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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A
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PRODUCT NAME: DEXPAN PLUS CREAM IN LAMI TUBE /
HANMEHOBAHME ITPOAYKTA: JEKCIIAH IIJTIOC B TYBE U3 IAMHUHHUPOBAHHOI'O ITIOJINDTUJIEHA

Batch No / Cepust N\e : B5FZ02 Batch Size / O6bem napTum : 1500 KG
AR No / AnanuTnyeckuii oTuer Ne : 1810F25004758 |Date of Analysis / lata anammza:  05.08.2025
Date of Mfg. / lata npousBoacTBa: Jul-25 Date of Expiry / 'ogen no: Jun-27

No/
Ne

Test / [Toka3zaTrennb

Results / PesynabTaThl

Specifications / Cnenunduxanus

Description / Onucanne

White homogenous cream
free from visible extraneous
matter / OHOPO/IHBIN KpeM
Genoro 1BeTa 0e3 BUANMBIX

IIOCTOPOHHHUX BKJIKOUEHUI

White to off white homogenous cream free from
visible extraneous matter / OHOPOHBIN Kpem
6es10ro nian nouTH 6e10ro 1BeTa 6€3 BUAUMBIX

IMOCTOPOHHUX BKJIFOUEHU I

Identification /

Complies as prescribed /

The retention time of the major peaks due to
Dexpanthenol, Allantoin, methylhydroxy benzoate,
propylhydroxy benzoate, phenoxyethanol,
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
assay. / BpemeHa yepKUBaHUSI OCHOBHBIX MHKOB,

AJId AJUVIAHTOUHA

2 CooTBeTCTBY €T OTHOCSIIMXCSL K JIeKCIIAHTEHOJy, a/UIaHTOMHY,
IopnuaHOCTH
TpeOOBAHMAM METHITHIPOKCUOCH30aTY, IPONUITHAPOKCHOEH30a
Ty, (EHOKCHITAHOTY, OYTHITHAPOKCHTOIYONIY H
Oy TUJITUIPOKCUAHU30ITY , Ha Xpomarorpamme
UCIIBITYEMOTO PAacTBOPA AOJDKHBI COOTBETCTBOBAThH
MHMKaM BEIIECTB Ha XpOMaTorpaMMe CTaHIapTHOTO
pacTBopa IpHM MNPOBEACHUH KOJMUECTBEHHOI'O
OIIpeNIeNICHUSL.
3 |Average net content / Cpexnsis 300/ 305 Not less than 30 g /
Macca coaep;KHMOro & He menee 30 r
4 Between 3.0 and 7.0 /
pH 4.3 Ot 3,0 10 7,0
5 | Viscosity / 16200 centi poise / 6000 to 30000 centi poise /
BsskocTh 16200clT3. Ot 6000 10 30000 cIT3
6 Uniformity of dosage units / OqHopogHOCTb 103HPOBaHHS
Not less than 90.0% w/w and not more than
Uniformity of dosage units for 104.5% i / 110.0% w/w of the label claim /
6.1 | Dexpanthenol / OxHopoanocThb =7 Wiw Ot 90,0% (M/M) 10 110,0% (M/M) OT 3as1BJIEHHOTO
JA03UPOBAHMSA AeKCIIAHTEHOJIAa 104,5 % (w/m) COLEpKaHNA
Uniformity of dosage units for Not less than 90.0% w/w and not more than
6.2 Allantoin / 99.1% w/w / 110.0% w/w of the label claim /
) OIHOPOAHOCTH 103UPOBAHHS 99,1% (M/M) Ot 90,0% (Mm/m) 10 110,0% (M/M) OT 3asiBJIEHHOTO
AJUIAHTOMHA cojiepKaHus
Acceptance value for The acceptance value (AV) should be less than or
6.3 |Dexpanthenol / 3.8 equal to 15.0 / Kpurepuu npuemiemoctu (AV)
Kpurepuu npremteMoct st JIoJbKeH OBITh He 6osee 15,0
JAEeKCIAHTEHO.J1A
Acceptance value for Allantoin The acceptance value (AV) should be less than or
6.4 |/ Kputepun npuemsiemoctu 0.6 equal to 15.0 / Kpurepuu npuemiemoctu (AV)

J0JoKkeH ObITh He 0oJiee 15,0
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PRODUCT NAME: DEXPAN PLUS CREAM IN LAMI TUBE /
HAUMEHOBAHUE MMPOJIYKTA: IEKCIIAH ILTIOC B TYBE U3 IAMUHHPOBAHHOT' O OJINATUIEHA
Batch No / Cepust N\e : B5FZ02 Batch Size / O6bem napTum : 1500 KG
AR No / Ananurndeckuid oruert No : 1810F25004758 |Date of Analysis / lata anammza:  05.08.2025
Date of Mfg. / lata npousBoacTBa: Jul-25 Date of Expiry / 'ogen no: Jun-27
No/ . .
Ne Test / Iloka3aTenn Results / Pe3yabTaThbl Specifications / Cneunduxanus
7 Assay / Kontn4decTBeHHOe onpenesieHHe
Each 100 mg of Cream
contains Dexpanthenol Not less than 90.0 % w/w and not more than 110.0
71 |G mg)/ 104.5 % w/w / 104,5 % o o
. % wiw / He menee 90,0% (M/M) u He GoJiee
Kaxasbie 100 Mr kpema (M/m)
110,0% (M/M) OT 3asIBIEHHOTO COAEPKAHUS
co/IepKAT AeKCIAHTEHOJI
(5 mr)
Each .100 mg of ?ream Not less than 90.0 % w/w and not more than 110.0
contains Allantoin (0.5 mg) / % wiw /
7.2 0 9 0
Kawxasbie 100 Mr xpema 99.3 % w/w /99,3 % (m/™m) He wetee 90,0% (/) u e Gomee 110.0% (v/v)
ConepHAT ALTAHTONH OT 3asIBJICHHOTO COJIePXKaHHUs
(0,5 mr) p
8 Preservatives and antioxidants content / Conep:kaHne KOHCePBAHTOB U AHTHOKCHIAAHTOB
Each 100 mg of Cream
contains Phenoxyethanol (0.3 Not less than 0.255 %w/w and not more than 0.345
mg) / 0.307 % w/w
81 | Kamaste 100 wr kpema 0,307 % (M/m) sowlw /
A P ’ ° He menee 0,255% (M/M) 1 He Gosee 0,345% (M/m).
coaepxkat DeHoxcudTano (0,3
Mmr)
Each 100 mg of Cream
contains Methylhydroxy
o
%2 benzoate (0.2 mg) / 0.20 % w/w / Not less than 0.17 %w/w and not more than 0.23
. Kaxablie 100 mr xpema 0.20% (M/) Yow/w /
coaep:KaT H£U70 \MIM He menee 0,17% (mM/M) 1 He 6onee 0,23% (M/m).
MeTHITrHApoKcHOen3oar (0,2
M)
Each 100 mg of Cream
contains Propylhydroxy o
g3 |benzoate (0.02 mg) / Kanmote  [0.020 %w/w / 0Not less than 0.017 %w/w and not more than 0.023
) 100 mMr kpema coaep:kat 0,020% (Mm/m) Yowhw /
> He menee 0,017 (m/m) u ve 6osee 0,023% (m/m).
nponuiaruapokcudensoar (0,02
MTr)
Each 100 mg of Cream
contains Butylated hydroxyl
0,
toluene (0.1 mg) / 0.099 Yw/w / Not less than 0.085 %w/w and not more than 0.115
8.4 | Kamnapie 100 mMr kpema 0,099 % (si/s1) Yow/w /
coaepKaT ’ ° He menee 0,085% (m/m) 1 He 6onee 0,115% (M/m).
OyTHITHAPOKCHTOJIYOJT
(0,1 mr)
Each 100 mg of Cream
;;)llilstsll::OB(;l lt );:lat)e ;1 hydroxyl Not less than 0.0085 %w/w and not more than
85 | Koncrere 100 mp o enna 0.0097 %w/w / 0.0115 %w/w /
A P 0,0097 % (m/m) He menee 0,0085% (m/m) 1 He Gomee 0,0115%
coaepiKat (/1)
OYTHIArHAPOKCHAHN30JI ’
(0,01 mr)
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PRODUCT NAME: DEXPAN PLUS CREAM IN LAMI TUBE /
HANMEHOBAHME ITPOAYKTA: JEKCIIAH IIJTIOC B TYBE U3 IAMHUHHUPOBAHHOI'O ITIOJINDTUJIEHA

Batch No / Cepust N\e : B5FZ02 Batch Size / O6bem napTum : 1500 KG
AR No / AnanuTnyeckuii oTuer Ne : 1810F25004758 |Date of Analysis / lata anammza:  05.08.2025
Date of Mfg. / lata npousBoacTsa: Jul-25 Date of Expiry / I'oaen no: Jun-27
No/ . .
Ne Test / Iloka3aTenn Results / Pe3yabTaThbl Specifications / Cneunduxanus
9 Microbial enumeration tests and tests for specific micro organisms /
MukpoOuoJiornyeckasi YMCTOTA U HCIBITAHHUSA Ha cniennuyecKkue MUKPOOPraHU3MbI
Total aerobic microbial count / | Less than 10 cfu/gm / Not more than 100 cfu/gm /
9.1 | O6mee comepsxanue A3POGHBIX Memnee 10 KOE/r He Gonee 100 KOE/r
MHKPOOPIraHH3MOB
Total combined yeasts and Less than 10 cfu/gm /
9.2 g‘g::g: iouepmal—me Menee 10 KOE/r Not more than 10 cfu/gm /
He 6onee 10 KOE/r
APOXKKeBbIX M MUIECHEBBIX
rpudoB
9.3 |Pathodens/
ITaToreHHble MUKPOOPraHU3MbI
9.3.1 Staphylococcus aureus Absentper 1 g/ Shall be absent per 1 g/
OTCyTCTBYEeT B 1 T JloJokeH orcyTcTBOBaTh B 1 1
932 P. aeruginosa Absent per 1 g/ Shall be absent per 1 g/
OTCyTCTBYEeT B 1 T JloyokHA oTCyTCTBOBATH B 1 T
933 Salmonella Absent per 10 g/ Shall be absent per 10 g/
OrcyrcrByer B 10T Jlo/kHa oTcyTCTBOBaTH B 10 T
9.3.4 Escherichia coli Absent per 1 g/ Shall be absent per 1 g/
OTCyTCTBYEeT B 1 T JlomkHa OTCyTCTBOBAaTh B 1 T
Bile tolerant gram negative Absent per 1 g/ Shall be absent per 1 g/
935 bacteria/ 'pamoTpunarensHbie OtcytctByeTB 1 T JIOJKHBI OTCYTCTBOBATh B 1 T
0aKkTepuu yCTOHYUBbBIE K
JKETUH

BbIlI€ YKA3AaHHBIM cneuml)mcammM)
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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
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