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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 1 of 4/ Ctp. 1 m3 2

PRODUCT NAME: DEXPAN PLUS CREAM IN LAMI TUBE /
HAUMEHOBAHMUME IMPOAYKTA: JEKCIIAH II'TIOC B TYBE U3 TAMUHUPOBAHHOI'O NIOJIUDTUJIEHA

Batch No / Cepus Ne : BCS1001 Batch Size / O6bem naprTum : 1500 KG
AR No / AnannTndecknii order Ne : 1810F21000369 |Date of Analysis / lata ananuza: 30.01.2021
Date of Mfg. / lara npousBojacrBa: Jan-21 Date of Expiry / Toxen no: Dec-22

A03UPOBAHUSA TCKCIIAHTECHOJIA

99,4 % (m/m)

’\;30/ Test / Iloka3arenn Results / PesyabTatsl Specifications / Cnenudukanus
White homogenous cream | White to off white homogenous cream free from
free from visible extraneous visible extraneous matter / OmHOpoaHEIH KpeM
1 | Description / Onucanune matter / OHOpOHEIH KpeM | 0€Oro niu nouty 6es10ro uBeta 6e3 BUINMBIX
Oeiroro uBera 0e3 BUANMBIX MOCTOPOHHHX BKIIFOYEHUIM
IIOCTOPOHHUX BKJIFOUEHUI
The retention time of the major peaks due to
Dexpanthenol, Allantoin, methylhydroxy benzoate,
propylhydroxy benzoate, phenoxyethanal,
butylated hydroxy toluene and butylated hydroxy
anisole in the chromatogram of the sample
preparation  corresponds to that in the
chromatogram of the standard preparation under
N Complies as prescribed / | assay. / Bpemena yep>KuBaHus OCHOBHBIX [HKOB,
2 Identification / C
HOIIJII/IHHOCT]: OOTBCTCTBYCT OTHOCAIIMUXCA K JCKCIHAHTCHONY, aJlJIaHTOMHY,
TpeGOBaHUIM METHITHAPOKCHOEH30aTy, IPONHITHAPOKCHOCH302
Ty, (CHOKCHUITAHONY, OYTHITHIPOKCHUTOIYOIY M
OYTHITHIPOKCHAHN30ITY,Ha XpoMatorpaMmme
HCOBITYEMOT'O paCcTBOpa AOJZKHBI COOTBETCTBOBATH
IUKaM BCHICCTB HA XPOMATOIpaAMME CTAaHAAPTHOI'O
pacTtBopa mpH IPOBEACHHUH KOJIUYECTBEHHOI'O
OIMPCACIICHUA.
3 | Average net content / Cpennsisn [309/ Not less than 30 g /
Macca CoIep:KHuMOro 30T He menee 30 r
4 Between 3.0 and 7.0/
pH 4.0 01 3,0 10 7,0
5 | Viscosity / 16830 centi poise / 6000 to 30000 centi poise /
BsizkocTh 16830 cIls. Ot 6000 10 30000 cII3
6 Uniformity of dosage units / OxsopoaHocTh 103upoBaHus
Not less than 90.0% w/w and not more than
Uniformity of dosage units for % Wiw / 110.0% wiw of the label claim /
6.1 | Dexpanthenol / Oxnopoanocts 99.4 % wiw Ot 90,0% (Mm/m) mo 110,0% (m/M) oT 3asBIEHHOTO

COACPIKAHU

Remarks / HpI/IMe'-IaHI/ISII APPROVED (Sample Conforms to above Specification) / Ilpumeuanune: OJJOBPEHO (o6pa3eln cooTBeTcTBYET
BBIIIIe YKa3aHHBIM crenu(puKanusm)
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page20of4/Ctp. 2 u3 2

PRODUCT NAME: DEXPAN PLUS CREAM IN LAMI TUBE /
HAUMEHOBAHMUME IMPOAYKTA: JEKCIIAH II'TIOC B TYBE U3 TAMUHUPOBAHHOI'O NIOJIUDTUJIEHA

MT)

Batch No / Cepus Ne : BCS1001 Batch Size / O6bem naprTum : 1500 KG
AR No / AnannTndecknii order Ne : 1810F21000369 |Date of Analysis / lata ananuza: 30.01.2021
Date of Mfg. / lara npousBojacrBa: Jan-21 Date of Expiry / Toxen no: Dec-22
No/ R
No | Test/ Ilokazarenn Results / PesyasraTer | Specifications / Cnennduxanus
Uniformity of dosage units for Not less than 90.0% w/w and not more than
62 |Allantoin/ 100.6 % wiw / 110.0% wi/w of the label claim /
' OHOPOAHOCTD J03HPOBAHMS 100.6 % (m/m) Ot 90,0% (m/m) mo 110,0% (m/M) OT 3asBIEHHOTO
AJJIAHTOMHA COJlepKaHus
Acceptance value for The acceptance value (AV) should not be less than
6.3 | Dexpanthenol / 0.8 or equal to 15.0 / Kpurepuu npuemiemoctu (AV)
KpuTepsu npuemieMoCTH 1st JomKkeH ObITh He 6omee 15,0
JAEKCMAHTEH0J1a
Acceptance value for Allantoin The acceptance value (AV) should not be less than
64 |/ 0.6 or equal to 15.0 / Kpurepuu npuemiemoctu (AV)
KpaTepun npuemiemocta A1 JIOJDKeH ObITh He Oonee 15,0
AJJIAHTOMHA
7 Assay / KosinuecTBeHHOE onpeie/ieHue
Each 100 mg of Cream
contains Dexpanthenol Not less than 90.0 % w/w and not more than 110.0
71 (5mg)/ 100.2 % wiw / 0 o
. Kasapie 100 Mr kpema 100.2% (w/m) % wiw / He menee 90,0% (M/M) 1 He Gonee
CONCPIKAT IEKCIANTENOT ' 110,0% (M/M) OT 3asBIEHHOTO COAEPIKAHUS
(5 mr)
(I:E:rfg iansO Anlqlgr?tfo%rﬁg rg mg) / Not less than 90.0 % w/w and not more than 110.0
72 |k 100 ~ My 101.0 % w/w / % wiw /
' ""‘”;‘eT MFH‘T“’;:[“‘ 101.0% (m/m) He menee 90,0% (M/m) 1 He Gonee 110,0% (m/m)
Eg Hseﬁr)a ALARTO OT 3asIBJIEHHOTO COJIEPIKAHUS
g |Preservatives and antioxidants content / Coxep:kanue KOHCEPBAHTOB M AHTHOKCHIAHTOB
Each 100 mg of Cream
contains Phenoxyethanol (0.3
mg) / 0
g1 |Kamuse 100 ur kpema 0.298 % Wiw / (l;i?l\tlllvis/s than 0.255 %w/w and not more than 0.345
coep:kat ®enoxcudTanona (0,3 | 0,298% (m/m)

He menee 0,255% (m/m) u e Gonee 0,345% (m/m).

Remarks / HpI/IMe'-IaHI/ISII APPROVED (Sample Conforms to above Specification) / Ilpumeuanune: OJJOBPEHO (o6pa3eln cooTBeTcTBYET
BBIIIIe YKa3aHHBIM crenu(puKanusm)
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 30f4/Ctp. 3mu3 2

PRODUCT NAME: DEXPAN PLUS CREAM IN

LAMI TUBE/

HAUMEHOBAHMUME IMPOAYKTA: JEKCIIAH II'TIOC B TYBE U3 TAMUHUPOBAHHOI'O NIOJIUDTUJIEHA

Batch No / Cepus Ne : BCS1001 Batch Size / O6bem naprTum : 1500 KG
AR No / AnannTndecknii order Ne : 1810F21000369 |Date of Analysis / lata ananuza: 30.01.2021
Date of Mfg. / lara npousBojacrBa: Jan-21 Date of Expiry / Toxen no: Dec-22
No/ R
No | Test/Iloxazarems Results / PesyasraTer | Specifications / Cnennduxanus
Each 100 mg of Cream
contains Methylhydroxy
6.2 benzoate (0.2 mg) / 0.20 % wiw / Not less than 0.17 %wi/w and not more than 0.23
. Kasxknbie 100 mr kpema 0.20% (w/m) Yowiw /
cojepxaT e He menee 0,17% (M/Mm) u He 6oee 0,23% (M/M).
MeTtmiaruapoxcudensoar (0,2
MT)
Each 100 mg of Cream
contains Propylhydroxy
63 benzoate (0.02 mg) / Kasasre | 0.020 %wiw / (l;i?l\tlllvis/s than 0.017 %w/w and not more than 0.023
100 mr kpema coxepikat 0,020% (w/m) He menee 0,017 (m/m) u He 6omee 0,023% (m/m).
nponuiaruapoxcudensoar (0,02
MT)
Each 100 mg of Cream
contains Butylated hydroxyl
6.4 toluene (0.1 mg) / 0.097 Y%w/w / Not less than 0.085 %w/w and not more than 0.115
. Kasxknbie 100 mr kpema 0,097% (w/m) Yowiw /
cogepKat oI 70 (MM He menee 0,085% (M/m) 1 He Goinee 0,115% (M/m).
Oy THITHIPOKCUTOIYOJI
(0,1 mr)
Each 100 mg of Cream
gz?;;':?OB;f Irlr?g)a? hydroxyl Not less than 0.0085 %w/w and not more than
8.5 |Kamante i00 MI Kpema 0.0095 %wi/w / 0.0115 %wiw /
0,0095 % (m/m) He menee 0,0085% (m/M) u He 6oiee 0,0115%
coaepKaT
(M/m).
Oy THITMAPOKCHAHU30JI
(0,01 mr)
9 Microbial enumeration tests and tests for specific micro organisms /
Muxkpo0uogornyeckass YMCTOTA M MCNILITAHMS HA cielu¢uyecKue MUKPOOPTaHU3MbI
Total aerobic microbial count/ | Less than 10 cfu/gm/ Not more than 100 cfu/gm /
9.1 | O6mee conep:kanme a3POGHBIX Mesnee 10 KOE/r He 6omnee 100 KOE/r
MHKPOOPraHN3MOB
Total combined yeasts and Less than 10 cfu/gm /
9.2 gg:ﬂgj iouepmame Menee 10 KOE/r Not more than 10 cfu/gm /
He 6onee 10 KOE/r
APOAKEBBIX U NJIECHEBBIX
rpudoB

BbIlIe YKA3aHHBIM cHeu(pHKALUAM)

This is electronic generated COA and

not required signatures

Remarks / HpI/IMe'-IaHI/ISII APPROVED (Sample Conforms to above Specification) / Ilpumeuanune: OJJOBPEHO (o6pa3eln cooTBeTcTBYET

JanHblii cepTudUKaT KauecTBa CreHEPUPOBaH B SJIEKTPOHHOM BHJE U ACHCTBYET O€3 Monucu

Prepared by / TTogrorosneHo:

EDocuSigned by:

{
rm, ’,‘
D89525D862C3440...

D4-Feb-2021 | 10:46 AM IST

04-F

Checked by / TIposepeno:

DocuSigned by:

Y

B

eb-2021"| 11:42 Am 1ST

Approved by / Onob6peHo:

DocuSigned by:
S

=

3643404426464BD.

04-Feb-2021 | 11:49 AM IST

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN: L85195TG1984PLC004507.
Tel: +9140 4900 2900, Fax: +9140 4900 2999 Email: mail@drreddys.com www.drreddys.com

Factory: Survey No. 42, 45&46, Bachupally (Village), Qutubullapur (Mandal), Ranga Reddy (Dist). Pin Code - 500 090, Telangana,
India.Tel: 9140 4464 2202 & 2203, Fax: 9140 4464 2276, www.drreddys.com



http://www.drreddys.com/

DocuSign Envelope ID: 1634B102-E4FE-4822-963D-1D9157D7FD03

[ I
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 4 of 4/ Ctp. 4u3 2

PRODUCT NAME: DEXPAN PLUS CREAM IN LAMI TUBE /

HAUMEHOBAHMUME IMPOAYKTA: JEKCIIAH II'TIOC B TYBE U3 TAMUHUPOBAHHOI'O NIOJIUDTUJIEHA

Batch No / Cepus Ne : BCS1001 Batch Size / O6bem naprTum : 1500 KG
AR No / Anaautnyeckuii otuer Ne : 1810F21000369 |Date of Analysis/ lata anaauza: 30.01.2021
Date of Mfg. / lara npousBojacrBa: Jan-21 Date of Expiry / Toxen no: Dec-22
No / R
No | Test/ Ilokazarenn Results / PesyabraTer | Specifications / Cienudpuxanus
9.3 |Pathodens/
IlaToreHHbIe MUKPOOPTaHU3MbI
931 Staphylococcus aureus Absent per1 g/ Shall be absent per 1 g/
OtcyrctByerB 1 1 JlomxkeH oTcyTcTBOBaTh B 1 T
932 | P aeruginosa Absent per1 g/ Shall be absent per 1 g/
OtcyrctByerB 1 T JlomxkHa oTcyTCTBOBATh B 1 T
933 Salmonella Absent per 10 g/ Shall be absent per 10 g /
OtcytcrByer B 10T JomxHa oTcyTcTBOBaTh B 10 T
934 Escherichia coli Absentper1g/ Shall be absent per 1 g/
OtcyTcTBYeTB 1 1 JlomxkHa oTcyTCTBOBATh B 1 T
Bile tolerant gram negative Absentper1g/ Shall be absent per 1 g/
9.35 bacteria/ I'pamoTpuuaTenbHbBIE OrcyrcrByeTB 1 T JlomKHBI OTCYTCTBOBaTh B 1 T
0akTepuM yCcTOYUBbBIE K
KeJIIHU

Remarks / HpnMeanI/m: APPROVED (Sample Conforms to above Specification) / Ilpumeuanune: OJJOBPEHO (o6pa3eln cooTBeTcTBYET

BbIlIe YKA3aHHBIM cHeu(pHKALUAM)
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