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Dr.Raddy's ;° 

CERTIFICATE OF ANALYSIS 

CEPTMDMKAT AHA1M3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

Vil l .  Khol, Malagarh Road, Baddi,  
Dist. Solan, H.P,, 173 205, INDIA 

Te l :  91 9216€ 56001-02 

www.drreddys.com 

Product : Nise gel 1%, 100 g 
IIponyKr: Ha", Te JI HapyKHOTO pIHMeHeHM 1%, 100 r 

Market/ Pro : Russia / Poccwn 

Batch No./ 
:  V250654 

Batch Quantity / 11882.000 units I 

Cepin N PaMep cepnu 
: 

11882.000 en1u 

Analytical Report No./ 
: 040003040655 

Date of Analysis / 
: 23.08.2025 

AaTH HeeK oTer ? [Ia'Ta aHa.nu3a 
Date of Manufacture / 

: 07/2025 
Date of Expiry / 

06/2028 
JlaTa nDOM3BOICTBa Foe no 

: 

-- 

Mfg. License No./ 
IIpoH3BO/ICTBeHHaH : MNB/05/263 MA number: / Hoep Py : J1I1-Ne(001198)-(PT-RU) 

re131ts g 

Analysis erformed according ND No / Aaw3 npoenen no H/IN: III-Ni(001198)-(PF-RU)-050525 

- 

According to the requirements. Not less than 3 �eight of package contents 
I 

Macca CO[IepMoro 101 g / 1 0 1  r  100 g /  B  cOOTBTCTBMH C Tpe6OBaHHM. He 
aKOBKH MeHee 100 r 

"  4 pH 

I 
4.6 to 6 . 0 /01 4,6 I10 6,0 

5.7 

5 Related substances /PopcrBente npMeCH 

1 )  Impurity A /IlpMect A Not detected / He o6HapyxeHa 1) Not more than 0.2 % / He 6onee 0,2 % 

2) Impurity B /IIpMec B Below LOQ (LOQ = 0.04 % ) /  Hwe 2) Not more than 0.2 % /  He 6onee 0,2 % 

IIpeIea KOIHHeCTBeHHOTO OIp€JICJIeHHR 
(IIKO= 0.04 %) 

3) Impurity C/IIpMMec6 C Not detected / He o6HapyxeHa 3) Not more than 0.2 % /  He 6onee 0,2 % 

4) Impurity D /Ip»Mes D Not detected / He o6HapyxeHa FJNot more than 0.2 % /  He 6onee 0,2 % 

Remarks : The Product confirms to ND/ Conclusion: APPROVED / 
IIpnMeanne: IpoIyKT cOoTBeTCTByeT Tpe~OBaHIM HJI 3mnoete: OJI05PEHO 

Prepared by / Checked by / Approved by: Quality Assurance/Authorized person/ - Checked by (AQA) 
[lozoroB.eHo: lpoBepeo: / IIpoBepeHo Ono6peHo: O6ecneeHe Kaecra/OTBeTCTBeHHOe 
Rama Kant ; Pardeep Kumar (A0K): nILt0: Sunil Kumar 

.l !!  •  !  A R:  '  cl 'I 
Date / 

2 
�---08- 2011.Date I ..,.,_....,�-,,,,� o·ate/1_ '>--� r-· 

J "  lDntc./ 9€0@-0f I  Jara: llara:? llara: Jlara: 

Registered Office: 8-2-237, Raad Nn 3, Rznjara Hi l ls. Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email :  mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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Dr.Reddy's ;° 

CERTIFICATE OF ANALYSIS 

CEPTMMKAT AHAM3A 

Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 
Vil l ,  Khol, Nalagarh Road, Baddi, 
Distt. Soian, H.P., 173 205, IND IA 

Tel :  +91 93166 56001-02 

www.drreddy5.com 

Product : Nise gel 1%, 100 g 
IIpo1yer: Haii, rem p1 apyHOO IIpHMeHeH1 1%, 100 r 

Market/ P o  :  Russia / Pocc 

Batch No./ 
:  V250654 

Batch Quantity/ 11882.000 units / 
CepH .M Pa3Mep cep 

: 
11882.000 en1HHu 

Analytical Report No./ 
: 040003040655 

Date of Analysis / 
: 23.08.2025 

AHaTH IeKHi oTeT Ng Jara aan3a 
Date of Manufacture/ 

: 07/2025 
Date of Expiry / 

06/2028 
Iara npo1Bo1crBa Foe 1o 

: 

Mfg. License No./  

IlpOH3BOICTBCHHaH : MNB/05/263 MA number: / HoMep P : J1I1-N(001198)-(PT-RU) 

nuen3Ha s 

Analysis performed according ND No / Aa npoBee no HJIN; JI-(00119)-(PI-RU)-050525 

5) Impurity F /Ip»Mecs F Below LOQ (LOQ = 0.06 %) / Hwe 6) Not more Than 0.2 % T e  @oee 0,2 % 

IpeIe1a KOJIMeCTB&HHOTO OIIpeIeJIeH 
IIKO= 0.06%) 

6) Highest Unknown 7)Not more than 0.2 %/ e 6oee 0,2% 

Impurity / EMHHa 
HCH[ICHTHpHLIHDOBaHHaH 

Below LOQ (LOQ = 0.1 %) I HKe pMec 
pen1en1a KOJIHHeCTBCHHOTO OIIpCI1CJ1CHM8 
(IIKO= 0.1 %) 

-- - 

Below LOQ I Hore npep1en1a 
7) Total impurities / KOJIHHeCTBCHHOTO OIpeJIeIeHH 8) Not more than 1 . 5 % /  He 6onee 1,5 % CyMMa pMece 

6 Microbial contamination / MHKpO6HOJIOTHHeCKa HHCTOTa 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 

IIpMeane: IlpOIyKT CooTBeTCTByeT Tpe60Ba1IM HJI 3a.1oiene: OIOPEHO 

Prepared by/ Checked by/ Checked by (AQA) Approved by: Quality Assurance/Authorized person / 
IloIroToBeHo: [lpoepeHo: / IlpoBepeo O106peo: O6ecneeHe KaecTBa/OTBeTCTBeHHOe 
Rama Kant Pardeep Kumar (A0R): ntO: Sunil Kumar 

.%u!' <4- 
Amit K m gr _ '  

4N _j 

_ 

Date/ 
240&-25 Date/ g.»5 Date/ - ) < '  !Date/ 9 ¢ 0 &o I  1 ° 7  

Jara: JIara: ' JlaTa: Jlara: 

Rrristrend Office: 8-2-337, Road No. 3, Bnjara Hil ls, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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Dr.Reddy's N;° 

CERTIFICATE OF ANALYSIS 

CEPTMMKAT AHA1M3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Vi l l .  Khol, Nalagarh Road, 8addi, 
Distt. Solan,  H.,, 173 205, INDIA 

Tl : +01 99165 56001-02 

www.drreddys.com 

Product : Nisc gel 1%, 100 g 
IIpony1: Haii3", re1 III HaDyIHOTO IIDHMeHeHHH 1%, 1 00r  

Market / PIHO : Russia / PoccH 

Batch No./ 
:  V250654 

Batch Quantity/ 11882.000 units/ 

Cepw No Pawep cepIt 
: 

11882.000 eI1MHu 

Analytical Report No./ 
:  040003040655 

Date of Analysis / 
: 23.08.2025 

Aa.HTHHeeKH oTer g 
- 

Iara aa2w3a 

Date of Manufacture / 
: 07/2025 

Date of Expiry / 
06/2028 

Iara npoi3Bo/cTBa Foe1u o 
: 

Mfg. License No./ 
IIpo13Bo/ICTBeHHaH : MNB/05/263 MA number: / HoMep PY : J1I1-N(001198)-(PT-RU) 

JHIIeH3HI 

Analysis performed according ND No / AHaH3 npoBene no H/I N; III-N(001198)-(PF-RU)-050525 Total aerobic microbial count / O6I1I&e KOJIMHeCTB0 KH3HeCIOCO6HIX a3pO6H6IX Mpoopraw3Moe [ 'Total combined yeasts/molds count / O6ee cno ] 
IIDOKKBBIX H IUJIeCHeBEIX rp16OB Pseudomonas aeruginosa Staphylococcus aureus 

7 [Assay / KonmwecrBeHoe 

onpepenere 

NA 
NA 
NA NA 

10.25 mg/ 10 .25  Mr 

Not more than 10 CFU/g/ 
He 6onee 10  KOE/r 

Not more than 10 '  CFU/g/ 
He 6onee 10'  KOE/r 

Absent in l g/ OTcyTCTBHeB I r Absent in I g/ OTcyTCTBHeB I r --�-9-.0-t_o_l_l_.0 mg of C�3H12N2OsS (nimesulide) er 1 g of the product / 
Or 9,0 210 11 ,0  Mr CHIN»O,S (HHMecyMI) 

I r  npenapara 

Remarks : The Product confirms to ND/ IIConclusion : APPROVED / 
Il p e au e :  [lpotyr uorBurutyer tpe~ouann HJI 3auioee: OIO5PEIIO 

Prepared by / Checked by / Checked by (AQA) Approved by: Quality Assurance/Authorized person / 
IlaIovOBIeHO: [lposepeHo: ' IIpoBepeHo Oto6peHo: O6ecneeHe aecTBa/OTBeTCTBeIIHOe RamaKan� Pardeep Kumar (A0K): uo: Sunil Kumar 

l 
Amit Kua' 

l ] .  

Date / '), S"---O& .... lr1S- Date/ _ --d-u� I  Dale/ 2 C"' r )..,  u  1 D a 1 e /  226-0840 I  Jlara: Ilara: > lJlara: lllara: 

Registered Office: S-2-337, Road No. 3, Benjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

Vi l l .  Khol, Ma lagah Road, Baddi, 
Distt. Solan, H.P, 173 205, IND IA 

Tel. +41 9016€ 56001 02 

www.drreddys.com CERTIFICATE OF ANALYSIS CEPTMDMKAT AHAI1M3A 
Product : Nise gel 1%, 100 g 
Iponyr : Hai, ren II HapyKHOrO IpHMeHeHMn 1%, 100r  

Market / P o  :  Russia/ Poccn 

Batch No.l 
V250654 

Batch Quantity / 11882.000 units / 
Cepin .Nd 

: Pawep cep 
: 

11882.000 eMHHL 

Analytical Report No./ 
:  040003040655 

Date of Analysis / 
: 23.08.2025 

Aanwriecxii orer N Jara aaa3a 

Date of Manufacture/ 
: 07/2025 

Date of Expiry / 
06/2028 

Jlara npooncTBa  Toe Ao 
: 

Mfg. License No./ 
II po3B0ICTBeHHa : MNB/05/263 MA number: / HoMep Py : JI1-N(001198)-(PF-RU) 

aureH3i .Nh 

Analysis performed according ND No / Aa.nu npoBenen no HJI N: JIII-N2(001198)-(PF-RU)-050525 

8 
I 
! 
; 

Package / VmaoBKa 

r
0 g in a laminated aluminum tube 100 g i n  a  laminated aluminum tube equipped 
uipped with tamper-evident membrane. /with tamper-evident membrane. 1 tube and 
tube and patient information leaflet /patient information leaflet (package insert) in a 

�(pac
l-.age insert) in a carton. / carton / 

[lo 100 Tr B Ty6y H3 JIaMKHHpOBaHHOrO [[lo 100 r B Ty6y H3 I1aMHHHpOBaHHOTO 
TIOMHHH, CHa6KHHyIO MM6DpaHO III [ZITOMHHH, CHa6KeHHy/IO MeMOpaHO JU1 

OTpO18 IepBOTO BCKpITHR. Ilo 1 Ty6e B [KOHTpOIR IICpBOTO BCKpITHA. IIo 1 Tye B 
a{Ky KapTOHHVO C IHCTpyKLHeH IO [IIaKy KapTOHHYO C HHCTpyKLHei nO 

IpMeHeHO (1ICTKOM-BK1aJI6ILLIeM). _I p I M M e H e H O  (HCTKOM-BK1aJIIeM) 

Performed by the manufacturer periodically at release (with an interval of one test per 20 batches or at least once a year). The 
test may be absent in the in-house certificate of analysis./ 
[IpOBOJIHTCR I1DOH3BO[HTeIeM IIpH BHIIyCKe IIepHOIIMHeCKH (C HHTepBa1OM B OIIHo HnTaHe Ha 20 ccp MnM He MeHee l 
pa3a B roI1). IHOKa3aTeI MOKeT 6ITE He BKJIOeH B CepTHbHKaT 8Han1H3a dpM6I. 

[Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
TI n w e a e :  TI n o y KT  COTReTCTyeT Tpef0BH1HM HJ 3a.noee: OJI0PEHO 

Prepared by./ Checked by/ Checked by (AQA) Approved by: Quality Assurance/Authorized person / 
IlozwoTo.Jeno: [lpoBepeHo: /IpoBepeHo OIo~peo: O6ecneee KaecTaa/OrBeTcTBeHHOe 

Rama Kant Pardeep Kumar (AOK): Iuo: Sunil Kumar 

et ! A T .  4sM 
Date/ ~ e - e s  JIp' • Date/ 4 + »  'Date I 9080G l ¢­ JIara: ) 5 0  lllara:2°° Iara: [Iara: 

Registsrsd Office: 8-2-337, Road No. 3, Bania1a Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fox: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L851954P1984PLC004507 
www.drreddys.com 





­ Dr.Reddy's ; 

CERTIFICATE OF ANALYSIS 

CEPTMDMKAT AHA13A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

Vil'. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel .  +9155166  56001-02 

www.drreddys.com 

Product : Nise gel 1%, 100 g 
Iponyer: Hai re J HapyKHOTO IpHMeHeHH9 1%, 100 r 

Market / PHOK : Russia / PoccM 

- 

Batch No./ 
:  V250654 

Batch Quantity/ 11882.000 units / 
Cepin .Ni PaMep cepw 

: 
11882.000 eIHu 

Analytical Report No./ 
: 040003040655 

Date of Analysis / 
: 23.08.2025 

AarrwecxHii oreT Ng Iara aann3a 

Date of Manufacture / 
: 07/2025 

Date of Expiry / 06/2028 
[Iara npow3noncrBa Foe11 Ao 

: 

Mfg. License No./ 
IIpo3BOICTBCHHaH : MNB/05/263 MA number: / Howep PY : JII1-N(001198)-(PT-RU) 
Jue3MI N 

Analysis performed _according ND No / Aaw3 npoeen no HIN: .I1-(001198)-(PE-RU)-050525 

3Ta Cep npoOIyKLIH po3Benea (BKIIOHR JIIaKOBKy (MapKMpOBKy) M KOHTpOJ KaHeCTBa) Ha BBIUeyKa3aHHO pO3BOIICTBeHHo 
JOLI@IKe (IUJOItaAIKax) B IIOHOM COOTBCTCTBMM C Tpe~OBaHHMH IlpaBun Ha[nIexatef IpOW3BOICTBCHHO npaKTMKH EBpa3MCKOrO 
KOHOMMHeCKOTO CO03a M Tpe6OBaHHMH KOHTDOI KaMeCTBa JI&KapCTBCHHNX CpCICTB, a TaKK€ B COOTBCTCTBHH CO CI&UMpHKaLIHMH, 
COICpKaILHMHCM B DCTHCTpaUMOHHOM I0Ce CTpaHBt-MMnIOpTepa. 3anc no IIpO3BOIICTBy, ynaKOBKe M aHa1H3y DpOBepeHI, H 
yCTaHOBIeHO MX COOTBeTCTBMe Tpe60BaRM IIpa HaUIKaULI IIpOH3BOIICTBOHHO IIpaKTHKH EBpa3MCKOrO KOHOMMeCKOrO 
CO03a». 

Remarks : The Product confirms to ND/ !Conclusion : APPROVED / 
Ipmweane: IIpanyKT COOTBeTCTByeT Tpe6OBaHHAM H[I 3amoeHIHe;: OJIOBPEHO 

Prepared by/ Checked by/ Checked by (AQA) Approved by: Quality Assurance/ Authorized person / 
[lonroroeHo: TIpoBepeto: / TIpoBepeHo On0~peno: O6ecneee KaecTBa/OTB&TCTBeHHOe 
Rama Kant Pardeep Kumar (AOK): uo: Sunil Kumar 

• <[ => 
Amit Kumar « 

KM \­ 

Date/ 25& 25» [[ P a s '  .a-» Date/ e t '  Date / 2(-0840±K 
JIara: - [Iara: Jl a r a: € ?  Jlara: 

Registered Ofiice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5009334, Tclangana, India 
Te!: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 


