Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANKW3A
Product Nise gel
Mpogykr  : Haita®, reaw 408 napyicioro npumeHenina 1%
Batch No / : V210085 Batch Quantity / ¢ 26,761,000 units /
Cepus Ne Ob6nem napTun 56,761,000 eppumn
Analytical Report No / : 90001504436 Date of Analysis / : 08.02.2021
AHaauTHuecKHi oTyeT Ne JlaTa anannia
Date of Manufacture / : Jan.2021 Date of Expiry / : Dec.2022

JlaTa npoOH3IBOACTESA

Iojen no

Amnalysis performed according ND / Awannz nposeges no HI: TTNO12824/02-100320 (amend Ne 1

from 16.09.2020 / nam. Mo 1 ot 16.09.2020)

Mo |Test / [lokazaTens

|Result / Peayneratel

Specification / Hopma

1 Description / Onscanue

Homogenous yellow transparent gel
[iee lluw pativulale walien
Cyrmopoanal npoapadiii rear
WEITOro UEBETA, CEODOHEIN OT
NOCTOPOHHHY HatTHIL

P Telentiticanion Ty TIPT.C S
llopaMHHGCeTE

Covnplisy gy preseribed [
CooTBEIC IBYEL
TpeboBaHHAM

Weight of package content
Ivlucen cogepsumory
}I'TIaK{J EKH

(]

20g/20r

Homogenous light wellow to  vellow
Iraneparenl gel, Oue Qo pariculdale waner
U CiuopogHelil  OpoIpauHEll  reas  or
CBETAOMENTOMD 00 KENTOrO  UBETH,
-{.‘.Hﬂt]ﬂj[HHK aT Il{)CT(JpUHHHX YACTHIL.

The retention time of the major peak n the
Juomalogram ol the sample preparation
orresponds  to  that in  the standard
reparation  under  assay [ Bpems
OepAHHDAINL  OCHOBIOND nmka g
POMATOIPAMME  MCNBITYEMOTD  PAcTBOPA
OMAHD COOTBETCTROBATE BPEMEHH
NEPWHBAHMA TIHKA Ha XpOMatorpaMme
[CTAHAAPTHONC  PACTROPA  HHMECYTHAA
'{pmen «KonuyecTBeHHOE ONpeneneHues)

In according tn Bus, Ph. Mot lers than

ZUU &7 L) COOTRETCTRHM C TPeGoBAHNAME

['d Pd. He menee 20,0 T

4 |pH 53

Between 4.6 and 6.0/ o1 4,6 a0 6,0

5 | Related substances /FoncTeeHHBIe NPHMECH

1) Impurity A / Mpumece A |

Not Detected

|1}| Not more than 0.2 % /ue Gonee 0,2 %

Remarks : The Product conforms to ND/

Mpumenanne: [Mponykr cooteercTryeT Tpefosannam HIT

Conclusion : APPROVED /
Jakmouenne: OJJOBEPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Il oproToeneHo: c""f—— Iposepeno: Onotpeno: MeHe picep / PYKoBOIHTENh
Suman Kumar =% Himesh Kumar b Amit Kumar ‘/\ "_‘__d,
Print Date / . Print Date / 22 | Print Date/ Lo A
L 1-9 ‘J"'f. o E . 1 ! -
Hara: oo Hara: Jara: R
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CERTIFICATE OF ANALYSIS

CEPTUDMKAT AHATTW3A
Product : Nise gel
[lpogykr : Haiz®, reas ang Hapy#HOro npuMeneHns 1%
Batch No / : V210085 Batch Quantity / + 56,761.000 units /
Cepwsi Na Odnem naprum 56,761,000 ennHML
Analytical Report No / : 890001504436 Date of Analysis / + 08.02.2021
AHANHTHYECKHIT oTHeT N JaTa amannza
Dvate of Manufacture / : Jan.2021 Date of Expiry / : Dec 2022
Harta npoussojcrea Iogen no
Analysis performed according ND / Ananns nposegen no H: TTNO12824/02-100320 (amend Ne 1

from 16.09.2020 / uam. Ne 1 or 16.09.2020)

2) Impurity B / Tpramecs B BDL (Disregard Area 4072)

B} Impurity C / Tlpumecs C Not Detected

1) Impurity D/ TMpimece D LA

6) Impurity E / Ipumece E Less than LOQ (0.07%)

7y dmpnriey 14 Hpanaees T Mot Lictected

0) Ilighest individual
unknown impurity /
Eannnunag

HEHMEH TR MPORAHHAR
TIPHMECE

BDL (Disregard Area 407.)

®) Total lpuritics /

~, 3 aQ
L}’MME. MPHMECEH 0.1%

2} Not more than .2 % / ne Bonee 0.2 %

3) Not more than 0.2 % / ve donee 0,2 %

£) Not more than 0.2 7 7 ne Gonee 0,1 ™
5) Mot more than 0.2 % / vHe donee 0,2 %
B Mnt taaee than 000 4% me domes (1,3 Y%

[7) Mot more than 0.2 % / He Gonee 0,2 7%

) Not more than 1.5 % / ne Gonee 1,5 %

Remarks ¢

The Product conforms to NDY
Mpumeqanwe: [TpoaykT coorserciayer TpeGopannay H

Conelusion : APPROVED /
Jaxawuaenne: OJJOBPEHO

Prepared by /
[ToaroToBneHo:
Suman Kumar

Checked by /

[Tporepeno:

Himesh Kumar \
[l

“Z

Approved by: Manager/Executive /
Onobpeno: Menemrep / PykosoanTens

}»“Lmil Kumar
"

e

Hara:

Print Date / g._u')..-uii’"f

Print Date /
Jara:

of .02 202

v [—P‘J'ﬁ
Print Date / b g0 2 Lo

Jlara:
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Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAINTU3A
Product : Mise gel
Iponykr Haiiz®, rens Ana HapysHoro npuMeneqns 1%
Batch No / : V210085 Batch Quantity / + 56,761,000 units /
Cepun No Odnem napTHu 56,761,000 equHKLL
Analytical Report No / : 890001504436 Date of Halysis ! : 08.02.2021
AHAIHTHYCCKRIT oTwer Ne JaTa aHannia
Date of Manufacture / : Jan.2021 Date of Expiry / : Dec.2022
JaTa npouzBoaACTEA I'ogen o
Analysis performed aceording ND / Awanus nposesen mo HI: [T NO12824/02-100320 (amend Ne 1
from 16.09.2020 / n3m. Ne 1 ot 16.09.2020)

b Microbial limits /

Murpobronornyeckas

YHLE DA

Total aerobic microbial count
1 e e war o :1':]1:\hn1.nr
MHKPOOPraHH3MOR

[Total combined yeast and
maolds count / Ofuiee uncno
MNOHCHERKIY W TIIACHERRIY

1053 than IEU R g d
Menee 10 KOE/r

Less than 10 CFUig/
Menes 10 KOEA

U Assay / Konwvecreennoe 9.99 mg / 9.99 mr

DIpEASTEHHE

rpuGos
. aureus Absent in 1 gf Oreyrersyer s 1r
. aeruginosa \bsent In | g/ UreyTeTeRYeT B 1T

Mt more than HIEED 1+ ”E f
He Gonee 100 KOE/r

Mot more than 10 CFU/g /
He Gones 10 KOF/F

Should absent in 1 g/ OTeyTcTBME B LT

should absentin | g/ UrcyreTene B Ir

Mot less than 9.0 mg and not more than
11.0 mg of C3H;zN>0:8 Nimesulide in
one gram of gel. /

o1 9.0 mo 11,0 Mr CisH j;zN20s8
(HuMecynnaa) B | r npenapara

Remarks : The Product conforms to NDY/
Ipumevanne: [lpogykr cooteetcTeyeT TpeGopanuam HJT

Conclusion : APPROVED /
Jaxnwuenne: OJOEPEHO

Prepared by / Checked by /

Himesh M

Approved by: Manager/Executive /
QOnobpeno: Menepkep / PykopoguTens
Amit Kumar

Print Date /

Hara:

[loarorosreno; [Iporepemno:
Suman Kumar

Print Date/ g 4 e

Hara:

efo2-2c2)

Print Date /

.-(JL_HH
Jata: o5
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Dr.Reddy’s Q_'.

CERTIFICATE OF ANALYSIS

CEPTUOUWKAT AHANWU3A
Product . Mise gel
Mpoaykr : Hada®, rens ans HAPYRHOMD npUMMededng 1%
Batch No / : V210085 Batch Quantity / : 56,761.000 units /
Cepun Ne OiLeM napTHH 56,761.000 egpuunL
Analytical Report No / : 890001504436 Date of Analysis/ : 08.02.2021
AHanuTHYecKRil oT4eT Ne JlaTa aHannza
Date of Manufacture / s Jan.2021 Date of Expiry / 1 Dec.2022
JlaTa npon3BOACTEA 1'open go

Analysis performed accm:dﬁ ND/ Anannz npoeegen mo HI: [TNO12824/02-100320 (amend Mo 1
[romn 16092020/ wam. Ne 1 or 16082020

B |Package / Yiuxkopka 20 g in a laminated aluminum tube |20 g, 50 g or 100 g in a laminated
equipped with tamper-cvident luminum tube equipped with
memhrane 1 tuhe and paticnt amperscvident membrane. | fohe and
nformation leaflet in a carton. / atient information leaflet in a carton. /
ITo 20 r B TYDY B3 020 r, 50 r wm 100 r B TYOY B2
AAMHHHPOBAHHOTD ANFOMHHNA, AMHHHPOBAHHOTO AJHMHHHA,
cHaDeHRYIo MeMOpaHoH ns HabmeHHYo memOpanoll Ang KoHTponA
koHTponA nepsore BckperTHA, [To 1 pepeoro sexprrmua. Tlo | yfe B navky
y0e B AUKY KAPTOHHYIO © APTOHHYIO ¢ HHCTPYRUKeH 1o
HHCTPYELHEH 10 DPHMEHEHHEY PHMEHZHKED

U [Labehng 7 Maphaposia Acvording v ND 7 B coutsercismn ¢ HJJ

[0 |Storage conditions At temperature below 25 °C. Do not freeze. / Ilpn Temneparype He Bhiwe 25 °C.

X paHeHue He aamopamHEBaTE.

. I [Shelthife L'pm{ FOQHOCTH [ years /2 ropa =

Remarks : The Product conforms to ND/ Conclusion : APFROVED /

Ipumesanne: [Tpoayrr cooTsercrayer tpedosannam HI{ 3akmovuenne: OJOBPEHO

Prepared by / Checlked by / Approved by: Manager/Executive /

[MoaroToRNEHO: q,/ [posepeno: Onobpeno: Mene pxep / PquEGJmTEJm

Suman Kumar <z 2 Himesh M Amit Kumar L

vV
PrintDate /| y§.«L-10+ |[PrintDate/ o o223 |Print Date/ p gL~
Hara: Hara: Harta:
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