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CERTIFICATE OF ANALYSIS

AHATHTH IRCKHI 0T1eT Nb

CEFTHUDUWEKAT AHATNIM3A
Product  : Nise gel
Mpoaykr ;. Haiial, rens 4na HApywHOTo npuMenenna 1%
Batch No / : V210086 Batch Quantity / ¢ 56,664.000 units /
Cepun No Ofnem napTHR 56,664.000 eanuun
Analytical Report No/ : ROD001504438 Date of Analysis / ¢ 08.02.2021

Jlara ananmia

Date of Manufacture /
Jata nponsBoacTEAa

: Jan.2021 Date of Expiry / : Dec.2022

Topen no

Analysis performed according ND / Auanmz nporenen mo H/L: TTNO12824/02-100320 (amend N 1
from 16.09.2020 / w3m. Ne 1 ot 16.09.2020)

[MNe [Test/Tlokazatens [Result / Pesynnrarsi | Specification / Hopma

i Description [ Onucanue Homogenous yellow transparent gel | Homogenous  light  vellow to  yellow
free from particulate matter / 'transparr:nl gel, free from particulate matter
[InHopoaHEIH Npo3paiHeil rens { UpHopoaHeld  Npo3paqHBIA  rens o7
HCEUITULG L, CuuBULLILIA v LLETAU GICIPTUNS U AEINUIY UBeLd,

MOCTOPOHHUN YACTHLL. cEoBOAHLI OT NOCTOPOHHHX YacTHILL
1 [denelfleatlan by ITPLC Complies oy preseelbed ¢/ The rewendon deew ol the mujor poale in
LuumEHUL b LUt eI LByl Lluviatugiain of e sampl;. preparation)
TpefdoBaHHAM corresponds  to  that in the standard,
precparation  under  assay chr-m.!
YESMKHMBAHHA ~ OCHOBHOTO — NMKA  Ha,

KpOMATOrpaMMe  HCNBITYEMOID  PACcTBOPE
[AQITHHO COOTRETCTRORATE BpeMeHH
WASPWHBAHHA NHKa Ha  XpOMaTorpamMe:
CTAHOAPTHOrO pacTeOopa HHMECYIIH A,
{I'Pﬁ'iﬂﬁﬂ ¢KoanuecTBENHOE ".ﬂlp':.i'.levlﬂﬂl‘lﬁi'?}

Macca colepHMoro
}fl'l AKOBEH

3 Weight of package content |20g/20r In according to Rus. Ph Mot less than

200 g/ B cOOTBETCTBHH C TpeDOBAHHAMH
['® Pd., He meree 20,0 r

= pH

5.4 Between 4.6 and 6.0/ ot 4,6 no 6,0

3 Related substances /PoncTreHHele npuMech

1) Impurity A ]Iphy[ecb A | Mot Detected |J ) Not more than 0.2 % / re Bonee 0.2 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: TpoaykT cooTeeTeTBYeT Tpebosarram Hl Jawmouenue: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
MNoarorosneHo: Mposepeno: Opobpeno: Menegep / ByroBoAHTENb
Suman Kumar 6"‘ Himcshwl Amit Kumar ./\(_/_-//‘
Print Date / 5 3 | Print Date / Print Date | —fa B

el e ] e L

Jlara: o Hara: Bz H Hara: e
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Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

Jlara npoMIBoacTES

CEPTHOUKAT AHANKU3A
Product : Mise gel
IIpoaveT Haii3®, renk 048 HapyxHOMO NplmMeredns 1%
Batch No / : V210086 Bateh Quantity / : 56,664.000 units /
Cepusi Ne OfLem napTHH 56,664,000 egHHHL
Analytical Report No / : BR0001504438 Daie of Analysis / : 08.02.2021
AHATHTHYECKHA OTuer Ne Jlara anannia
Date of Manufacture / + Jan.2021 Date of Expiry / : Dec.2022

Topen oo

from 16.09.2020 / nam. Ne 1 o1 16.09.2020)

Analysis performed according NI / Ananuz nposegen no HT: [TNO12824/02-100320 (amend Ne 1

IE} Impurity B / [Ipumect B

3} Impurity C / [1pumect C

4 Impurity D/ Tpumecs D
6) Impunty E / Tlpumecs E
7y tmpomty F £ Hpamees B

8) Highest individual
unknown impurity /
Ennuusnas
HEHAPHTHBHUHPOBAHHAS

NpHMECH

el

8) Total impurities /
CysmMa npumecei

BDL (Disregard Area 4072) ) Mot more than 0.7 % ['he Gonee 0.2 %

Not Detected

0.10%
Less than LOQ (0.07%)

Mot eterted

BDL (Disregard Area 4072)

0.1%

4% Not more than 0.2 % | ne Gonee 1,2 %

5} Not more than 0.2 % 7 ne Soaee 0,2 5o
5) Mot more than 0.2 % [ re Gonee 0,2 %
) T more than 0.2 %/ He Goaee 0.2 %

T) Not more than .2 % [ ve Gonee 0,2 %

8) Mot more than 1.5 % / He Gonee 1,5 %

Remarks : The Product conforms to NIV

Ipumeuanne: [ponykt coorsercrayer Tpebosanunam HJ

Conclusion : APPROVED /
Jaxmouenne; OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TMoaroroenexo: [Mposepeno: Oaodpeno: Menemxep / Pykpsonutens
Suman Kumar g':gr_’ Himes mar Amit Kumar {\’2}-"

Print Date / § or20™ Print Date [ §-02-202-) Print Date / _ e
Hara: SR Hara: Hara: b % L

Registered Office: 8-2-337, Road Mo. 3. Banjma Hills, Hyderabad - 500034, A.F, India
Tl 1 Ak 4000 300 Tamre 1 A0 A0 30 Faarh wond 1 dmaddym oam
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTM®WUKAT AHAINN3A
Product : Nise gel
Mpoaver Haiiz®, renk 015 HapyxHoro npaMenerus 1%
Batch No / : V210086 Batch Quantity / : 56,604.000 units /
Cepun Ne Odbem naprum 56,6004.000 easnny
Analytical Report No / : 890001504438 Date of Analysis / : 08.02.2021
AHATHTHYECKH I 0T4eT Ni IlaTa aHanmH3a
Date of Manufacture / 1 Jan.2021 Date of Expiry / : Dec.2022
JaTa nposisoacTea I'ogen 10

from 16.09.2020 / wam. Ne 1 or 16.09.2020)

Analysis performed aceording ND / Awanns npoeenen no FJI: TI NO12824/02-100320 (amend No 1

b [Microbial limits /

MukpobHonOrvecKas
HHCTOTA

l'atal acrobic nucrobial connt
fOBmce e aspobiimix
MHKPOOPTAHHIMOB

Total combined yeast and
molds count /. Ofmee wneno
1,lj'pLIJ.I.LJ.ILI_!LLL.UL MG DL

e thun 10 CFU/g /
Menee 10 KOET

ess than 10 CFU/g /
s 10 KO

Mot more than 100 CIU/
He Goaee 100 KOE/r

Nof more than 10 CFll/p /
He Guaee 10 KOEA

Imuing

S.aureus Absentin | g/ Oreyretever B It Should absent in | g/ Orevreraue s It

P.aeruginosa Absentin | g/ OtcyrereyeT 8 Ir Should absent in 1 g/ OtcyTetere B 11
7 |Assay/ KonuuecTeenHoe 9.92 mg /992 Mr

DOpeasneHHe 11.0 mg of C3H2N2058 Nimesulide in

one gram of gel, /
oT 9,0 nol 1,'[] MT CisH izN0:8
I[Humecynn}la}l B | T npenaparta

Remarks : The Product conforms to ND/
Hpumeuanne: [ponykr cooreercrayeT Tpebopanmam HIT

Conclusion : APPROVED /
Jarmouende: OTOBPEHO

Prepared by / Checked by /

Suman Kumar Himesh Kumar

Approved by: Manager/Executive /
Onodpeno: Menemwep / %@BDI[HTCJ‘[L

Amit Kumar T

Print Date /

[Toarorosaesno: [Npopepero:
0 §—or 0!
Hara:

Print Date / of o) to
Mara: }1

Print Date /

LT
Hara: b £ b- b

Registered Office: 8-2-337, Road Mo 3, Banjara Hills. Hyderabad - 500034, A P, India
Tel: @1 40 4200 2900, Fax: 91 40 4900 2099, Email: maili@drmeddys,com
CIN: LES193AP1984PLCONMS0T
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Not less than 9.0 mg and not more than




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANM3A
Product  : Mise gel
IlpoaykT Haiiz®), rent ina HapyxHOro npuMelerud 1%
Batch No / : ¥210086 Batch Quantity / + 56,004,000 units /
Cepus Nz O0nem napTHH 56,664,000 egHHKL
Analytical Report No / : 8900013504438 Date of Analysis / : 08.02.2021
AHATHTHYECKHH oT4eT Ne JlaTa amanmia
Date of Manufacture / : Jan.2021 Date of Expiry / : Dec.2022
s npumssoae s Iopen no
Analysis performed according ND / AHATH3 npoeened no HJL: [TN012824/02-100320 (amend Mo 1
from 16.09.2020 / nam. Mo 1 or 16.09 2020)

lﬂ Package / ¥naxkoska

O |Labeling / Mapruporka

|20 g in a laminated aluminum tube
equipped with tamper-evident
membrane. 1 tube and patient
information leaflet in a carton. /
Mo 20 1 B TYOY M3
MAMUHHPOBAHHOMO AMKOMEHMA,
cHatKeHHyo meMmOpaHoli nna
KOHTPOAA NEPBOro sekpeithi. o |
1y0E B EYKY KAPTUHHYI C

20 g, 50 g or 100 g 1n a laminated
aluminum tube equipped with
tamper-evident membrane. I tube and
patient information leaflet in a carton. /
Mo 20 r, 30 r uam 100 r B TyOy 13
am HIIHPD]!ZI!]IUIU ANFIMHHKA,
cHAGKEHHYID MeMBpatoi 115 kKOHTpONA
pepsoro sekpoitia. Ilo 1 tybe B nauwy
KHPFIUHHYR) C HHCTPYKUHEN 110
NpHMEHEHAIO

HHCTPYRLHI el no ﬂpH\]CHCHH H

A.u.uld.lllg W NU /U coommciCismn w | 11

freeze. / [lpn Temneparype He Buile 25 *C.

10 |Storage conditions / At temperature below 25 °C. Do not
N panenne He zamopancuBars.
11 | Shelflife/ Cpox rogHocTH 2 vears/ 2 roga

Remarks : The Product conforms to NDY
Tpumevanne: [Tponykt cooteetcrayeT Tpedobanmam HJT

Coneclusion : APPROVED /
Jarmwgenne: OJOLPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosnexo: ﬁ_’" Ipoeepena: Onotipeno: MeRenxep / PyropoiHTeNsb
Suman Kumar Himugw Amit Kumar ,ik“ i

PrintDate/ ¢ ) ,p5] |PrintDate/ op.92~202 | Print Date/ 0 BoL" o+t
Jlara: Hara: Hara:

Registered Office: #-2-337, Road Mo, 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax; 91 40 4900 2999, Emal: mail@diveds I_','- GO
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