AEPIKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCBKIA OBJIACTI

npos. Caimmunof Hagif, 3, ».Kuis, 02099, ter/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BHCHOBOK
npo AKiCTL BBE3eNoro B YKpainy JiKapcbKoro sacofy

13.02.2025 Ne 69841/25/10

JIYOBPI™

(uatinenysanua aikapcsroro 3acoby riamno 3 peeeTpauiitiame mocpimaennan}
A0chiion, 0,01%/0,045% no 45 ry Tydi, no 1 1vdi B kapTonuiit xopobni

(thopma sumycky, AC2YBAHNA, BIA RAKYBIHHA NiKapCEKoTD 3acoby)
Howmep peeetpaiitaoro nocsinuenns UA/18956/01/01 crpox aif peectpauititoro nocriguenns 22.02,2027
Cepis aikapeskoro sacody Ne 7001859 KinsxicTs BBe3eHOro fixaperxoro sacoby 5346

Bupobuuk Bayn Xenc Kommnanic Ink., Kanana
{HadineHynaiHa Bripoimmka MiKapcrkera Jacaby, kpalia moxooxeHNs)

Beeseno B Vrpainy Crinsie yrpallichKo-ecTOHChKE HANPHEMCTBO ¥ dopMi ToBapHCTRa
3 00MexeHoN0 BianosinanbnicTo " OntiMa-@apm, JITI", inenr. kox:
21642228

(nafivenyeanna Td ko 32 €JIPTIOY wpsmirtol ocobu afo npisemue, is's, no GaTexoBi (Giznduci
ocofit - aianpuesua, I Mictie HPOKUBAHNA TA peccTpauiiinuil Homep ofaiKoBOT KAPTKY INATHHKA
nogarkie abo cepix Ta Hoamep racnopra)

lporoxoa Bisyansuore xonrpomo sig 13,02.2025 A 4187/1.

33 pesynkTATAMI EPKABHOrO KOHTPORIO BCTAHOBACHO, IO Jlixapchkuii 3aci6 bBseseno B Yxpainy 3
HOTPUMAHHSIM BiMOT 30K0HOARCTRA LIOA0 3aBe3neyeH s IKOCT] HixapcsKMX 3acobin.

Ousra €PLOMEHKO

(iuii_'li_a.’z_||:m'.tibi:isinw;_é)'_ .




CEPTHOIKAT AHATIY

«BAYUW XEJC»
«BAUSCH Health»

2150 Cr. Eas3ap bynerap Bect Jabu b,

Yneber, Kanaga HTL 4A8, Kanaja
2150 St-Elzear Blvd. West Laval, Quebex, Canada

H7L 4A8, Carada

JYOLPI / DUOBRIL JTOCBHIIOH 0,01 %/0,045 % IO 45T V¥ TYBAX, YKPATHA

Konrpojsuuil nomep:

Howmep cepii:

Tepmin npupaTHOCTI 10

Hazea cuenudikanii:

Bepeist cirennidixanii:

Peecrpauiifauii nomep
cuenudiranii:

502000061

7001859

30.09.2027 poky
50200061 / JIYOBPI /
DUOBRII nockiton
0,01%/0,045% no 45 r

02

2024-08-27

TnenTndikamiinmii
nomep cepii GLIMS:
HasBa npoToKoJy:
JlaTa BupoGHHUTRA:

Honep cepii
NOCTAYANbHAKA:

J{aTa nopropHore
anajily:

B-2411-0004

Baninauiiini BunpoGysanHs
16.10.2024 poxy

He 3a3znauerio

He sazHayeno

sKa Hecrelnpiuna AoMIlIKa

sasBiicHOro BMICTY IanoGerasoiny
UpONioHaTy)

STM 44-395 Kinpkiciie BU3HAUCHHS 90,0 — 110,0% Biy 3asBieHoro 102.2% . . . ]
raoferazony rporionary suicty (3B=0,01% B/8) L
STM 04-395 KinvxicHe BI3HAYEIT 90,0 — 110,0% Bin 3aswieHoro 102, 1 Y
g St rasoberazosry TIPOIOHATY sumicty (3B=0,01% B/B)
STM 04-395 KispkicHe BU3HAYCHHS 90,0 — 110,0% »in 3a1BICHOTO, 1()2.4 % .
rasoberasony Uporionary suicty (3B=0,01% B/B)
STM 04-395 inpkicHe BA3HAYCHHA 90,0 — 110,0% six 3a7BIEHOTO 102.0% °
rano6eTa3ony MponioHaTy smicry (3B=0,01% 8/B) '
STM 04-395 Kinekicite BH3HAYEHHS 90,0 — 110,0% Bixn 3asBIEHOTO 102.0 %
rano6eraszony Mporionary eumicty (3B=0,01% B/B)
STM 04-395 KinpkicHe BU3HAYECHHA 90,0 — 110,0% Bij 3251BIEHOTO 102.0 %
ranodeTaszony Mnpomiouary smicTy (3B=0,01% B/8)
USP / STM 04-395- OxHOpigHicTs BMICTY Bixrosigae BHMoraM BIATIOBIIAE
ynakoBku - Lanoberasoiy
1polTionaT
USP / STM 04-395 OHOPIANICTE BMICTY Bianoginac BUMOraM BIJITOBIJAC
ynakopky - l'anoberazoiy
- TIPOfiONT
USP / STM 04-395 OnHOpPINHICTh BMICTY Biamnoeizae BuMoraM BIZITIOBILAC
‘ ynaxoBku - ['anoberasory g :
npornioHar
STM 04-395 TIpoxykTH posnazy. bynb- He 6insure wix 0,7% (x % Bix <0.5%
sxa HecrenuiuHa TOMIlKa | 3aSBICHOTO BMicTy rano6erasony
. OpoIioHaTy)
STM 04-395 TTponykTu posnany. byae- He 6impiue Hix 0,7% (sak % Bix <0.5%
: sKa necreHpiusa JoMilka | 3a4BACHOI0 BMiCTy ranoferasony
' NpoOIioHATY) -
STM 04-395 TIponyxrtu posmany. byae- He 6Ginpime ik 0,7% (1 % Bin <0.5%
sika HecTreuMdiiytia IoMilnKa | 3aABICHOTO BMicTy raoberasony
: : ) npotioHaTy) :
STM 04-395 Ipopykrtu posnany. byas- He Gigsie Hixk 0,7% (ik % Bid <0.5 %
ska HectenudiuHa JOMIKA | 3aiBIeHOTO BMiCTY ranofbeTasony
poioHaTy) ]
STM 04-395 TIponywTH po3many. Byam- He Ginpuce mwixk 0,7% (5k %o Bl <0.5 %
sia necnenubivHa qoMinika | 3asBJCHOI0 pMicTy ranoferasony
TIpOrioHaTy)
ST™M 04-395 TIpomyKTy posmany. Bysib- He Ginpwe mix 0,7% (ax % Bix <0.5 %
: - sika HecrienudivHa JoMilika | 3agBNeHOTO BMicTy ranoberazoiy
HpOITiOHATY)
STM 04-395 TIpoxyKTH posnazy. byle- He Ginbe Hix 0,7% (1x % BiR <0.5 %
sKka necreipdiuna JoMiluKa | 3asB/ICHOTO suMicTy ranoberasony
npomouaTy)
STM 04-395 TIpony«Ti posiay. Byas- He Gimbiue ik 0,7% (s1x % Bix <0.5 %

Jara apyxy: 06.11.2024, 14:54 Koud)iqeuuiﬁlio - Jo3B0JICI0 JIEUI

¢ aBTOPH30BAHE KoniroBanHsy

Crop. 239




CEPTH®IKAT AHAJII3Y

«BAYII XEJIC»
«BAUSCH Health»

2150 Cr. Ens3ap Bynesap Becr Jlaans,
Kgebex, Kanaga H7L 4A8, Kanana
2150 St-Elzear Blvd. West Laval, Quebec, Canada

H7L 4A8, Canada

JIYOEPII / DUOBRII JIOCBMOH 0,01 %/0,045 % I1O 45T ¥ TYBAX, YKPATHA

KonTtpoJbHuii HomMep:

Howmep cepii:
Tepmin npuaaTrocti x10:

50200061

7001859
30.09.2027 poky
50200061 / JTYOBPIi /

InenTudixaniiuuii
Homep cepii GLIMS:
Hasea nporoxoany:
Jara BUpoGHULTBA:

HomMep cepii

B-2411-0004

Bauniganifini sBunpoGyBanHs
16.10.2024 poxy

Hazga cnienudixanii: DUOBRII noceiion . He 3a3nageno
0,01%/0,045% 110 45 HoCTATATMLIII:
Bepcin cienudixanii: 02 ﬂaTa.HOBTOp“MO He 3a3Haueno
aHamizy:
PeCCTpa.lllﬂHulle HoMep 2024-08-27
cneuugikanii:
STM 04-395 Mpoxyxru posnany. Byas- He 6inpiue nix 0,7% (s3x % Big <0.5 %
sika HecrieldiuHa JoMilKka | 3asABJIEHOr0 BMicTy ramobeTasony
NPOrioHaTy)
STM 04-395 Mponyxtu po3nany. Byas- He 6inbie uix 0,7% (sx % Bixn <0.5%
sKa HecleUHdiyHa JOMillIKa | 3asgBJIEHOrO BMicTy ramoberasony
MpOMioHaTy)
STM 04-395 TponyxTH po3nany. bynas- He 6insue Hix 0,7% (sk % Bin <0.5%
sKa Hecnenndiuna JoMilKa | 3asBICHOTO BMIiCTy rajoferasony
MIPONiOHATY)
STM 04-395 Mponyxru posnany. Byas- He 6inpiue Hix 0,7% (s1x % Big <0.5 %
sKa HecriewuhiuHa noMitika | 3asMBIEHOro BMicTy ranoberasony
[IPOILIOHATY)
STM 04-395 Iponyxru posnazny. Byns- He 6inbiue Hixk 0,7% (31 % Bix <0.5%
sika HecreudivHa qoMilika | 3asBJICHOTO BMICTY Tajoberasony
TIPOTHOHATY)
STM 04-395 TponyxTu po3naxny, cyma He 6inbwe uix 3,0% (six % Bin <0.5%
BCIX JOMILIOK 3aABIEHOr0 BMicTy rano6eTasony
IpOMNioHaTY)
STM 04-395 ITponyxTH posnany, cyma He 6Ginsure Hix 3,0% (1k % Bix <0.5%
BCiX HOMIIIOK 3aBJIEHOTO BMICTY rasoGerazony
pomioHaTy)
STM 04-395 ITpoaykTu posnany, cyma He 6insre Hix 3,0% (1x % Bin <0.5%
BCiX HOMIIIOK 3aABIICHOTO BMiCTY rajmobeTasony
IpoNioHaTy)
STM 04-395 [IponykTH posnaxy, cyma He 6insuie Hix 3,0% (sx % Bix <0.5%
BCiX HOMILIOK 3asABIICHOTO BMicTy ranoberazony
11pOTiioHaTy)
STM 04-395 ITponykTu posnaxy, cyma He 6insme Hix 3,0% (sx % Bix <0.5 %
BCIX JOMILIOK 3a5BIICHOIO BMICTY rajoferasony
: MpoNioHaTy)
STM 04-395 TIponykTu po3nany, cyMa He Ginpiue 1ix 3,0% (1x % Bix <0.5%
BCiX AOMILIIOK 3asBIIEHOTO BMiCTy TaobeTasony
NponioHary)
STM 04-395 IIpoxykTu po3nany, cyMa He 6insire Hix 3,0% (11 % Bin <0.5 %
: BCiX JOMIIIOK 3aABJICHOr0 BMICTY ranobera3ony
npornioHarty)
STM 04-395 Tponykru posrniany, cyma He 6inbiue Hix 3,0% (3x % Bin <0.5%
BCiX JOMIIIOK 3asBJIEHOTO BMiCTY Tas106eTa30i1y
TpOTiOHATY)
STM 04-395 TponyxTy po3nagy, cyma He 6inpe wix 3,0% (sx % Bix <0.5%
BCIX JOMIIIOK 3agBIIEHOr0 BMICTY raio6erasony
[IPOIiQHATY)
STM 04-395 ITponyxTH posmany, cyma He 6Ginsure uix 3,0% (sx % BiX <0.5 %
BCiX JIOMiWIOK 3aABJIEHOTO BMICTy ranoberazony
1IPOITIOHATY)

Jara npyky: 06.11.2024, 14:54 Koudiaenuiitno - {o3BoseHo JHLIe ABTOPH30BaHE KOIliI0BaHHSA

Crop.339




CEPTH®IKAT AHAJII3Y

«BAYI XEJIC»
«BAUSCH Health»

2150 Cr. Enb3ap Byaesap Becr Jlasans,

Kgeoek, Kanaga H7L 4A8, Kauana
2150 St-Elzear Blvd. West Laval, Quebec, Canada

1I7L 4A8, Canada

JYOBPIi / DUOBRII JIOCBHOH 0,01 %/0,045 % IO 45 I' Y TYBAX, YKPATHA

Koutponsunit Homep:

Homep cepii:

Tepmin npuaaTHOCTI J0:

Hazpa cneumdiranii:

Bepcist cienudixanii:

50200061

7001859

30.09.2027 poky
50200061 / IYOBPIT /
DUOBRII noceiion
0,01%/0,045% 110 45 r

02

InenTudikauiiinnii
Homep cepii GLIMS:
HasBa npoTokoay:
HaTta BUpOOHUTBA:

Homep cepii
nocrayaibHHKa:

Jarta mosTopHoro

B-2411-0004

Baninaniiisi Bunpo6yBsasua
16.10.2024 poxy

He 3asnaueno

He 3a3nayeno

anajisy:
Pe€c1"pa_mml"1:m HOMep 2024-08-27
crenudixauii:
STM 04-395 TIponykri po3nany, cyma He 6inbie Hix 3,0% (1x % Big <0.5%
BCIiX JOMIWOK 3agBIEHOTO BMicTy ranoberasony
npoiioHaty)
STM 04-395 - Mponyxtu posnazny, cyma He 6imsiue Hixk 3,0% (sx % Bix <0.5%
BCIiX TOMIILOK 3a4BJICHOTO BMicTy ranoberazony
TpOTiOHATY) B
STM 04-395 HponykTu posnany, cyma He 6inbiwe Hix 3,0% (2x % Bix <0.5%
BCiX TOMIIIOK 3a4BICHOTO BMICTY rajoberasony
HPONiOHATY)
STM 04-395 Kinbkiche BusnaveHHs 90,0 — 110,0% Bix 3asgBieHoro 100.9 %
TazapoTeHy BmicTy (3B=0,045% B/B)
STM 04-395 KinekicHe Bu3HaueHHs 90,0 — 110,0% ®in 3assieHoro 101.2 %
Ta3apoTCHY BMicty (3B=0,045% 8/B)
STM 04-395 Kinrxicue Bu3HauYeHHS 90,0 — 110,0% Bix 3asBiIeHOTO 101.0 %
Ta3apoTEeHY BmicTy (3B=0,045% B/B)
STM 04-395 KinbkicHe BU3HaAYEHHS 90,0 — 110,0% Bin 3asgrneHOro 100.9 %
Ta3apoTeHy BMicTy (3B=0,045% B/B)
STM 04-395 KinpxicHe BU3HAUYEHHS 90,0 — 110,0% six 3asBieHoro 100.8 %
Ta3apoTeHy BMicTy (3B=0,045% B/B)
STM 04-395 - Kinbkicne Bu3HaYeHHS 90,0 - 110,0% Big 3asBieHOro 101.0 %
Ta3apoTeHy BMicTy (3B=0,045% B/8)
STM 04-395 KinekicHe Bu3HAYeHHS 90,0 — 110,0% Bix 3asBIeHOrO 100.7 %
- Ta3apoTCHY micty (3B=0,045% B/B)
STM 04-395 KinpkicHe BU3HAUEHHS 90,0 — 110,0% Bix 3agBneHoro 100.7 %
Ta3apoTCHY BmicTy (3B=0,045% B/B)
STM 04-395 Kinskicte Busnauenus 90,0 — 110,0% Bix 3asBICHOr0 100.6 %
Ta3apoTeHY BMicry (3B=0,045% B/B)
STM 04-395 KinbkicHe BH3HAUEHHS 90,0 — 110,0% Bix 3asBICHOTO 101.0 %
, Tasaporeny BmicTy (3B=0,045% »/B)
STM 04-395 Kinekicne Bu3nayenns 90,0 — 110,0% Bin zasBeHOTO 101.0 %
Ta3apoTeHy BmicTy (3B=0,045% B/B)
STM 04-395 KinckicHe BU3HAYCHHS 90,0 — 110,0% Bix 3asBneHOrO 101.2 %
Tazapoteny BMicTy (3B=0,045% B/B) °
STM 04-395 KinexicHe BuzHAUYEHHS 90,0 - 110,0% Bin 3asBnEeHOrO 101.0 %
Ta3apoTCHY BmicTy (3B=0,045% B/B)
STM 04-395 KinexicHe BH3HaYeHHs 90,0 —~ 110,0% Bix 3asBICHOrO 101.4 %
Ta3apoTeHy BMicry (3B=0,045% B/B)
STM 04-395 KinbkicHe BU3HAYEHHS 90,0 — 110,0% Bix 3as1BIEHOrO 100.8 %
Ta3apoTeHy BMicTy (3B=0,045% B/B) .
STM 04-395 KinpkicHe BU3HaYCHHS 90,0 — 110,0% Bix 3asABICHOTO 101.1 %
Ta3apoTeHY Bmicry (3B=0,045% B/B)
STM 04-395 Kinpkicne BH3HAYEHHS 90,0 — 110,0% Bix 3asBIEHOTO 100.7 %
Ta3apOTSHY BMmicty (3B=0,045% B/B)
STM 04-395 KinpkicHe BH3HAYEHE 90,0 — 110,0% Bix 3asABICHOTO 101.0 %
Ta3apoTeny smicTy (3B=0,045% B/B)

Aata upyky: 06.11.2024, 14:54  Koundinenuiiino - [o3soneno muure hm‘opmbnaue KONiIOBAHHS

Crop. 439




CEPTUOIKAT AHAJI3Y

«BAVII XEJIC»
«BAUSCH Health»

2150 Cr, Eanb3ap Bynesap Becr Jlasais,

, Kneoek, Kanaga H7L 4A8, Kaunata
2150 St-Elzear Blvd. West Laval, Quebec, Canada

H7L 4A8, Caunada

JYOBPH / DUOBRII JIOCBHOH 0,01 %/0,045 % I10 45T ¥ TYBAX, YKPAIHA

KonTpoasuuii Homep:

Homep cepii:

Tepmin npugaTHocTi no:

50200061

7001859
30.09.2027 poxy
50200061 / YOBPII /

InenTudicaniinmuii
nomep cepii GLIMS:
Hasga npoTtokoiry:
Jarta sBupoGHHUTBA;

Honep cepii

B-2411-0004

Baninauiiai Bunpo6yBaHHs
16.10.2024 poxy

Hazsa cieundikanii: DUOBRII nocsiton . He 3asnaueno
0,01%/0,045% 110 45 nocravalibHMKa:
Bepcin cnienudikanii: 02 }laTa.nonTopuoro He 3a3HayeHo
ananisy:
PeCCTpa'lIlHH"l.lH nomep 2024-08-27
crnenupiranii:
STM 04-395 Kinpkicne Bu3nauenus 90,0 — 110,0% Bix 3agBncHOTO 101.0 %
TazapoTcHy BMicTy (3B=0,045% B/B) .
USP /STM 04-395 OnuopiaHicTs BMicTy Binmosigae BUMoraM BIAMOBIIAE '
) yrnakoBKH - Tazaporen | .
USP / STM 04-395 OnxopinHicTs BMiCTY Bianosinac BuMoram BIATIOBIZAC
ynaxoBkH - Tazaporen .
USP /STM 04-395 OnxnopizHicTs BMicTY Binrosinae suMoram BIAITOBIITAE
yrakoeky - Tasaporen ’
STM 04-395 TponykTu po3nany - He Ginbuwe mix 3,0% (a1 % Bix 0.05 %
Tazaporeny-S-oxkcun 3aABJICHOTO BMICTY Ta33pOTCHY)
STM 04-395 IpoxykTu posuany - He Ginpure mix 3,0% (ax % sin 0.05 %
Tasaporeny-S-okcun 3afBIICHOTO BMiCTY TazapoTeHy)
STM 04-395 ITponyxrH posmnany - He Ginsmre mixk 3,0% (gx % Big 0.05 %
TazapoTeny-S-okcus 3asiBIICHOTO BMICTY Ta3apoTeHy)
STM 04-395 Tponyxrtu posnany - He 6inpiue Hix 3,0% (sx % Bix 0.05 %
Tazaporeny-S-oxcun 3ajBJICHOIO BMICTY Ta3apoTeHy)
STM 04-395 Tpomykru posnany - He 6inbe wix 3,0% (gx % Bin 0.05%
Taszaporeny-S-oxcup 3a4BIIEHOTO BMiCTY Ta3apoTeHY)
STM 04-395 ITponykTH posnany - He 6inpwe wix 3,0% (six % Bin 0.08 %
‘ ‘Tasaporeny-S-oxcus 3asBJICHOI'0 BMICTY Ta3apOTEeHY)
STM 04-395 Iponyxru posmany - He 6inpie Hix 3,0% (1K % Bizg <0.05 %
TazaporeHy-S-okeun 3ajBIICHOTO BMICTY Ta3apoTeHy) : ;
STM 04-395 TIponyxv posmany - He 6inbiue uix 3,0% (sx % Bix 0.06 %
Tasaporeny-S-okcHa 3asBJIEHOTO BMiCTY Ta3apoTeHy)
STM 04-395 IponmyxTit posnany - He 6inbrue Hix 3,0% (sx % Bix 0.05 %
TazapoTeny-S-okcua 3asBJICHOTO BMICTY Ta3apoTEHY)
STM 04-395 TIpomykTi po3nany - He 6insure Hixx 3,0% (sx % Bix 0.06 %
Taszaporeny-S-okcu){ 3aABJICHOTO BMICTY Ta3apoTeHY)
STM 04-395 IMponykti po3nany - He 6Ginbue vix 3,0% (s % i 0.06 %
‘ Tazaporery-S-oxcun 3ajBJICHOr0 BMICTY Ta3zapoTeHy)
STM 04-395 Hponyxru posnany - He 6insire wix 3,0% (1x % Bix 0.06 %
Tazaporeny-S-okcua 5asBJIICHOTO BMICTY Ta3apOTEHY)
STM 04-395 IponykTu po3nagy - He 6ineure nix 3,0% (sax % Big 0.06 %
Tazaporeny-S-oxcun 3a5BJIEHOTO BMICTY TazapoTeHy)
STM 04-395 IIponyxru posnany. Byas- He 6inpure nix 1,0% (1x % Bix 0.10 %
sxa HecreuudivyHa AOMilIKa | 3aJBAEHOro BMIiCTY Ta3apoTEHy)
STM 04-395 TIpopykru posnany. Byas- He 6inswe nix 1,0% (s1x % Bix 0.11%
sika HecrenubiyHa IOMIlIKa | 3asBJIEHOTO BMICTY Ta3apoTeHy)
STM 04-395 MpoxaykTtu posnany. byas- He Ginvwe wix 1,0% (gx % Bin 0.10 %
sika Hecnelndiuya JIoMilllka | 324BISHOT0 BMICTY Ta3apoTeHY)
STM 04-395 Iponyxtu posnany. byns- He 6inbime aix 1,0% (gx % Bin 0.11 %
sKa Hecrienudiyna JoMilka | 3asgBJIEHOTO BMICTY TazapOTeHY)
STM 04-395 Tponyxy posnazny. Byns- He 6inpure wix 1,0% (ax % Bix <0.10 %
AKa HecrrenudivHAa JOMIIUKA | 3agBIEHOro BMICTY Ta3apoTeHy)
STM 04-395 Hponyxtu posnany. Byas- He 6inpuie mix 1,0% (sx % Bin 0.10%

SIKQ HecIelHdivHa JIOMILIKa

3aABJICHOI'0 BMICTY Ta3apoTeHY)

Hdata ppyxy: 06.11.2024, 14:54  Kondinenuiiino - /lo3soneno muine anropuzonane Koniopanus

Crop. 539




CEPTHOIKAT AHAJIZY

«BAYUI XEJIC»
«BAUSCH Health»
2150 Cr. Exp3ap Byncsap Beer Jlasais,

Kgebex, Kanaga H7L 4A8, Kanana

2150 St-Elzear Blvd. West Laval, Quebhec, Canada
H7L 4A8, Canada

JIYOBPIT / DUOBRII JIOCBHOH 0,01 %/0,045 % 110 45 T' Y TYBAX, YKPATHA

TnenTudixauiinmii

KonrtpoabHuii HoMep: 50200061 Homep cepii GLIMS: B-2411-0004
Howmep cepii; 7001859 Hassa nportokoay: Bamigauifini sunpo6yBanssa
Tepmin npugaTHocTi g0: 30.09.2027 poky Jarta BUpoOHUNTRA: 16.10.2024 poxy
: 50200061 / Y OBPI / H i
Ha3ga cnenudikauii: DUOBRII nocwiton SaEP C‘Lp“ . He 3a3Haueno
0,01%/0,045% 110 45 1 nocTavYaJbHUKA:
Bepcist enenudircanii: 02 lIaTa.nonTopuoro He 3azuaveHo
aHajizy:
l’e€c1‘pa.mm{"x.m HOMeED 2024-08-27
cnenvgikanii:
STM 04-395 Ipopyxkty posnany. Byas- He 6inpwe wix 1,0% (1x % Big 0.11%
sKa Heeneurdiuna JOMIKa | 3as8BJICHOr0 BMICTY Ta3apoTeHy)
STM 04-395 ITponyxTu posnazny. byas- He 6inpwe wix 1,0% (s1x % Big 0.10 %
’ ’ siKa Hecrieuudivyna IoMiwka | 3aABIEHOTO BMICTY Ta3apoTeHy) .
STM 04-395 IMpoayxTu posmnany. byap- He 6inpiue xvix 1,0% (sx % Bin 0.10 %
sKa HeclcuudiTHa JOMIllKa | 3asBICHOrO BMICTY Ta3apOTeHY)
STM 04-395 Iponyxtu posnany. Gyas- He 6insme Hix 1,0% (1x % Bin | 0.10%
sika HecTielMQidna JOMIlIKA | 3afBIEHOTO BMICTY Ta3apOTeHy)
STM 04-395 IMponyxty posnany. bymas- He 6inbiue Hixk 1,0% (ax % Bix 0.11 %
ska HecrelHdiuya JoMilKa | 3asBIEHOr0 BMICTY Ta3apOTeHy)
STM 04-395 Upogyxri poznany. Byas- He 6inbme Hix 1,0% (1x % Bix 0.1t %
sKa HecnerditHa ToOMirka | 3adBIEHOr0 BMIiCTY Ta3apoTeHy)
.STM 04-395 TponykTi posnany. byan- He 6impmre wik 1,0% (gx % Bin 0.11 %
JKa Hecnenudiyga JoMIlIKa | 3agBIEHOTO BMICTY Ta3aporteHy)
STM 04-395 ITpoaykri posnany, cyma He 6ineme Hixk 5,0% (1x % Big 0.15%
BCIX JIOMIIUOK 3asBJICHOTO BMICTY Ta3apOTeHY) )
‘STM 04-395 MMponykti posnany, cyma He 6ineie #ix 5,0% (i1x % Big 0.15%
BCIX JOMILTOK 3aBJICHOTO BMICTY Ta3apoTeHy)
STM 04-395 IMpoxnyxTy posnagy, cyma He 6ineure wixk 5,0% (sx % Big 0.15%
ECIX JIOMIlOK 3Q5BJICHOTO BMICTY Ta3apOTCHY)
STM 04-395 IMpoxyxTu posnany, cyma He 6insure wix 5,0% (1x % Bin 0.15%
BCiX JIOMIIUOK 3asBIICHOI'O BMICTY Ta3apoTeHy)
STM 04-395 TMpoxykru posrafy, cyma He 6inviue Hix 5,0% (gx % Bin 0.05 %
BCIX JOMIIIOK 3asBJIEHOTO BMICTY Ta3apoTeHy)
STM 04-395 ITponykTu pozmany, cyma He Ginsire ik 5,0% (si1x % Bin 0.18 %
BCIiX_JOMIIIIOK , 3a5IBJICHOTO BMICTY TazapoTeHy) ]
STM 04-395 {Tponyxru posnany, cyma | He Ginbure uik 5,0% (s1x % Big 0.11 %
BCIX JIOMILIIOK 3aARTEHOTO BMIiCTY TazapoTeHy)
STM 04-395 TpoxykTy posnagny, cyma He Ginsute ik 5,0% (sx % Bin 0.16 %
L BCiX JOMINIOK 3a5BJICHOTO BMICTY Ta3apoTeHY)
STM 04-395 TIpoaykTu posnagy, cyma He 6imeute Hix 5,0% (gx % Big 0.15%
’ RCiX JIOMIIIOK ' 3asBIICHOTO BMICTY Ta3apOTCHY)
STM 04-395 [TponyxTy posnary, cyma He Ginswe wix 5,0% (1x % Bix 0.17 %
: BCIX MOMILIOK 3agBJIEHOrO BMICTY Ta3apOTCHY)
STM 04-395 IMponyxTH posnany, cyma He Gineme mix 5,0% (1x % Bix 0.17 %
) BCIX JOMIUIOK 3asBJIEHOTO BMICTY TasapoTeHy)
STM 04-395 TIponykTy posnany, cyMa He 6inbiue wix 5,0% (sx % Bix 0.17 %
’ BCIX JOMIIIOK 3asBIEHOTO BMICTY Ta3apoTeHy)
STM 04-395 MponyxTu posnany, cyma He Ginbe ik 5,0% (sx % Bin 0.17 %
‘ BCIX JIOMIIIOK 3a5BJICHOr0 BMICTY Ta3apoTecHY)
STM 04-395 KinbKicHe BU3HAYEHHS 80,0 — 120,0% Bix uinsosoro pisas | 101.6 %
MeTHnmnapabeHy (LinsoBuit pisens=0,17% B/B) .
STM 04-395 Kinexicie BH3HACHHS 80,0 — 120,0% Bix uinsosoro pisas | 101.6 %
, MeTuiapabeny (Uinsosuit pisens=0,17% B/8) :
STM 04-395 KinekicHe susHaeHns 80,0 — 120,0% Bix HinBOBOLO PiBHA

| Metunnapabeny

(invosuii piseny=0,17% B/B)

101.5 %

Hara ppyky: 06.11.2024, 14:54  Koudixenuiiino - Jlossoseno Jiie aRTopH30BaHe KONIOBANNS

Crop. 639



CEPTHOIKAT AHAJIZY

«BAYIU XEJIC»
«BAUSCH Healthy -

2150 Cr. Enb3ap Byaesap Beer Janans,
Keebex, Kanaga HTL 4A8, Kanaza
2150 St-Elzear Blvd. West Laval, Quebec, Canada

H7L 4A8, Canada

JIYOBPIi / DUOBRII JIOCBHOH 0,01 %/0,045 % IO 45T Y TYBAX, YKPATHA

KonTpoasHuii Homep:

Homep cepii:

Tepmin npuaaTHocTi 102

Ha3spa cnienndirauii:

Bepcin cnenudiranii:

Peccrpaniitaunit nomep
cnenu@irkanmii:

50200061

7001859
30.09.2027 poky
50200061 / JIYOBPIT /
DUOBRII nockiton
0,01%/0,045% 11045 r

02 -

2024-08-27

InenTudikaniiinmii
‘Homep cepii GLIMS:
Hasea npoTokony:
Jara supo6unurea:

Honep cepii
HOCTAYaNbLHUKA:

Jara nosropuoro
aHajizy:

B-2411-0004

Banigauisi BunpobyBsasnsa
16.10.2024 poxy

He sasnaueno

He 3a3naueno

STM 04-395 Kinekicne Bustagens 80,0 — 120,0% six uinsosoro pisus | 101.6 % -
MeTHInapabeny (Uinponuii pirens=0,17% B/8)
STM 04-395 KinbkicHe BH3HAUYCHHS 80,0 — 120,0% rix uiysoBoro pisHa | 101.4 %
a L METHINapadeny (Uinvosui pisens=0,17% B/8) - i
STM 04-395 KinpkicHe BU3HAUEHHS 80,0 — 120,0% Bin uinsoBoro piBHa | 101.5 %
MeTiapadeny (WinsoBuii piserb=0,17% B/B) ,
STM 04-395 KinpkicHe BU3HAYECHHS 80,0 — 120,0% Bix uinvosoro pisng | 101.3 %"
MeTHmnapabeny (Uinposuii pirenn=0,17% B/B) -
STM 04-395 KinpkicHe BH3HAUEHNS 80,0 — 120,0% Bix ninsosoro pisust | 101.3-%
MeTHinapadeny (LinsoBwuii pisens=0,17% B/B)
STM 04-395 KinpkicHe BUSHAYCHHS 80,0 — 120,0% Bix ninsoporo piens | 101.2 %
MeTHanapabeny (Hinposui pisens=0,17% B/B)
STM 04-395 KinskicHe BU3HAuCHHS 80,0 — 120,0% Bix uinmvosoro pisus | 101.4 %
Meriapadeny (LinsoBuit piseus=0,17% B/8) ’ o
STM 04-395 Kinpkicue Bu3sHaYCHHS 80,0 — 120,0% »ix ninvosoro pisua | 102.0 %
: ' McTHIIapadeny (inpoBui pinens=0,17% 8/B) '
STM. 04-395 | .. KinskicHe BH3HaueHHS 80,0 - 120,0% Bix uincororo pisug | 101.6 %
: McTHIMapabeny (Uinnoswii pisens=0,17% B/B)
STM 04-395 Kispkicne BU3HaYEHHS 80,0 — 120,0% »ix uinsoporo pisast | 101.8 %
o , MeTHiIapabeny (LinpoBuii piBens=0,17% B/B)
STM 04-395 KinpKicHe BH3HAYCHHS 80,0 — 120,0% Bix uinsosoro pisua | 101.0 %
1iponinnapabeny (inoosuii pirens=0,03% 8/B)
STM 04-395 Kinbkiche BU3HAUCHHS 80,0 — 120,0% Bin winsosoro pisua | 101.0 %
npomninnapabeny (LinsoBuii pisens=0,03% 8/B)
STM 04-395 KinokicHe BU3HaYeHHs 80,0 — 120,0% sin uineosoro pisust | 100.8 %
= npomninmapabeny (IlinsoBuii pisens=0,03% &/B)
STM 04-395 Kinnkicre nusnaverts 80,0 — 120,0% Bin uinrosoro pisus | 101.0 %
- TIpomninirapabeHy (HimsoBuii pisens=0,03% B/B)
STM 04-395 KisibxicHe BU3HAUEHHA 80,0 — 120,0% Bin uinsosoro pisus | 101.1 %
' Iponinnapabeny (LinvoBHuii piseny=0,03% B/B) '
STM 04-395 Kinekiciie BasHaveHs 80,0 — 120,0% eix uinsosoro pieust | 101.0 %
: nponinnapabeny (LinnoBuit pisers=0,03% B/B)
STM 04-395 Kinpxicue BH3HauCHHS 80,0 — 120,0% Bin uinsoBoro pisus | 100.6 %
nponimiapadeny (Llimwouii pineur=0,03% B/B)
STM 04-395 KinpkicHe BU3HAUEHHA 80,0 — 120,0% Bix ninsosoro pisua | 100.6 %
‘ nponiinapabexy | (Llinsoswit pisens=0,03% B/B)
STM 04-395 KinpkicHe BH3HAYECHHS 80,0 — 120,0% Bix uineoBoro piBus | 100.6 %
nporninmapabeny (LlinsoBuit pisens=0,03% B/B)
STM 04-395 KinbkicHe BU3HAYEHHS 80,0 — 120,0% Bin uinsosoro pieag | 100.9 %
- nponinnapabeny (WinsoBuii pinens=0,03% B/B)
STM 04-395 KinpkicHe BU3HaYCHHS 80,0 — 120,0% Bix uinvoporo pisug | 101.5 %
‘ nponinmapadeny (LLlinnoruii pisenr=0,03% B/B)
STM 04-395 Kinekicue Busiiadenis 80,0 — 120,0% Bix uinskosoro pirgs | 101.2 %
nponinmapabeny (HinpoBuit piens=0,03% B/8)
STM 04-395 Kinskicue sasravenis 80,0 — 120,0% sin uinsonsoro pisug | 101.4 %
‘ uporninmapadeny - " (Llinvopuii piBens=0,03% 5/B) :

Hara npyxy: (6.11.2024, 14:54 . Koudinenuiiiro - {oinoeno e apropu3osalie KoNioBanus

Crop. 739




CEPTH®IKAT AHAJIIZY

«DAYHI XEJIC»
«BAUSCH Health»

2150 Cr. EJil.3ap ByJaesap Becr JlaBaay,
v © Keebex, Kanana HTL 4A8, Kanaga
2159 St-Elzear Blvd. West Laval, Quebe¢, Canada

H7L 4A8, Canada

JIYOBPIi / DUOBRII JIOCHIIOH 0,01 %/0,045 % MO 45T Y TYBAX, VKPAIHA

Konrpoasunii Homep: 50200061 L’f;‘:::‘cl’;:ﬁ‘gﬂﬁ's B-2411-0004
Homep cepii: 7001859 . Ha3sa nporoxoay: Banizaniiini sBHpoOyBaxHs
Tepmin npugatTHocti x0: 30.09.2027 poxy Hara supoOHuuTpa: 16.10.2024 poxy
h 50200061 / JIYOBPIT / " _—
Hassa coeundikauii: DUOBRII nocoiion ome{) cepi , He 3asHaucHo
0,01%/0,045% 110 45 nocTavajibHuKA:
Bepcist cnenudixannii: 02 ﬂﬂT‘a.lIOBTopHOl‘O He 3a3naucnio
anamisy:
PeCCTpa'uIH}il'ﬂl HOMep 2024-08-27
crenmpicanii:
USP /NF pH 4,0-6,5 5.3
USP /NF pH 4,0-6,5 5.3
USP /NF pH 4,0-6,5 5.3 S
USP /NF B’s3kicTs 3000 —~21 000 cIT 13 370 cIl
USP /NF B’a3kicTh 3 000 —21 000 cIt 12 750 cIl
USP /NF B’s3kicTh 300021000 cIT 13310.cl1
PTL-ADI07 Po3zmip kpatlens emynabeil D10 <= 20 (MxM) 4 MM
D10 - Ha MOMEHT IovaTKy ' . ’ h
: JOCITI JPKEITHS
PTL-ADI107 Posmip kpanent eMmynneii D50 <= 40 (MxM) 6 MKM
D50 - na MOMeEHT ITOuaTKy
JOCI JUKCHHS
PTL-AD107 Poamip xpanens emysncii D90 <= 60 (pKM) 10 MxMm
D90 - 11a MoMeHT HOUATKY
L JOCIJUKERHS . ]
“PTL-ADI107 -~ - Poaumip kpanens emyareit D10 <= 20 (mxnr) 4 e
C D10 - Ha MOMEHT cepeaiHu
e JOCIIIKEHHS
PTL-AD107 Posmip xpanens emynocii D50 <= 40 (MxM) 6 MKM
) D50 - wa MOMEHT cepeninHu '
" JIOCII JUKCHHA
PTL-ADI107 Posmip xpamens emynbeil D90 <= 60 (rxmM) 10 Mxm™
: D90 - nna Mometrr cepetinm '
JIOCTIIDKCHHS
PTL-ADI07 Posmip xparmens emynseii D10 <= 20 (MxM) 4 vcM
D10 - na MomeHT
3aBEPUICHHS TOCHIIDKEHHS
PTL-ADI107 PosMip kpanent emynscii D50 <= 40 (MxmM) 6 MKM
: D50 - na MOMeHT
3aBEPUICHASA AOCTiIDKEHHS
PTL-AD107 Po3smip kpanens eMybeil D90 <= 60 (mxm) 10 MxM
: = D90 - ra Momeny
3aBEpHICHH JOCII JUKCHHS
USP /NF MigiMansHe HaTOBHEIHS Bianosijgae BUMOramM BIATIOBILAE
MFR Hocmimxenns Po3zmip HacTok
MFR Jla6opatopis, B AKiH ' PTL: Partical
NPOBOJNTECS JOCIJUKEHHS Technology Laboratory
: - - 555 Pomxepc Crpir,
Hayrepc I'poys, mtat
Inminoite 60515, CLLTA
(555 Rogers St,-
Downers Grove, IL
60515, USA)
MIKPOBIOJOTTYHE JOCHUDKEHRS :
Metoq | Hocnijtxesins Crieundirauin l PesyasTat

Hata mpyky: 06.11.2024, 14:54 Kondigenuiitno - {0350.1€H0 JHuIc aBTOPH30BAHE KONIIOBAHIISI

Crop. 839




«BAVI XEJAC»

«BAUSCH Health»

2150 Cr. Exp3ap Bysesap Becr Jasans,
" Keebex, Kanana H7L 4A8, Kanana

2150 St-Elzear Blvd. West Laval, Quebec¢, Canada
H7L 4A8, Canada

CEPTH®IKAT AHANI3Y

JYOBPII / DUOBRII JIOCBLIOH 0,01 %/0,045 % 1O 45T Y TYBAX, VKPATHA

InenTudirkaniiinmis

Koutpoasuuii Homep: 5029006] | nomep cepii GLIMS: B-2411-0004 |
Homep cepii: 7001859 Hassa npotokony: Banimaniiini Bunpo6ysanrs
Tepmin ipuaaraocyi xo: 30.09.2027 poky JaTa Bupo6HUUTBA: 16.10.2024 poky
50200061 / JYORPI] / : C——
Hasga cnenmdikauii: DUOBRII noceiton noc1‘aEluhi;HuKa' He sasnaueno
0,01%/0,045% o 435 1 )
Bepcis cinenugirkanii: 02 ,)IaTa.nonmpHoro He 3a3naueno
anaxisy:
Peempa_uiﬁn:rif( HOMep 2024-08-27
cruenndikanii:
USP /NF 3aranpHe YUCIO aepoSHHX He 6inpmre nix 100 KYO/r <10 KYO/r.
MIKpOOPTaHi3MiB o
USP / NF 3aranihHe 4iAcHo acpodHHX He 6insure nixx 100 KYO/r .| S10KYO/r .
: B : MIKPOOPraHi3Mis : = X
USP/NF 3aranpHe Yicao aepobHUX He 6inpiue mix 100 KYO/r . <10 KYOrr.. -
MIKpOOpTaHi3MiB o
USP /NF ) 3aranpHe uucno | He 6inbie nix 10 KYO/r <10 KYO/r
© | npbKIKOBHMX Ta IUHCHABHX i : ‘ -
: rpubis ) :
| USP /NF 3aransHe THCIO He 6impmie mik 10 KYO/r <10 KYO/r
APDKIIKOBHX Ta THiCHABHX ' '
rpubis
USP/NF ) ; 3aranbite YHCHo He 6inbire wix 10 KYO/r | <10 KYO/r
o ' JPURIDKOBHX Ta THICHABHX i ' '
rpubiB —]
USP /NF S Staphylococcus aureus Bigcyri . BIMTIOBILZAE
-USP/NF. . Staphylococcus aureus BincyTHi BIOTIOBIJAE
USP/NE . Staphylococcus aureus Bigcyrhi BIATIOBIJAE
USP/NF Pseudomonas aeruginosa BincyTni BIIIIOBIDAC
USP /NF | Pseudomonas aeruginosa Bigcyrui . BIITIOBITAE
USP /NF Pseudomonas aeruginosa Bigcytui BIIITOBIJAE
USP/NF ' Ipyna opramismis | Bigcyrsi ; I BIAIIOBIZAE
Kommnexey Burkholderia
cepacia (BCC)
USP/NF T'pyna opranismis Bigcyrni BIATIOBIJAC
' '| Komnnexcy Burkholderia '
cepacia (BCC)
USP /NF I'pyma opranismin Bigcyrhi BIIITOBIIAC
. . Kommnexcy Burkholderia '
cepacia (BCC)
) 3ATANBHE JOCJIDKEHHS
, Mevon Jociimxenns ' Cnenundikanis "~ PesyapTar
MFR Howep 3sity npo . ' He sasnaveno
naboparopiie
nocuimxenss abo «te
3azHauEeHoN
Posmopstzxenan Bujano: ) Craryc:. ‘ Jarta pugadi po3nopsiKeH isi:
Jemoc Apmanga (Lemos, Armanda) © BunymeHo : 06.11.2024 poky, 14:54

Bunynienro 12 nignwcano ciaekTpodnyM mignucem

Lara ppyicy: 06.11.2024, 14:54 " Kondineuuiiino - Jlo3p0/1cHo aunic aBToOpU30Bane KOWIf0BAUKS Crop. 939



MANUFACTURER/PACKAGER BATCH CERTIFICATE

Product Name: DUCBRI™ lotion 0,01%/0,045% 45G TU UA
Format Size: 456 Tubes

Product Code: 50200061

Product lot ID: 7001859

MA Holder: Bausch Health LLC, UA

MA Number: LUAME956/01/01

Manufacturer/Packager License (Canada): DEL-101880B

Finished Product Expiry Date: 2027109
Bulk Quantity Released: 587,95 Kg
Packaging Units Released: 12386 units

Manufacturing/Packaging:

The manufacturing and/or packaging documentation has been reviewed by Quality Assurance. The
products listed have undergone manufacturing and/or packaging in accordance with Good Manufacturing
Practices using the approved Master Production Documents as listed in the table below:

Batch document Revision

Lot number Date o T
Manufacturing 8159188 2024-10-16 L40000019 1
(Bulk)
Packaging 7001859 2024-10-21 R50200061 2
Process
Qualification- 7001859 2024-11-21 PV23-003 002
Interim Report)

(X) No major/critical quality events during production  (_) Major/critical quality events during production

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in
the Marketing Authorisation of the importing country. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP.

Bausch Health Companies Inc., 2150 St-Elzear Bivd. West, Laval, Quebec, Canada, H7L 4A8 is the batch
releaser

Batch release Approval / Datg:

P
O 5 Ve ? lQ -, 7 ,/ 3‘. ( }7/1 h {/),L Y ¢ 8
St e ;‘ﬁ-l@im%%—f&: . U/ : fry’%&?ﬂ[ﬁ;ﬁﬁz ,f//’i?ssz.?/z,L.{,fi(@{’ﬁ 7 /\/052 b/l z.’m/
Signature ! Title Date
Authorized Person, Quality Assurance

Bausch Health Companies Inc., 2150 St-Elzear Blvd. West, Laval, Quebec, Canada, H7L. 4A8



Certificate of Analysis

BAUSCH- Health
2150 Saint-Elzear Blvd. West
Laval (Quebec) Canada, H7L 4A8

DUOBRII lotion 0,01%/0,045% 45G TU UA

Reference:

Lot Number:

Expiration Date:

Specification name:

50200061
7001859
2027-09-30

Specification version:02

Specification Ref:

2024-08-27

50200061/Duobrii Lotion 0.01%/0.045% 45g

GLIMS Lot ID:

B-2411-0004

Protocol name: Validation Testing
Manufacturing Date:2024-10-16

Reassay date:

Supplier lot #:

N/A
N/A

Description:

White to off-white lotion

Method Test Specification Results
Visual Appearance A - Product White to off-white lotion CONFORMS
Visual Appearance B - Container White tube with no visible signs of leakage CONFORMS
STM 04-395 Ident.Halobetasol Propion+Tazarot (HPLC) The Retention Time of each analyte peak in CONFORMS

sample solution corresponds to that of

reference standard solution
STM 04-395 ident.Halobet.Propion.+Tazarot.(HPLC-UV) The UV-visible spectrum of each analyte peak CONFORMS

in sample solution corresponds to that of

reference standard solution
STM 04-395 Assay Halobetasol propionate 90.0 - 110.0% of Label claim (LC=0.01% w/w) 102.1 %
STM 04-395 Assay Halobetasol propionate 90.0 - 110.0% of Label claim (L.C=0.01% w/w) 102.3 %
STM 04-395 Assay Halobetasol propionate 90.0 - 110.0% of Label claim (L.C=0.01% w/w) 102.0 %
STM 04-395 Assay Halobetasol propionate 90.0 - 110.0% of Label claim (LC=0.01% w/w) 102.0 %
STM 04-395 Assay Halobetasol propionate 90.0 - 110.0% of Label claim (LC=0.01% w/w) 102.0 %
STM 04-395 Assay Halobetasol propionate 90.0 - 110.0% of Label claim (LC=0.01% w/w) 102.2 %
STM 04-395 Assay Halobetasol propionate 90.0 - 110.0% of Labe! claim (L.C=0.01% w/w) 101.7 %
STM 04-395 Assay Halobetasol propionate 90.0 - 110.0% of Labei claim (LC=0.01% w/w) 102.0 % o
STM 04-385 Assay Halobetasol propionate 90.0 - 110.0% of Label claim (LC=0.01% wiw) 101.8 %
STM 04-395 Assay Halobetasol propionate 190.0 - 110.0% of Label claim (LC=0.01% wiw) 102.1 %
STM 04-395 Assay Halobetasol propionate 90.0 - 110.0% of Label claim (L.C=0.01% w/w) 102.1 %
STM 04-395 Assay Halobetasol propionate 90.0 - 110.0% of Label claim (LC=0.01% w/w) 102.4 %"
STM 04-3985 Assay Halobetésol propionate 90.0 - 110.0% of Label claim (LC=0.01% w/w) 102.0 %
STM 04-395 Assay Halobetasol propionate 90.0 - 110.0% of Label claim (LC=0.01% w/w) 102.2 %
STM 04-395 Assay Halobetasol propionate 90.0 - 110.0% of Label claim (LC=0.01% w/w) 102.1 %
STM 04-395 Assay Halobetasol propionate 90.0 - 110.0% of Label claim (LC=0.01% w/w) 102.4 %
STM 04-395 Assay Halobetasol propionate 90.0 - 110.0% of L.abei claim (LC=0.01% w/w) 102.0 %
STM 04-395 Assay Halobetasol propionate 90.0 - 110.0% of Label claim (LC=0.01% wiw) 102.0 %
STM 04-395 Assay Halobetasol propionate 90.0 - 110.0% of Label claim (L.C=0.01% w/w) 102.0 %
USP/STM 04-395 Unif. in Cont. - Halobetasol Propionate Meets Requirements CONFORMS
USP/STM 04-395 Unif. in Cont. - Halobetasol Propionate Meets Requirements CONFORMS
USP/STM 04-395 Unif. in Cont. - Halobetasol Propionate Meets Requirements CONFORMS
STM 04-395 DP Any unsp. Halobetaso! propionate NMT 0.7"% {report as % Halobetasol propionate  <0.5 %
STM 04-395 DP Any unsp. Halobetasol propionate lrjll\);l[' c(:)!‘?(r)}:) (report as % Halobetaso! propionate  <0.5 %
STM 04-395 DP Any unsp. Halobetasol propionate Ir\?lk\)llti! c(:)l?gz) (report as % Hatobetasol propionate  <0.5 %
STM 04-395 DP Any unsp. Halobetasol propionate Ir\&l‘l?lleTl ?JI.?:’E) (report as % Halobetasol propionate  <0.5 %
STM 04-395 DP Any unsp. Halobetasol propionate FEABT: 8:37":/:: (report as % Halobetasol propionate  <0:5 %

: abel claim

Print Date: 2024-11-06 14:54
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Certificate of Analysis BAUSCH- Health
2150 Saint-Elzear Blvd. West
Laval (Quebec) Canada, H7L. 4A8

DUOBRII lotion 0,01%/0,045% 45G TU UA

Reference: 50200061 GLIMS Lot ID: B-2411-0004
Lot Number: 7001859 ' Protocol name: Validation Testing
Expiration Date: 2027-09-30 Manufacturing Date:2024-10-16
Specification name: 50200061/Duobrii Lotion 0.01%/0.045% 459 Supplier lot #: N/A
Specification version:02 ' _ ‘Reassay date: ~ N/A

Specification Ref: ~ 2024-08-27

Method Test ) ‘ Snecification = ' Results
STM 04-395 DP Any unsp. Halobetasol propionate NMT 0.7%) {report as % Halobetasol propionate  <0.5 %
lebel claim
STM 04-395 DP Any unsp. Halobetasol propionate NMT 0.7% (report as % Halobetaso! propionate  <0.5 %
label claim)
STM 04-395 DP Any unsp. Halobetasol propionate NMT 0.7% (report as % Halobetasol propionate  <0.5 %
: : label claim) .
STM 04-395 DP Any unsp. Halobetasol propionate NMT 0.7% (report as % Halobetasol propionate  <0.5% - '
o - ) label claim) : -
STM 04-385 DP Any unsp. Halobetasol propionate NMT 0.7% (report as % Halobetasol propionate  <0.5 %
label claim)
STM 04-395 DP Any unsp. Halobetasol propionate NMT 0.7% (report as % Halobetasol propionate  <0.5 %
label claim)
STM 04-395 DP Any unsp. Halobetasol propionate NMT 0.7% (report as % Halobetasol propionate  <0.5 %
label claim)
STM 04-395 DP Any unsp. Halobetasol propionate NMT 0.7% (report as % Halobetasol propionate  <0.5 %
label claim)
STM 04-395 DP Tot.Degrad. Halobetasol propionate NMT 3.0% (report as % Halobetasol propionate  <0.5 %
label claim) :
STM 04-395 'DP Tot.Degrad. Halobetasol propionate NMT 3.0% (report as % Halobetasol propionate  <0.5 %
label claim) .
STM 04-395 DP Tot.Degrad. Halobetasol propionate NMT 3.0% (report as % Halobetasol propicnale  <0.5 %
label claim)
STM 04-395 = DP Tot.Degrad. Halobetasol propionate NMT 3.0% (report as % Halobetasol propionate  <0.5 %
: label claim) . .
STM 04-395 DP Tot.Degrad. Halobetasol propionate NMT 3.0% (report as % Halobetasol propionate  <0.5 %
E . label claim)
STM 04-395 DP Tot.Degrad. Halobetasol propionate NMT 3.0% (report as % Halobetasol propionate  <0.5 %
label claim)
STM 04-395 DP Tot.Degrad. Halobetasol propionate NMT 3.0% (report as % Halobetasol propionate  <0.5 %
label claim)
STM 04-395 DP Tot.Degrad. Halobetasol propionate NMT 3.0% (report as % Halobetasol propionate  <0.5 %
label claim)
STM 04-395 DP Tot.Degrad. Halobetasol propionate NMT 3.0% (report as % Halobetasol propionate  <0.5 %
label claim)
STM 04-395 DP Tot.Degrad. Halobetasol propionate NMT 3.0% (report as % Halobetasol propionate  <0.5 %
label claim)
STM 04-395 DP Tot.Degrad. Halobetasol propioriate NMT 3.0% (report as % Halobetasol propionate  <0.5 %
label claim)
STM 04-395 DP Tot.Degrad. Halobetasol propionate NMT 3.0% (report as % Halobetasol propionate  <0.5 %
label claim)
STM 04-395 DP Tot.Degrad. Halobetasol propionate NMT 3.0% (report as % Halobetasol propionate  <0.5 %
label claim)
STM 04-395 Assay Tazarotene: - 90.0 - 110.0% of Label claim (LC=0.045% wiw) 100.9 %
STM 04-395 Assay Tazarotene 90.0 - 110.0% of Label claim (LC=0.045% w/w) 101.2 %
STM 04-385 Assay Tazarolene . 90.0 - 110.0% of Label claim (LC=0.045% wiw) 101.0 %
STM 04-395 Assay Tazarotene 90.0 - 110.0% of Label claim (L.C=0.045% w/w) 100.9 %
STM 04-395 Assay Tazarotene’ 90.0 - 110.0% of Label claim (LC=0.045% w/w) 100.8 %
STM 04-395 Assay Tazarotene g 90.0 - 110.0% of Label claim (L.C=0.045% wiw) 101.0 %
STM 04-385 Assay Tazarotene 90.0 - 110.0% of Label claim (L.C=0.045% wiw) 100.7 %
STM 04-395 Assay Tazarotene 80.0 - 110.0% of Label claim (LC=0.045% w/w)  100.7 %
STM 04-395 Assay Tazarotene 90.0 - 110.0% of Label claim (LC=0.045% wiw) 100.6 %
STM 04-395 Assay Tazarotene 90.0 - 110.0% of Label claim (L.C=0.045% w/w) 101.0 %
STM 04-325 Assay Tazarotene : 90.0 - 110.0% of Label claim (LC=0.045% wiw) 101.0 %
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BAUSCH: Health

2150 Saint-Elzear Blvd. West
Laval (Quebec) Canada, H7L 4A8

Certificate of Analysis

DUOBRI! lotion 0,01%/0,045% 45G TU UA

Reference: 50200061 GLIMS Lot ID: B-2411-0004
Lot Number: 7001859 Protocol name: Validation Testing
Expiration Date: 2027-09-30 Manufacturing Date:2024-10-16
Specification name: 50200061/Duocbrii Lotion 0.01%/0.045% 459 Supplier lot #: N/A
Specification version:02 Reassay date: N/A
Specification Ref: 2024-08-27
Method Test ; _Specification - __Resuits
STM 04-395 Assay Tazarotenc 90.0 - 110.0% of Label claim (LC <0.045% wiw) 101.2 %
STM 04-395 Assay Tazarotene 90.0 - 110.0% of Label claim (LC=0.045% wiw) 101.0 %
STM 04-395 Assay Tazarotene 90.0 - 110.0% of Label claim (L.C=0.045% w/w) 101.4 %
STM 04-395 Assay Tazarotene 90.0 - 110.0% of Label claim (LC=0.045% wiw) 100.8 % .
'STM 04-395  Assay Tazarotene . 90.0 - 110.0% of Label claim (L.C=0.045% wiw).:- . 101.1 %
STM 04-395 Assay Tazarotene 90.0 - 110.0% of Label claim (LC=0.045% w/w) 100.7 % - -
STM 04-395 Assay Tazearotene 90.0 - 110.0% of Label claim (LC=0.045% w/w) 101.0 % . !
STM 04-395 Assay Tazarotene 90.0 - 110.0% of Label claim (LC=0.045% w/w) 101.0 %
USP/STM 04-395 Uniformity in Container - Tazarotene Meets Requirements CONFORMS
USP/STM 04-395 Uniformity in Container - Tazarotene Meets Requirements CONFORMS
USP/STM 04-365 Uniformity in Container - Tazarotene Meets Requirements CONFORMS
STM 04-395 ‘DP Tazarotene S-oxide NMT 3.0% (report as % Tazarotene label ' 0.05%
claim)
STM 04-395 DP Tazarotene S-oxide NMT 3.0% (report as % Tazarotene label 0.05 %
. clairn)
STM 04-395 DP Tazarolene S-oxide NMT 3.0% (report as % Tazarotene label 0.05 %
claim)
STM 04-395 DP Tazarotene S-oxide NMT 3.0% (report as % Tazarotene label 0.05 %
claim)__ .
STM 04-385 DP Tazarotene S-oxide . NMT 3.0% (report as % Tazarotene label . 0.05%
' : - claim) ' :
STM 04-395 DP Tazarotene S-oxide NMT 3.0% (report as % Tazarotene label 0.08 %
: claim) !
STM 04-395 DP Tazarotene S-oxide NMT 3.0% (report as % Tazarotene label <0.05%
claim)
STM 04-395 DP Tazarotene S-oxide NMT 3.0% (report as % Tazarotene label 0.06 %
claim)
STM 04-395 DP Tazarotene S-oxide NMT 3.0% (report as % Tazarotene label 0.05 %
claim)
STM 04-395 DP Tazarotene S-oxide NMT 3.0% (report as % Tezarotene label 0.06 %
» claim)
STM 04-395 DP Tazarotene S-oxide NMT 3.0% (report as % Tazarotene label 0.06 %
. claim)
STM 04-395 DP Tazaiotene S-oxide NMT 3.0% (report as % Tazarotene label 0.06 %
claim)
STM 04-395 CP Tazarotene S-oxide NMT 2.0% (report as % Tazarotene label 0.06 %
claim)
STM 04-385 DP Any unsp. Tazarotene NMT 1.0% (report as % Tazarotene label 0.10 %
claim) :
STM 04-395 DP Any unsp. Tazarotene NMT 1.0% (report as % Tazarotene label 0.11 %
claim)
STM 04-395 DP Any unsp. Tazarotene NMT 1.0% (report as % Tazarotene label 0.10 %
claim)
STM 04-395 DP Any unsp. Tazarotene NMT 1.0% (report as % Tazarotene label 0.11%
claim) .
STM 04-395 DP Any unsp. Tazarotene NMT 1.0% (report as % Tazarotene label <0.10 %
claim) i
STM 04-395 DP Any unsp. Tazarotene NMT 1.0% (report as % Tazarotene label 0.10 %
claim)
STM 04-385 DP Any unsp. Tazarotene NMT 1.0% (report as % Tazarotene label 011 %
claim)
STM 04-395 DP Any unsp. Tazarotene NMT 1.0% (report as % Tazarotene label 0.10 %
claim)
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BAUSCH-Health
2150 Saint-Elzear Blvd. West
Laval {Quebec) Canada, H7L 4A8

Certificate of Analysis

DUOBRII lotion 0,01%/0,045% 45G TU UA

Reference: 50200061 GL.IMS Lot ID: B-2411-0004
Lot Number: 7001859 Protocol name: Validation Testing
Expiration Date: 2027-09-30 Manufacturing Date:2024-10-16
Specification name: 50200061/Duobrii Lotion 0.01%/0.045% 45g Supplier lot #: N/A
Specification version:02 Reassay date: N/A
Specification Ref: 2024-08-27
Method Test $Specification Results
STM 04-395 DP Any unsp. Tazarotene NMT 1.0% (report as % Tazarotene labei 0.10 %
claim)
STM 04-395 DP Any unsp. Tazarotene NMT 1.0% (report as % Tazarotene label 0.10 %
claim)
STM 04-395 DP Any unsp. Tazarotene NMT 1.0% (report as % Tazarotene label 0.11 %
. 5 2 c|aim) . . . .
STM 04-396 DP Any.unsp.‘Tazarolene - .. - NMT 1.0% (report as % Tazarotene label S0 T
o ' i claim) e
STM 04-395 DP Any unsp. Tazarotene NMT 1.0% (report as % Tazarotene label 0.11 %'
claim) R
STM 04-395 DP Tot.Degrad. Tazarotene - NMT 5.0% (report as % Tazarotene label 0.15 %
claim) ) :
STM 04-395 DP Tot.Degrad. Tazarotene NMT 5.0% (repoit as % Tazarotene label 0.15 %
i ; claim)
STM 04-395 DP Tot.Degrad. Tazarotene NMT 5.0% (reportas % Tazarotene label 0.15 %
claim)
STM 04-395 DP Tot.Degrad. Tazarotene NMT 5.0% (report as % Tazarotene label 0.15%
X : claitn) . )
STM 04-395 DP Tot.Degrad. Tazarotene ~NMT 5.0% (repurt as % Tazarotene label . 0.05 %
: clairm) :
STM.04-395  DP Tot.Degrad. Tazarotene NMT 5.0% (repott as % Tazarotene label 0.18 %
: i clain) : :
STM 04-395 DP Tot.Degrad. Tazarotene NMT 5.0% (report as % Tazarotene label 0.11 %
: claim) . . .
STM 04-395 DP Tot.Dégrad. Tazarvtene NMT 5.0% (reportas % Tazarotene label 0.16 %
1 clairn) e p & L E
STM 04-395 DP Tot.Degrad. Tazarotene NMT 5.0% (report as % Tazarotene label 0.15%
claim)
STM 04-395 DP Tot.Degrad. Tazarotene NMT 5.0% (report as % Tazarotene label 0.17 %
claim)
STM 04-395 DP Tot.Degrad. Tazarotene NMT 5.0% (reportas % Tazarotene label 0.17 %
claim)
STM 04-395 DP Tot.Degrad. Tazarotene NMT 5.0% (report as % Tazarotene label 0.17 %
claim)
STM 04-395 DP Tot.Degrad. Tazarotene NMT 5.0% (reportas % Tazarotene label 0.17 %
claim)
STM 04-385 Assay Methylparaben 80.0 - 120.0% of target level (TL=0.17% wiw) 101.6 %
STM 04-395 Assay Methylparaben 80.0 - 120.0% of target level (TL.=0.17% wiw) 101.6 %
STM 04-395 Assay Methylparaben 80.0 - 120.0% of target level (TL=0.17% wiw) 101.5 %
STM 04-395 Assay Methylparaben 80.0 - 120.0% of target level (TL=0.17% w/w) 101.6 %
STM 04-385 Assay Methylparaben 80.0 - 120.0% of target level (TL=0.17% wiw) 101.4 %
STM 04-395 Assay Methylparaben 80.0 - 120.0% of target level (T1.=0.17% wiw) 101.5 %
STM 04-395 Assay Methylparaben 80.0 - 120.0% of target level (TL=0.17% wiw) 101.3 %
STM 04-395 Assay Methylparaben 80.0 - 120.0% of target level (TL=0.17% w/w) 101.3 %
| 'STM 04-395 Assay Methylparaben 80.0 - 120.0% of target level (TL=0.17% wiw) 101.2 %
STM 04-395 Assay Methylparaben - 80.0 - 120.0% of target level (TL=0.17% wiw) 101.4 %
STM 04-395 Assay Methylparaben 80.0 - 120.0% of target level (TL=0.17% w/w) 102.0 %
STM 04-395 Assay Methylparaben 80.0 - 120.0% of target level (TL=0.17% w/w) 1016 %
| STM 04-395 Assay Methylparaben 80.0 - 120.0% of target level (TL=0.17% wiw) 101.8 %
STM 04-395 Assay Propylparaben §0.0 - 120.0% of target level (TL=0.03% w/w) 101.0 %
STM 04-385 Assay Propylparaben 80.0 - 120.0% of target level (TL=0.03% w/w) 101.0 %
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Certificate of Analysis

BAUSGH- Health

21 50 Saint-Elzear Blvd. West
Laval (Quebec) Canada, H7L 4A8

DUOBRII lotion 0,01%/0,045% 45G TU UA

Reference: 50200061 GLIMS Lot ID: B-2411-0004
Lot Nuraber: 7001859 Protocol name: Validation Testing
Expiration Date: 2027-09-30 Manufacturing Date:2024-10-16
Specification name: 50200064/Duobrii Lotion 0.01%/0.045% 459 Supplier lot #: N/A
Specification-version:02 Reassay date: N/A
Specification Ref: 2024-08-27

Method Test Specification Results

STM 04-395 Assay Propylparaben 80.0 - 120.0% of target level (TL=0.03% w/w) 100.8 %

STM 04-395 Assay Propylparaben 80.0 - 120.0% of target level (TL=0.03% wiw) 101.0%

STM 04-395 Assay Propyiparaben 80.0 - 120.0% of target level (TL=0.03% wiw) 101.1 %

STM 04-395 Assay Propylparaben . 20.0 - 120.0% of target level (TL=0.03% w/w) 101.0% .
| STM 04-395 . Assay Propylparaben; . , - 80.0 - 120.0% of target level (TL=0.03% wiw) :, .100.6 %. A

STM 04-395 Assay Propylparaben 80.0 - 120.0% of target level (TL=0.03% w/w) ©100.6 %

STM 04-395 Assay Propylparaben 80.0 - 120.0% of target level (TL=0.03% wiw) 100.6 %

STM 04-395 Assay Propylparaben 80.0 - 120.0% of target level (TL=0.03% wiw) 100.9 %

STM 04-395 Assay Propylparaben 80.0 - 120.0% of target level (TL=0.03% w/w) 101.5 %

STM 04-395 Assay Propylparaben 80.0 - 120.0% of target level (TL=0.03% wiw) 101.2 %

STM 04-395 Assay Propylparaben 80.0 - 120.0% of target level (TL=0.03% w/w) 101.4 %

USP/NF pH 4.0-6.5 5.3

USPINF pH 4.0-6.5 5.3

USP/NF pH . 4.0-6.5 5.3

USPINF Viscosity 3,000 - 21,000 cps 13370 cps

USP/NF " Viscosity 3,000 - 21,000 cps 12750 cps
USP/INF. Viscosity 3,000 - 21,000 cps 13310.cps
PTL-AD107 Emulsion Droplet Sv.e D10 Beg - D10<=20 (um) - 4um
PTL-AD107 Emulsion Droplet Size D50 Beg D50 <= 40 (um) 6 um

PTL-AD107 Emuision Droplet Size D90 Beg D90 <= 60 (um) 10 Um

PTL-AD107 Emulsion Droplet Size D10 Mid D10 <= 20 (ym) 4 um

PTL-AD107 Emulsion Droplet Size D50 Mid D50 <= 40 (um) 6 um

PTL-AD107 Emulsion Droplet Size D80 Mid D80 <= 60 (um) 10 um

PTL-AD107 Emulsion Droplet Size D10 End D10 <= 20 (um) 4 ym

PTL-AD107 Emulsion droplet size D50 End D50 <= 40 (um) 6 um

PTL-AD107 Emdlsion Droplet Size D80 End D90 <= 60 (um) 10 ym’

USP/NF Minimum Fill Meets Requirements CONFORMS

MFR Test (s) Particle size

MFR Testing Lab PTL: Particle Technology Laboratory -

- 555 Rogers St, Downers Gro»e L
5156, USA

Method Test Specification Results -
USP/NF Total aerobic: microbial count NMT 100 CFU/g <10 CFU/g
USP/NF Total aerobic microbial count NMT 100 CFU/g <10 CFU/g
USP/NF Total aerobic microbial count NMT 100 CFU/g <10 CFU/g
USPINF Total combined yeaéts and rﬁolds NMT 10 CFU/g <10 CFU/g
USP/INF Total combined yeasts and molds NMT 10 CFU/g <10 CFU/g
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Certificate of Analysis BAUSCH: Health
2150 Saint-Elzear Blvd. West
Laval {Quebec) Canada, H7L 4A8

DUOBRII Iotion 0,01%/0,045% 45G TU UA

Reference: 50200061 GLIMS Lot ID: B-2411-0004
Lot Number: 7001859 o s ' - Protocol name: Validation Testing
Expiration Date: 2027-09-30 Manufacturing Date:2024-10-16
Specification name:  50200061/Duobrii Lotion 0.01 %/0.045% 459 Supplier lot #: N/A
Specification version:02 ' Reassay date: N/A
Specification Ref: 2024-08-27

Method Test Specification : Results

USP/NF Tolal combined yeasts and molds NMT 10 CFU/g <10 CFU/y

USP/NF Staphylococcus aureus Absent CONFORMS

USP/NF Staphylococcus aureus Absent CONFORMS

USP/NF Staphylococcus aureus ] R Absent o .. CONFORMS

USP/NF . Pseudomonas aeruginosa . Absent = CONFORMS - .
USP/INF Pseudomonas aeruginosa Absent " CONFORMS

USP/NF Pseudomonas aeruginosa Abhsent CONFORMS

USP/NF BCC Group Organisms C Absent : ) CONFORMS

USPINF BCC Group Organisms Absent CONFORMS

USPINF BCC Group Organisms Absent CONFORMS

Method = =~ . Test < : ; Spegcification L Results

MFR Laboratory investigation report #or N/A ’ n/a
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