
•·· Dr.Raddy's "'llllil~• 

CERTIFICATE OF ANALYSIS 
CEPTJ1<1>J1KAT AHAJUBA 

Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 
Vill. Kho!, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDiA 

Tel : +91 98166 56001-0;J 
wv,w.d1-reddys.com 

Page 1 of 7 / CTp. 1 H3 7 

Product/ : Ketorol gel for external use 2 % 
TTpo)lylIT Kernpon®, reJih )J)UI Hapy)lrnoro rrp11MeHeHm1 2 % 

Market/ 
Russia I PoccIDI 

PblHOK: 

Batch No/ : V250913 Batch Quantity/ : 32500 units I 

CepHH .N'!! PaJMep cepuu 32500 e,!J,HHHU: 

Analytical Report No I : 040003193406 Date of Analysis/ : 28-11-2025 

AttaJJHTuqecK:HH oTqeT .N'!! JJ:aTa attaJJH3a 

Date of Manufacture / : 11/2025 Date of Expiry/ : 10/2027 

)laTa rrpoHJBO,!J,CTBa ro,[l,eH ,!J,O (BK:Jl.) 

Mfg. License No. / : MNB/05/263 MA number/ : JIIT-N!!(00 1119)-(Pr-

TTpoH3B0tl,CTBeHHaSI JlHL(eH3HSI HoMep PY RU) 

.N'!! 
Analvsis performed according to ND/ AttaJJH3 npoBe,11,eH rro Hll: JITT-.N'!!(001119)-(Pr-RU)-210623 

.N'!! Test/ TToK:aJaTeJlb Result/ PeJyJJhTaTbl Specification / HopMa 

1 Description / Onucattue Homogeneous transparent gel with Homogeneous transparent or semi-
characteristic odor/ Op_Hopo,!J,Hhltt transparent gel with characteristic odor / 
rrp03paqHbIH reJib C xapaKTepHbIM O,!J,HOpO,!J,HblH rrp03paqHblH HJIH 
JarraxoM. rronyrrp03paqHblH reJib C xapaKTepHblM 

3arraxoM. 

2 Identification / 11,!J,eHTHd>HKauusi 
2a Ketorolac tromethamine / The retention time of the main peak in the 

KernpoJiaKa TpOMeTaMHH 
Complies as prescribed / 

chromatogram of test solution should 
correspond to that in the chromatogram 

CooTBeTcTByeT 
of ketorolac tromethamine reference 
standard solution (Assay section). I 
BpeM» yp_ep)l{HBaHH» OCHOBHOro ITHKa 
Ha xpoMaTorpaMMe HCilhITyeMoro 
pacTBopa ,!J,OJI)l(HO COOTBeTCTBOBaTb 
BpeMeHH yp_ep)l{HBaHH» OCHOBHOro ITHKa 
Ha xpoMaTorpaMMe paCTBOpa 
CTaH,!J,apTHOro 06pa3u_a KeToponaKa 
TPOMeTaMHHa (pa3p_en 
«Kon~ecTBeHttoe onpep_enett11e») 

Rema1·ks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpHMeqattue: Ilpop_yKT cooTBeTcTByeT Tpe6oeaHrn1M H,D; 3aK.11mCJe1rne: OJJ:OliPEHO 

Prepared by / 
rlo,!l.TC>TOBJ!CHO: 
AncbaJ f9J_ 
Date /29 .11.2025 
,D;arn; 

Checked by/ Ch.ecked by (AQA) / Appro ed by: Quality Assurance/ Authorized 
Ilposepetto: .TTpon p eHo(AOK): person / Op_o6petto: O6ecneqett11e 
:Rama Kant Ab,\hek Chauhan Ka 'lecTBa/OTBeTcTBe1rnoe mo: 

~~ ~ i Af/r 
.,c:.--

Date /29 .11.2025 Date /29.11.2025 !Date/ 1)61 r /( , ),,,{) t/2 
)J;aTa; ,Il,aTa; ,II.am; 

Registered Office: 8-2-337, Road No. 3, Banjara Hii!s, Hyderabad - 500034, 1elang3r.a, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mali@dri-2ddy:;.com 

CIN: L85195AP1934PLC004507 
www.drreddvs.com 

I 



•·· Dr. Reddy's ~~• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTM<l>HKAT AHAJIH3A 

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

Tel: +9198166 56001-02 
'NINW.drreddys.com 
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Product/ : Ketorol gel for external use 2 % 

Ilpot)Ylrr Kempon®, renh ,UJrn Hapy)lrnoro rrp11MeHemrn 2 % 

Market/ 
Russia I Poccm1 

PbIHOK 

Batch No/ : V250913 Batch Quantity/ : 32500 units I 
CepuH.N'!! Pa1Mep cepuu 32500 e,11,HHHI.J, 

Analytical Report No / : 040003193406 Date of Analysis/ : 28-11-2025 

AHaJJHTH'leCKHH OT'leT .N'!! )].aTa aHaJIHJa 

Date of Manufacture / : 11/2025 Date of Expiry / : 10/2027 

JI:aTa npoH3B0llCTBa rol{eH l{O (BKJI.) 

Mfg. License No./ : MNB/05/263 MA number/ : J1Il-N2(001119)-(Pf-

IlpoH3B0l{CTBeHHaSI JIHUeH3HSI HoMep PY RU) 

.N'!! 
Analysis performed according to ND/ AuaJIH3 npose,11,eH no H)].: JIIl-.N'!!(001119)-(Pr-RU)-210623 

.N'!! Test/ IloKaJaTeJih Result/ PeJyJihTaThl Specification / HopMa 

2b Sodium methyl parahydroxy- The retention time of the sodium methyl 
benzoate and sodium propyl parahydroxybenzoate and sodium propyl 
parahydroxybenzoate I parahydroxybenzoate peak in the 
MeTttnnaparttllpOKCtt6eH30aT Complies as prescribed I chromatogram of the sample preparation 
HaTPmI 11 rrpon11nrrapartt,1J,pOKCH- CooTBeTcTByeT corresponds to that in the chromatogram 
6eHJoaT HaTPIUI of the standard preparation (Assay 

section). I BpeMeHa y,1J,ep)l{HBaHm1 
OCHOBHhlX ITHKOB Ha xpoMaTorpaMMe 
HCIThITyeMoro pacTBopa ,IJ,OJDKHhl 
COOTBeTCTBOBaTb BpeMeHaM 
y,1J,ep)l(ttBaHHll OCHOBHhIX ITHKOB Ha 
xpoMaTorpaMMe paCTBopa CTaH,1],apTHhlX 
o6pa3~0B MeTHJirrapar11,1J,poKc116ett3oaTa 
11 rrporrHJirrnpam,1J,poKc116eHJOaTa. 
(pa3,IJ,eJI «KonWieCTBeHHoe 
orrpe,1J,eneHHe») 

3 Weight of package content/ 30.4g I 30.4 r Should correspond to the requirements / 
Macca coLtepJKnMoro B COOTBeTCTBIIH c Tpe6oBaHHllMII. 
ynaKOBKH 

4 pH of aqueou!i !iU!ipen!iion / 6.6 6.0- 7.8 / Or 6.0 110 7.8 
pH so,11,uoii cycneH3HH 

Remarks : The Product confirms to ND/ Conclusion : AP.PROVED / 
ITp 11Meqamie: TipOJzyKT coorn0TcTayeT 1-peGosamtllM Ht( 3aKJIIO'lemte: O)1,OliPEHO 

1:=:::============::;-;:::=========~;::=i;:::=========: 
Prepared by I 
no;rroTOBJie1-10: 

Anchal ~{ 

I
D ate /29, 11 .202 -

_.[l;aTa: 
I Date /29. l l.2025 

)].aTa: 

·ed by (AQA) I Approved by: Quality Assurance/ A uthorized 
e1m( Orr): person I O,1J,06pe1m: O6ecne4emre 

D ate /29 .11.2025 
,Uarn: 

n Ka4ecrna/OrnercTBe1rnoe m n.lo: 

EM' 

Registered Office: 8-2.-337, Road No. 3, Banjara Hii!s, Hyderabad - 500034, 1elangJna, inclia 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mall@clrredclys.com 

CIN: LS5195AP1934PLC004507 
www.drredd'{s.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM<l>HKAT AHAJIM3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDiA 

Tel : -'-91 98166 56001 -()) 
www.drreddys.com 

Page 3 of 7 I CTp. 3 H3 7 

Product/ : Ketorol gel for external use 2 % 
TipOJlYKT KeTOpon®, renb .ll)lll ttapy)l{ttoro np11Mettemrn 2 % 
Marl<et / Russia / Pocc11J1 
PblHOK 

Batch No/ : V250913 Batch Quantity/ : 32500 units/ 
CeplfH .N"!! Pa3Mep cepuu 32500 e,nUHHLI_ 

Analytical Report No/ : 040003193406 Date of Analysis I : 28-11-2025 
AuaJJHTH'-lecKufi OT'-leT .N"!! ,ll,aTa auaJiuJa 

Date of Manufacture/ : 11/2025 Date of Expiry/ : 10/2027 
JlaTa npOHJB0,11,CTBa ro,neH ,11,0 (BKJI.) 

Mfg. License No./ : MNB/05/263 MA number/ : JUl-.N~(00 1119 )-(Pf -
Ilpott3BO)lCTBeHHaSI JIHQeH3HSI HoMep PY RU) 
.N"!! 
Analvsis performed according to ND/ AuaJiu3 npoBe,neu no H)l: JIIT-.N"!!(001119)-(Pr-RU)-210623 

~ 

.N"!! Test I IloKaJaTeJib Result/ PeJyJibTaTbI Specification / HopMa 

5 Viscosity / BHJKOCTb 7.668 poise/ 7.668 nya3 Between 5 and 12 poise / 
OT 5 ,no 12 nya3 

6 Related substances/ IlpuMecu 
Ketorolac 1-keto analogue I Not more than 1.0 % /He 6onee 1,0 % 
1-KeToattanor KeToponaKa 0.0293% 

Ketorolac I-hydroxy analogue I Below LOQ (LOQ = 0.020 %) / H11ll<e Not more than 0.5 % / He 6onee 0,5 % 
1-rn,npOKCHaHanor KeTOponaKa npe.11ena KOJrn'leCTBCHHoro onpe.11enemrn 

(CTKO = 0.020%). 

Any single unidentified Below LOQ I Htt)l(C npc.11cna Not more than 1.0 % / He 6onee 1,0 % 
impurity/ E,n11tt111rnaJ1 KOJIH'leCTBeHHOro onpC,IICJICHHll 

He11,neHTM~M~HpOBaHHaJ1 
npttMeCh 

Total impurities / CYMMa Not more than 3.0 % / He 6onee 3,0 % 
rrp11Meceif 

0.0293% 

7 Microbial limits / MuKpo6110Jioru1.JecKaS1 '-IHCTOTa 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
II puMelfa uue: Ilpo,nyi,T coorneTcTByeT Tpe60BaHMJ1M H,n: 3aKll.J01.Je1rne: O)lOliPEHO 

Prepared by / 
Ilo,nrOTOBJieHJMO: 
Anchal 

~ 

Date /29 .11.2025 
.l].arn: 

Checked by/ C eked by (AQA) / Approved by: Quality Assurance/ Authorized 
IlpoBepetto: rrp )Bep uo(AOK): person/ O,no6petto: O6ecneqeu11e 
Rama Kant ~ Ab

1 

µshek Chauhan Ka'lecrua/OTBeTCTBeHHOe JIMU0: 

~ 1/ I ~ ' ~ 
Date /29 .11.2025 Date /29 .11.2025 'Date I 2.f:/~fl .. ?-Ot~ 
,n:nrn: ,n:orn: .l1:□TO: 

Registered Ofiice: 8-2-337, Road No. 3, Ganjara Hii!s, Hyderabad - 500034, TelangJna, indi3 
Tel : +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.c:om 

CIN: L8519SAP1934PLC004507 
w11vw.drreddys.corn 

I 



•·· Dr.Reddy's ~~• 

CERTIFICATE OF ANALYSIS 
CEPTl1<1>11KAT AHA.J1113A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Kho\, Nalagarh Road, Baddi, 

Distt. Solan, H.P., 173 205, iNDiA 

Te l : :91 92166 56001-02 
wvvw.drreddys.com 

Page 4 of 7 / CTp. 4 113 7 

Product I : Ketorol gel for external use 2 % 
Ilpo.ayKr Kempon®, reJib .n.ru1 Hapy)lrnoro npHMeHemrn: 2 % 

Market/ 
Russia/ Pocc1-rn. 

PbIHOK 

Batch No/ : V250913 Batch Quantity I : 32500 units / 

Ceom1.N!! PaJMep cep11n 32500 e,ll,HH11U. 

Analytical Report No I : 040003193406 Date of Analysis/ : 28-11-2025 

AttaJJHTH'-lec1mu oT'-leT X2 ,n:aTa attaJIHJa 

Date of Manufacture / : 11/2025 Date of Expiry / : 10/2027 

,n:aTa DPOHJBO/lCTBa ro)leH ,ll,O (BKJI.) 

Mfg. License No./ : MNB/05/263 MA number/ : Jlll-N2(001 l 19)-(Pf-

IlpOHJBO)lCTBeHHaH JIHU.eHJHH HoMep PY RU) 

X2 

Analysis performed according to ND/ AttaJIHJ npose)leH no H,n:: .J1Il-.N'!i(001119)-(Pr-RU)-210623 

X2 Test/ IlotcaJaTMb Result/ PeJyJ11>TaT1>1 Specification / HopMa 

Total aerobic microbial count / Less than 10 CFU/g / MeHee 10 Not more than 102 CFU/g / 
O6w,ee 'IHCJIO a3p06HbIX KOE/r He 6onee 102 KOE/r 
MHKpoopraHHJMOB 

Total combined yeast and Less than 10 CFU/g / MeHee 10 Not more than 101 CFU/g / 
molds count / O6w,ee 'IHCJIO KOE/r He 6onee 101 KOE/r 
.ll.PO)l()l(eBbIX H nnecHeBblX 
rpH60B 

Pseudomonas aeruginosa Absent in 1 g/ OTcyTcrnyeT B 1 r Should absent in 1 g/ OTcyTCTBHe B 1 r 

Staphylococcus aureus Absent in 1 g/ OTcyTcrnyeT B Ir Should absent in I g/ OTCYTCTBHe B Ir 

8 Assay/ KoJIH'-leCTBeHHoe onpe)leJiett11e: 

Ethanol / 3TaHOJI 99.2% NLT 85 % and NMT 115 % of the 
labeled amount I 
OT 85 ,ll,0 115 % OT 3aHBJieHHOro 
KOJIH'-!ecrna 

Dimethyl sulfoxide / 101.8 % NLT 90 % and NMT 110 % of the 
,n:HMeTHJICYJibq>OKCH,ll, labeled amount / OT 90 ,ll,O 110 % OT 

3aHBJieHHOfO KOJIWJeCTBa 

Sodium methyl parahydroxy- 98.6% NLT 90 % and NMT 110 % of the 
benzoate / MeTHJinapa- labeled amount I OT 90 ,ll,0 110 % OT 
rH,ll,pOKCH6eH30aT HaTPHH 3aHBJieHHOfO KOJIWJeCTBa 

R emarks : The Product confirms to ND/ Conclusion : APPROVED I 
[] pHMe'-laHne: n ponyKT C0OTSeTCTByeT Tpe6oaamurM H,n: 3aKJIIO'-leHHe: o,n:OliPEHO 

Prepared by / Checked by / C ecked by (AQA) / Approved by: Quality Assurance/ Authorized 
n o,ll,fOTOBIIeHO: llponepeHo: TT oeepeHo AOK): person/ O,ll,o6petto: O6ecne'leH11e 

Anchal ~~L Rama Kant J- I Ab t lu,k Char n Ka'leCTBa!OTBeTCTBeHHOe JIHU.O: 

~c,,/ 64 
> 

Date /29 .11 .2025 Date /29 .11.2025 Date /29 .11.2025 !Date / )-?/ r / / r},-02,,f I ,UaTa: ,n:1m1: ,n:urn: ,n:nm: 

Registered Office : 8-2-337, Road No. 3, Banjara Hi l!s, Hyderabad - 500034, , el,m g3na, india 
Tel: +9140 ,1900 2900, Fax: +9140 4900 2999, Email : mail@dmiddys.r.om 

CIN: L85195AP1934PLC004507 
www.drreddys.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTl1<1>11KAT AHAJUBA 

Dr. Reddy's Labo~atories Ltd. 

Formulation Unit-6 
Viii. Kho!, Nalagarh Road, Baddi, 
Disi:t. Solan, H.P., 173 205, INDiA 

Tel : +91 98166 56001-02. 
wvvw.clrreddys.com 

Page 5 of 7 / CTp. 5 HJ 7 

Product/ : Ketorol gel for external use 2 % 
Ilpo,!lYKr Kempon®, reJib ,11,.ru1 Hapy)l<HOro rrpttMeHemrn 2 % 

Market/ 
Russia I PoccIDi 

PbIHOK 

Batch No I : V250913 Batch Quantity/ : 32500 units I 

CepHH.N'!! Pa1Mep cepHH 32500 e)JHHHU 

Analytical Report No/ : 040003193406 Date of Analysis / : 28-11-2025 

AttaJ1HTH'1ec1mu 0T'leT .N'!! ,LJ:aTa aHaJlH3a 

Date of Manufacture / : 11/2025 Date of Expiry/ : 10/2027 

.l(aTa llP0H3B0)JCTBa ro,11eH )10 (BKJl.) 

Mfg. License No./ : MNB/05/263 MA number/ : JU1-N~(001119)-(Pf-

IlpOU3BO)ICTBeHHaH JlHU:eHJHH HoMep PY RU) 

.N'!! 
Analysis performed according to ND I AttaJlHJ npoBe,11eH no H,ll: JIIl-.N'!!(001119)-(Pr-RU)-210623 

.N'!! Test I IloKa1aTeJ1b Result/ Pe1yJ1bTaTbI Specification / HopMa 

Sodium propyl parahydroxy- NLT 90% and NMT 110% of the 
benzoate I Ilpo1111nrrapa-

98.9% 
labeled amount / OT 90 )JO 110 % OT 

rn,npoKc116eHJOaT ttarpm1 Ja}IBJieHHOrO KOJlff'-IeCTBa 

Ketorolac tromethamine / NLT 90 % and NMT 110 % of the 
KernponaKa rpoMeTaMHH 

100.6% 
labeled amount / OT 90 ,no 110 % OT 
Ja}IBJieHHOro KOJIWieCTBa 

- -
9 Package / OnHcaHHe 30 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 

ynaK0BKH tube together with patient information leaflet in a carton. I ITo 30 r B Ty6y 113 
JiaMHHHpOBaHffOro aJIIO M HHl-rn, CHafoKeHHyIO MeM6paHott )]JI}! KOHTµOJIH 
rrepBoro BCKpblTIDI. Ilo 1 Ty6e BMeCTe C HHCTPYKUHett 110 Me)JHUHHCKOMY 
11p11MeHeHHIO (JIHCTKOM-BKJia)JblllleM) B 11a11Ky KapTOHHyIO. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpttMe'latt11e: Ilpo,nyKT cooTBeTcTByeT Tpe60BaHID1M H,D; 3aKJlIO'leHHe: O,LJ:OliPEHO 
:=========;;:::::=====:::::::;;:=======: 
Prepared by / 
Ilo,nrom1me1m· 
Anchal 

Date /29 .11.2025 
)];am. 

Checked by/ 
ITpoBepetto: 
Rama 

Date /29 .11.2025 
,D;aia. 

C ecked by (AQA) / 
np\ BepeHO AOK): 
Ab ishek Chauhan 

\ 
Date /29 .11.2025 
)];au1. 

Approved by: Quality Assurance/ Authorized 
person I 0)Jo6petto: 06ecrre11ett11e 
Ka11ecTBa/0TBeTCTBeHHOe JIHUO: 

~i 
;v 

Registered Office: 8-2.-337, Road No. 3, Ganja1·a Hii!s, Hyderabad - 500034, 1elangJna, lncii;:i 
Tel: +9140 .c:-900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1934PLC004S07 
www.drreddys.com 



•·· Dr.Reddy's "'llllii~• 

CERTIFICATE OF ANALYSIS 
CEPTM<l>HKAT AHAJ1113A 

Dr. Reddy's Labo:-atories Ltd . 
Formulation Unit-6 
Viii. Khoi, f1ialagarh Ro3d, Baddi, 
Distt. Solan, HP. , 173 205, iNDiA 
T(I : : '.J1 S21GS 55001-02 
wvvw.d rreddys.corn 

Page 6 of7 / CTp. 6 H3 7 

Product/ : Ketorol gel for external use 2 % 
Ilp0/1:YICT Kempon®, reJJb ;1,iu1 ttapy)lrnoro np11Mettett11H 2 % 
Market/ 

Russia / PoccIDI 
PbIHOK 
Batch No/ : V250913 Batch Quantity/ : 32500 units I 
Cemrn N!! PaJMep cepttn 32500 e.D.11Hl11J. 

Analytical Report No/ : 040003193406 Date of Analysis I : 28-11-2025 
AHaJlHTH'-leCKHfi OT'-leT N!! )laTa aHaJIH3a 

Date of Manufacture/ : 11/2025 Date of Expiry / : 10/2027 
JlaTa llPOH3B0JJ.CTBa roJJ.eH JJ.0 (BKJI.) 

Mfg. License No./ : MNB/05/263 MA number/ : JITI-N!!(00I 119)-(Pf-
IlpOH3B0tl;CTBeHHaH JIHUeH3HH HoMep PY RU) 
N2 

Analysis performed according to ND/ AHamn nposeti;eH no H)l: JITT-N!!(001119)-(Pr-RU)-210623 

API name/ HattMeHOBaHne A<l>C: Ketorolac tromethamine / KeToponaKa TPOMeTaM11H 
--
INN /MHH: Ketorolac / KernpoJJaK 

API manufacturer batch number/ 
ABSH001414 

HoMep cepntt npoHJBOti;HTeJIH A<l>C: 

FP Manufacturer API Batch number/ 
HoMep ceputt cy6cTaHu.nu FESA00170 
npOH3B0tl;UTeJISI r JI <I>: 

API Manufactured by & country / 
Dr. Reddy's Laboratories Ltd., India / ,[(-p Pe.rrJu1 • c Jla6opaTOp113 JlT.l], 11 H.l]HH Ilpott3BOJJ.HTeJib A<l>C, cTpaHa: 

Name, address, authorization No for Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, 
FP manufacturing site / Control site/ Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No 
Release site/ MNB/05/263) / 
HattMeHoBanue, at1.pec, JIHUeHJ1rn JJ.JIH ,[(-p PeM11'c Jla6oparnp11c JlT.D.., HH.l]ml, Tip0113B0.1J.CTBeHHOe 
IIpOH3B0tl;CTBeHHaSI nJiomati:Ka / no.D.pa3.l]eJJett11e-6, B11nn . KxoJib, HaJiarapx Poy.ll, 6a.l].l1H, ,[(11cTPHKT Co11att, 
IIJiomai.Ka KOHTpOJISI Ka'ieCTBa / x.n., 173205, l1H}]l1H (JI11UeH31UI HOMep MNB/05/263) 
IIJiomai.ica BblllYCKa 

Remarks : The Product confirms to ND/ 
Ilp11Mc•rn1-111e: npo.a,yn cooTBeTcT.syeT TPe6oBammM H)l, 

Conclusion : APPROVED / 
3a"'-111oqe1me: O)lOEPEHO 

Prepared by I Checked by/ Che • ed by (AQA) / 
IToJJ,rOTOBJlm· . IIposepetto: Ilpo peH0 AOK) : 
Anchal Rama Kaut Abhi 1ek Chauhan 

1:======-,__===:::::====~=====: \ 
Date /29 .11.2025 
.D:aTa: 

Date /29 .11.2025 
)laTa: ,[(arn: 

Approved by: Quality Assurance/ Authorized 
person/ Oti:o6petto: O6ecneqett11e 
Kaqecrna/OTBeTcTBem1oe n11u.o: 

IDate / 
,l:{a111: 

~) 

Registered Office: 8-2-337, Road No. 3, Banjara Hit!s, Hyderabad - 500034, , ela11gJ r.a, india 
Tel: +9140 ~900 2900, fax: +9140 4900 2999, Email: mall@dm!ddys.r:on1 

CIN: L85195AP1934PLC004507 
www.Gr,edci-;s.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM<l>UKAT AHA.JUBA 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
I/ill. Kho!, f\Jalagarh Road, Baddi, 
Dist t. Solan, H.P., 173 205, INDiA 

Tel : +91 <:,3 166 56001-02 
www.drreddys .com 

Page 7 of7 / CTp. 7 1u 7 

Product/ : Ketorol gel for external use 2 % 
IlpoJJ.YKT Kempon®, reJib ,IIJUI ttapy)KttOro llpllMCHeHl!ll 2 % 
Market/ 

Russia / PoccIDI 
PbIHOK 

Batch No/ : V250913 Batch Quantity/ : 32500 units / 
Cepusi .N"!, Pa3Mep cep1rn 32500 e.QHHIUJ. 

Analytical Report No/ : 040003193406 Date of Analysis / : 28-11-2025 
AuaJJHTHl.fecKHH OT'-ICT .M, .U,aTa auaJIH3a 

Date of Manufacture / : 11/2025 Date of Expiry/ : 10/2027 
llaTa npoH3BOtJ.CTBa rotJ,eH tl,O (BKJI.) 

Mfg. License No. / : MNB/05/263 MA number/ : J1IT-N!!(001 l 19)-(Pf-
IlpOH3B0tJ,CTBeHH3SI J1HUeH3HSI HoMep PY RU) 
.N'!! 
Analvsis performed accordin2 to ND/ AuaJIHJ npoBetJ,eH no H.U,: JIIl-.N'!!(001119)-(Pr-RU)-210623 

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch 

of product has been manufactured, including packaging/labeling and quality control at the above mentioned 

site(s) in full compliance with the GMP requirements of the Eurasian Economic Union and requirements to the 

medicinal quality and with the specifications in the Marketing Authorization dossier of the importing country. 

Production, packaging and testing records are verified and their compliance with Good Manufacturing Practice 

of the Eurasian Economic Union is established». 

3aKJiroqeuue O COOTBCTCTBHH: «HacTOHI..QHM j{ TTO.D,TBep)K)J,alO, lffO np1rne.D,eHHaH Bblllle HH<pOpMaQHH 

HBJrneTC$1 .D,OCTOBepHOH H TOl.JHOH. 3Ta cepH$1 npO.D.YKQHH np0113Be.D,eHa (BKJJIOl.Ja$1 ynaKOBKY (MapKHpOBKy) H 

KOHTpOI1b Kalfecrna) Ha BbillleyKa3aHHOH npOH3B0.D,CTBeHHOH TTJ10I..Qa.D,Ke (nJIOI..Qa.D,Kax) B TTOJ1HOM COOTBeTCTBHH 

c Tpe6oBaHHHMH IlpaBttJJ Ha.D,Jie)KaJ..Qe11 npoH3BO.D,CTBeHHOH npaKTHKH EBpa3ttMCKoro 3KOHOMHl.JecKoro co103a 

H Tpe6oBaHHHMH KOHTpOI1H Kal.JeCTBa JieKapcTBeHHbIX cpe.D,CTB, a TaK)Ke B COOTBeTCTBHH co cneQH<pHKaQWIMH, 

CO.D,ep)KaJ..QHMHCH B perHCTPaQHOHHOM .D,OCbe crpaHbl-HMnoprepa. 3anHCM no npOH3B0.D,CTBY, ynaKOBKe H 

aHaJJH3Y npoBepeHbl, tt ycTaHOBJleHo HX COOTBeTCTBHe rpe6oBaHHHM IlpaBHJ1 Ha.D,JJe)KaJ..QeH. npOH3B0.D,CTBeHHOM 

npaKTHK EBpa3HHCKOfO 3KOHOMH4eCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Me'-lau11e: ITpo.u,yKT coorneTcrnyeT TPe6oBaHIDIM H}l 3aKJIIOl.feuue: O.U,OliPEHO 

Prepared by / 

Anchal 
TI0.1J,roro11ne~~ 

Dale /29 .11.2025 
}la,a. 

Checked by/ ICh eked b AQA)/ Approved by: Quality Assurance/ Authorized 
ITpoaepeHo: ITp 0epeH0 AOK): person / O.u,o6petto: 06ecrre'-leHHe 
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