clocb". 

•with otta ocld reducm 
Ask a!b;lor bel<n use Kyru have 
• hOO OOartbum over 3 rrmths. This may 00 ast(Jl of a more 

ser1ous cCJ"dtlon. 
• lmibum with l~eadedneas, 11Weatl~ !I" dizziness 
• cte>t pain or sholJcler pai nwith shortness ct tniath; 

swwtlng; ~ sprei(jro;i to arms, neck oc sl"aJkler~ oc 
l ~htlmOOlooss 

• lrec!Jent chest pah 
• lrec!Jent WOOe~ng, ~rum; with heartOOm 
• l.fleJ!(jalnedweightklss • nauseaocvornltlng 
• stomach pain • kklooy diswse 
Ask a cb;loroc pharmacist belm use Kyru are takl"lg a 
~r'(rtm dnJJ. Add redllllfll may Interact with certain 
~r'(rtklldru;is. 

~use all! ask aOOcta" K 
• yw hearttxrn cootlnoos oc \Wl"sem 
• yoo ooed to take 1hls ~Lci for more ttm 14 days 

SANOFl"' 
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6 

• 

KJnQnant ortnast-leedrci, asl<.1 health ~felsb:l'll 
before Ille. 
Keep outol roach olchlkhn. In case o! werdose, get medcll 
he~ oc oont!ci 1 l'ason eootra Cenlef r~ <r11ay. 

Directions 
• lldults and chlkl"en 12 yetj"s ~over: 

•to relieve symptoms, sw;jlcm 1 tatletwlth a ~ass ol water 
•to prevent syrnptoois, swalklw 1 tatlet with aglass o! water 

30 to 60 minutes belm eauro;i 1ocxl or dr1n~ng OOVerages 
that cause OOartbum 

• Cllll be iml up to t~ce d~ly 100 not take rrae th:111 
tabllts In 14 l"aJrs) 

• 00 not coow till et 
• ctlklren l.fder 12 yeij"~ asl<. a ib:la" 

Other information 
• 00 not use If lndMc1.Jal 1~1 ~h Is OIB1 octom 
• store at 20·25'C 168· 77"FI 
• awkl excessive ooat oc tunkllty 
• ttli ~tlssallum ~suga-1ree 

Inactive ingredients 
twPro:neiOse, mqe'>lm steinte, rrf:ro::rystalioo Clll.t&, roo 
OJiOO, tlta~um ~oxkle, trl11eeun 

COoost/oos? call 1im-633-1610 
or ~sit www.zantaClic.Cllll 

Tips for managing heartburn 
• [)o oot lie fiat or bend over soon att!lf eatrtg 
• [)o oot eat late at night, or )Jst beloce bedUme 

• C!lfla~ loads or ctlrts ~e moce likely to c:1Jse heartburn, 
soch as rk:h, spk:y, fatty, and fried focxls, chocolate, caffane, 
aloctol, even some trults and vegelfillles 

• Eat ~owly :11d 00 not eat b~ meals 
•~;ware ove!WeQ'lt, klsewe~ht 
• ~ ;w SIOOke, quit SIOOklng 
• Raise the head 01 your bed 
•Wear loose 11ttlro;i c~th~g around yo11 stomoch 

4 

Do not discard this carton. 
lt contains important consumer information. 
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Active i~redient (in each tablet) Purpose 
Ranltldloo 75 rTlJ 
las rai~~ne hy00x:hkl100 84 ITIJI ............ Add reOO:!lf 

Uses 
• r91eves lmibum aS&X:lated with llCkl lndge&Jon ~ inr-• ~voots lmibum associated with llCkl lndge&Jon ~ inr 

stooJach tnught on ti; ealro;i or crinklro;i certain 1ocxls arKl·­Warnings 
Alergy alert llo oot Ille 11 yoo are al!lfi~ to rllllltklrte or otta 
ocld reducm 
Do rd use 
• tt yoo have trootle or pain 1w;j~wlng food, wmltli;l with 

bklod, oc tlocxly or tlocl<. stools. These may 00 signs o! a 
sa'lous coodltkll. See yoor clocb". 

•with otta ocld reducm 
Ask a!b;lor bel<n use Kyru have 
• hOO OOartbum over 3 rrmths. This may 00 ast(Jl of a more 

ser1ous cCJ"dtlon. 
• lmibum with l~eadedneas, 11Weatl~ !I" dizziness 
• cte>t pain or sholJcler pai nwith shortness ct tniath; 

swwtlng; ~ sprei(jro;i to arms, neck oc sl"aJkler~ oc 
l ~htlmOOlooss 

• lrec!Jent chest pah 
• lrec!Jent WOOe~ng, ~rum; with heartOOm 
• l.fleJ!(jalnedweightklss • nauseaocvornltlng 
• stomach pain • kklooy diswse 
Ask a cb;loroc pharmacist belm use Kyru are takl"lg a 
~r'(rtm dnJJ. Add redllllfll may Interact with certain 
~r'(rtklldru;is. 

~use all! ask aOOcta" K 
• yw hearttxrn cootlnoos oc \Wl"sem 
• yoo ooed to take 1hls ~Lci for more ttm 14 days 

SANO Fl"' 
Distributed by: Chattem, Inc. a Sanofl Company 
P.O. Box 2219 
ctiattarnoga. TN 374og._0219 
©2019 Origin Spain 

0140078-01 

6 

• 

KJnQnant ortnast-leedrci, asl<.1 health ~felsb:l'll 
before Ille. 
Keep outol roach olchlkhn. In case o! werdose, get medcll 
he~ oc oont!ci 1 l'ason eootra Cenlef r~ <r11ay. 

Directions 
• lldults and chlkl"en 12 yetj"s ~over: 

•to relieve symptoms, sw;jlcm 1 tatletwlth a ~ass ol water 
•to prevent syrnptoois, swalklw 1 tatlet with aglass o! water 

30 to 60 minutes belm eauro;i 1ocxl or dr1n~ng OOVerages 
that cause OOartbum 

• Cllll be iml up to t~ce d~ly 100 not take rrae th:111 
tabllts In 14 l"aJrs) 

• 00 not coow till et 
• ctlklren l.fder 12 yeij"~ asl<. a ib:la" 

Other information 
• 00 not use If lndMc1.Jal 1~1 ~h Is OIB1 octom 
• store at 20·25'C 168· 77"FI 
• awkl excessive ooat oc tunkllty 
• ttli ~tlssallum ~suga-1ree 

Inactive ingredients 
twPro:neiOse, mqe'>lm steinte, rrf:ro::rystalioo Clll.t&, roo 
OJiOO, tlta~um ~oxkle, trl11eeun 

CQuest/Olis? c~l 1.ao.633-1610 
or ~sit www.zantaClic.Cllll 

Tips for managing heartburn 
• [)o oot lie fiat or bend over soon att!lf eatrtg 
• [)o oot eat late at night, or )Jst beloce bedUme 

• C!lfla~ loads or ctlrts ~e moce likely to c:1Jse heartburn, 
soch as rk:h, spk:y, fatty, and fried focxls, chocolate, caffane, 
aloctol, even some trults and vegelfillles 

• Eat ~owly :11d 00 not eat b~ meals 
•~;ware ove!WeQ'lt, klsewe~ht 
• ~ ;w SIOOke, quit SIOOklng 
• Raise the head 01 your bed 
•Wear loose 11ttlro;i c~th~g around yo11 stomoch 

4 

Do not discard this carton. 
lt contains important consumer information. 
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This is a representation of an electronic record that was signed 
electronically. Following this are manifestations of any and all 
electronic signatures for this electronic record. 

/s/ 

VALERIE S PRATT 
09/18/2019 04:35:47 PM 
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