
••• Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTII<l>HKAT AHAJIHJA 

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

Tc!: +91 98166 55001-02 
www.drreddys.com 

Page 1 of7 / CTp. 1 HJ 7 

Product/ : Ketorol gel for external use 2 % 
Ilpo£tYITT Kernpon®, reJlb ,UJl!! Hapy)l(Horo npMMeHemrn 2 % 

Market/ 
Russia / Poccm1 

PblH0K 
Batch No/ : V250912 Batch Quantity/ : 19403.000 units/ 

CepuH .N"! PaJMep cepnn 19403.000 e.D.HHHU 

Analytical Report No/ : 040003192492 Date of Analysis / : 28.11.2025 

AHaJJHTHqecKHH OTqeT .N"! ,l(aTa auaJ1ma 
Date of Manufacture/ : 11/2025 Date of Expiry / : 10/2027 

.ll:aTa npottJBOtJ:CTBa fotJ:eH AO (BKJ1,) 
Mfg. License No. / : MNB/05/263 MA number/ : JIIT-N!!(00l 119)-(Pr-

IlpOH3BOACTBeHHaH JlHU,eHJHH HoMep PY RU) 

.N"! 
Analvsis performed accordin2 to ND/ AnaJ1tt3 nposetJ:eH no H.ll:: JIIl-.N"!(001119)-(Pr-RU)-210623 

-
.N"! Test I IloKaJaTeJlb Result I PeJyJlbTaTbt Specification / HopMa 

1 Description / Onttcauue Homogeneous semi-transparent gel Homogeneous transparent or semi-
with characteristic odor / transparent gel with characteristic odor / 
OtJ:HOpOt!,HbIH nonynpo3patIHhIH. reJTb Ot1,ttopot1,Hhti1 np03patIHhIH 11J111 
c xapaKTeptthIM 3anaxoM. nonynp03patIHbIH renh c xapaKTepttbIM 

3anaxoM. 

2 Identification / lfoeHTn<l>nKaunH 
2a Ketorolac tromethamine / Complies as prescribed / The retention time of the main peak in the 

KernponaKa rpoMeTaMHH CooTBeTcTByeT chromatogram of test solution should 
correspond to that in the chromatogram 
of ketorolac tromethamine reference 
standard solution (Assay section). I 
BpeM!I yt1,ep)l(HBaH11!1 OCHOBHOfO nnKa 
Ha xpoMaTorpaMMe l:ICTThITyeMoro 
pacrnopa tl,OJT)l(HO COOTBeTCTBOBaTb 
apeMeHI:I yt1,ep)l(I:1Bamrn OCHOBHOfO n11Ka 
Ha xpoMaTOrpaMMe pacrnopa 
CTaH.D.apTHOro 06pa3ua KeToponaKa 
rpoMeTaMI:IHa (pa3tJ,eJT 
«Konl:1"4ecrnettHoe onpet1,enettI:1e») 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMeqauue: ITpot1,yKT coorneTcTByeT rpe6oaatt11!1M H,[( 3aKmoqeune: O,l(0:6PEHO 
~=======:::::::::::=;-;:::==========:;-;::::::::=========! 
Prepared by / 
ITot1,r0TOBJleHo: 

ogesh Chauhan 

{ / ' 

Date/ 
JJ:am: 28.11.2025 

Checked by/ 
ITposepetto : 

Pcavesh Rant 

Date/ 
)],ant: 28 .11.2025 

Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
npoaepeH0 (AOK) : person/ Ot1,06peuo: O6ecne1IeHI:1e 
.A.mit Kumar KatiecTBa/OrneTcTBeHHoe JTI:IUO: 

Date I 
JJ:ara: 28.11.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hii!s, Hyderabad - 500034, Tel,rnpna, lndiJ 
Tel: +91404900 2900, Fax: +9140 4900 2999, Email: mai!@dm•dciys.com 

CIN: L85195AP1934PLC004507 
www.drredciys.com 
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••• Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho !, Nalaga rh Road, Baddi, 

Distt. So la n, H.P., 173 205, il\lDiA 

T~I +91 S8 .t GG SC,00 J. -02 
wvJw.drreddys.com 

Page 2 of 7 / CTp. 2 HJ 7 

Product/ : Ketorol gel for external use 2 % 
IlpO.UYKT KeTOpon®, reJJb .wrn. ttapy)lrnoro rrp11MeHeHHR 2 % 
Market/ 

Russia / PoccID! 
PblHOK 

Batch No I : V250912 Batch Quantity/ : 19403.000 units / 

CepuH .N"!! Pa1Mep cepuu 19403.000 e,IIJIHHL\ 

Analytical Report No I : 040003192492 Date of Analysis/ : 28.11.2025 

AHaJJHTU'leCKHH 0T'leT .N"!! ,LJ:aTa auaJ1u1a 

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

,lJ:aTa nPOll3B0,11;CTBa ro,11;eu ,11;0 (BKJJ.) 

Mfg. License No./ : MNB/05/263 MA number/ : JUl-N!!(OOl 119)-(Pr-

IlpOH3B0,11;CTBeHHaH JlHL{eH3IIH HoMep PY RU) 

.N"!! 
Analysis performed according to ND I AuaJJHJ np0Be,11;eu no H,LJ:: JIIl-.N"!!(001119)-(Pr-RU)-210623 

.N"!! Test/ Iloica1aTeJJb Result/ Pe1yJ1bT3Tbl Specification / HopMa 

2b Sodium methyl parahydroxy- Complies as prescribed / The retention time of the sodium methyl 
benzoate and sodium propyl CoorneTcrnyeT parahydroxybenzoate and sodium propyl 
parahydroxybenzoate / parahydroxybenzoate peak lll the 
MeTHJ1napar11,11;pOKCH6eH30aT chromatogram of the sample preparation 
HaTP,rn 11 npon11nrraparn,11;p0Kcn- corresponds to that in the chromatogram 
6eHJoaT HaTPID! of the standard preparation (Assay 

section). I BpeMeHa y ,11;ep)KHBaHH51 
OCHOBHblX nHKOB Ha xpoMaTorpaMMe 
MCI1bITyeMoro pacrnopa ,uomKHbl 
COOTBeTCTBOBaTb apeMeHaM 
y.nep)l(HBaHH51 OCHOBHblX ITHKOB Ha 
xpoMaTorpaMMe pacrnopa crntt,napTHhIX 
o6pa3l.\OB MeT11J1rrapar11.npoKc116eH3oaTa 
M nporr11J1rraparn.np0Kc116ett3oarn. 
(pa3_nen «KOJJJ-llieCTBeHHOe 
orrpe.nenetttte») 

3 Weight of package content/ 50.7 g I 50.7 r Should correspond to the requirements / 
Macca co,11;ep1KHMoro B COOTBeTCTBMl1 C Tpe6osaHM51MH. 
ynaK0BKH 

4 pH of aqueous suspension/ 6.5 6.0 - 7.8 / OT 6,0 .no 7,8 
pH B0.LIHOil cycneH3HH 

Remarks: The Product confirms to ND/ C onclusion: APPROVED/ 
l1puMe'laHHe: Tipo,nyKT cooTBeTCTByeT TPe6oBaHIDIM HA 3a1m 1o~e1rne: O,LJ:OliPEHO 

Prepared by / Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
n o.LlrOTOBJJCRo: ITpoBepeuo: ITpoBepeHo (AOK): person / O,uo6petto: 06ecnelfeH11e 

Y ogesh Chanhon Pravesh Ran'/ Amit Kumru- Kasecm/OrnmTileH Hoe nHuo: 

{ ,; • r-- 1~ 
Date I Date / Date / IDate / J< ,: 
}];am: 28.11.2025 ,nam: 28 .11.2025 )lam: 28.11 .2025 .ll:aTa: 2., 1'7 I ,- ) .-0 ?,~ 

Reg iste red Office : 8-2-337, Road No. 3, Banjara Hii!s, Hyde rabad - 500034, 1el,rngJna, inci ia 
Te l: +91 40 L:900 2900, Fax: +9140 4900 2.999, Email : mai!@dmidcJys.r.om 

CIN : L85195AP1934PLC004507 
www.d rredciys.com 



••• Dr. Reddy's ~;• 

CERTIFICA NALYSIS 
CEPTM«l>HI JUBA 

Dr. Reddy's Labo~atories Ltd . 
Formulation Unit-6 
Viii. Kho!, Nalagc1rh Road, Baddi, 
Distt. Solan, H.P., 173 205, iNDIA 

1-e:1 : +91 SOJ. GG 56001-02 
w vJw.d rreddys.corn 

Page 3 of 7 / CTp. 3 HJ 7 

Product/ : Ketorol gel for external use 2 % 
TipO/lYKT Kempon®, renh ,!UUI Hapy)lrnoro np11MeHemui 2 % 
Market/ 

Russia I PoccHJl 
PblHOK 
Batch No I : V250912 Batch Quantity / : 19403.000 units/ 
CepHSI .N'2 Pa3Mep cep1111 19403. 000 e,11_mrnu 

Analytical Report No I : 040003192492 Date of Analysis/ : 28.11 .2025 
AHaJUITttlfec,rnii OTlfeT .N'! )laTa auamna 
Date of Manufacture / : 11/2025 Date of Expiry/ : 10/2027 
IlaTa Ill)0113BOACTBa ro)J.eH ./lO (Blrn.) 
Mfg. License No./ : MNB/05/263 MA number/ : Jlfl-N!!(00l 119)-(Pf-
Tip0113BOJJ.CTBeHHaSI JlHUeHJHSI HoMep PY RU) 
.N'! 
Analysis performed accordin2 to ND/ Auamn npoae,11_cH no H)l: JITI-.N'2(001119)-(Pr-RU)-210623 

.N'2 Test/ TI0Ka1aTeJ1b Result/ Pe1yJ1bTaTbI Specification / HopMa 

5 Viscosity/ BH3KOCTb 7.368 poise / 7.368 nya1 Between 5 and 12 poise / 
OT 5 ,11_0 12 nya3 

6 Related substances/ Ilp11Mec11 
Ketorolac 1-keto analogue / 0.0279 % Not more than 1.0 % /He 6011ee 1,0 % 
1-KeToaHanor KeToponaKa 

Ketorolac I -hydroxy analogue / Below LOQ (LOQ = 0.020 %) I H1-1lKe Not more than 0.5 % / He 6011ee 0,5 % 
1-rnApOKCHaHanor KeT0p0JiaKa npenena K0JJl1'1ecTBeHH0ro onpeneneHHll 

(TIKO = 0.020 %) 

Any single unidentified Not more than 1.0 % I He 6011ee 1,0 % 
impurity/ EAHHl-fllHmI Below LOQ (LOQ = 0.025 %) I H1-1lKe 
HeHAeHTH~Hl\HpOBaHHaH npenena K0JJ11qecTBeHHoro onpeneneHHll 
npHMeCb (TIKO = 0.025 %) 

Total impurities/ CyMMa 0.0279 % Not more than 3.0 % / He 6011ee 3,0 % 
npwMecett 

7 Microbial limits / MttKpo6110J10ntlfecKaS1 lfHCTOTa 

Total aerobic microbial count/ Less than 10 CFU/g / Not more than 102 CFU/g / 
O6mcc qncno a)po6Hb1x Menee 10 KOE/r He 6011ee 102 KOE/r 
MHKpoopram13MOB 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpwMelfauwe: npo,nyKT cooTBeTcTByeT Tpe6oBaHtUIM HA 3aKJ110lfenue: O.LJ:O6PEHO 

1:=:::=============..============::;-;===:::::::::::::=====! 
Prepared by / 
n .l].fOT0BJteHO: 
Yogesh Chauhan 

Date / 
..D:aTa: 28.11.2025 

Checked by I 
n poaep FIO: 

Prave h Ra? 

Date/ 
)];am: 28 .11.2025 

Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
ITpoBepetto (AOK): person / OJJ.o6peHo: O6ecneqeHHe 
Amit Kwnar r-:a•1ecma/OTBeTcTBe1rnoe nwuo: 

l 

/"/ .,,-<C --

ale/ 
JJ:arn: 28 .11.2025 

Registered Oifice: 8-2-337, Road No. 3, Banjara Hii!s, Hyderabad - 500034, 1elangJn a, india 
Tel : 1-9140 4900 2900, Fax: +9140 4900 2999, Email : mai!@dmiddys.mm 

CIN : L85195AP1934PLC004507 
www.drreddys.com 



·•· Dr.Reddy's ~;• 
Dr. Reddy's Labo;-atories Ltd. 
Formu lation Unit-6 
Viii . Khol, Nalagilrh Ro ad, Baddi, 
Distt. Sol an, H.P., 173 205, iNDiA 

Te l : i-91 9S 1G U 5GOC; 1-0 ~~ 
www.drrecidys.co rn 

Page 4 of7 / CTp. 4 HJ 7 

Product/ : Ketorol gel for external use 2 % 
Ilpo.,a.y1rr Ke-ropon®. renh .LLJUr lrnpynmoro npttMeHemu1 2 % 
Market/ Russia / Poccm1 
PbIH0K 

Batch No/ : V250912 Batch Quantity/ : 19403 .000 units/ 
Ccpu si .N'!! PaJMcp cepI111 19403 .000 e.UHHHU 

Analytical Report No/ : 040003192492 Date of Analysis / : 28.11.2025 
AHaJlHTH'leCKHH 0T'leT .N'!! ,[{aTa aHaJinJa 

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

,[{aTa ITDOJ13BOJJ,CTB3 ro,!leH ,!lO (BKn.) 

Mfg. License No./ : MNB/05/263 MA number/ : JITI-.N5!(001 l l 9)-(Pf-
Ilp0113B0,!lCTBeHHast JIHUeHJHSI HoMep PY RU) 

.N'!! 
iAnalysis performed according to ND/ AHamn nposc.nen no 1::1.ll.: JIIl-.N'!!(001 119)-(Pr-RU)-2 10623 

.N'!! Test/ IloKaJaTeJib Result/ PeJyJibTaTbl Specification / HopMa 

Total combined yeast and Less than 10 CFU/g / Not more than 101 CFU/g / 
molds count / O6mee MeHee 10 KOE/r He 6onee 101 KOE/r 
'IHCJJ0 .D,pO)fO!<eBhlX 11 

rrnecHeBhIX rptt6os 
Pseudomonas aeruginosa Absent in 1 g/ OTcyTcTByeT s 1 r Should absent in I g/ OTcyTcTB11e B Ir 

Staphylococcus aureus Absent in 1 g/ OTcyTcTByeT B 1 r Should absent in 1 g/ OTcyTCTBHe B 1 r 

8 Assay/ KoJill'leCTBeHHOC onpe,!lCJICHHe: 

Ethanol / 3TaHOJI 98 .3 % NLT 85 % and NMT 115 % of the 
labeled amount I 
OT 85 .uo 115% OT 3MBJieHHOfO 
KOJJH.'leCTBa 

Dimethyl sulfoxide / 101.7 % NLT 90 % and NMT 110 % of the 
JJ:11MeTHJICYJih~OKCJ1.D, labeled amount / OT 90 .uo 110 % OT 

JaHBJieHHOfO KOJIW-!eCTBa 

Sodium methyl parahydroxy- 98 .2 % NLT 90 % and NMT 110 % of the 
benzoate I MernJinapa- labeled amount I OT 90 .uo 1 IO% OT 
rn;:i:pOKCH6eH30aT HaTPI-UI 3aHBJieHHOfO KOJIH'!eCTBa 

R emarks : The Product confirms to ND/ C onclllsion : APPROVED I 
IlpuMe'laune: TipOAY"-'T cooTBeTCTByeT TPe6oaaHH»M H)], 3a1rn10'-1eHue: O)lOiiPEHO 

Prepared by I Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
Ilo;:i:roTOBJieHo: TTposepeHo: nposepeHo (AOK): person / O.uo6peHo: O6ecne'leHHe 
Yogesh hauhan Pmvesh Rani Amil Kumar Ka 11ecrna/O TBeTCTBeH HOe mu.1.0: 

7 

A~~c ~ i✓ 
Date/ 

I 
Date / 

I
IDate / ,~:~:; ")__G\ ---1 \ - "LA r:i,{' I )],a'fn: n.11.20:7.5 )],arn; 28.11.2025 )11mr ?R 11 ?0?'1 

Regist ered Office: s-:::-33 7, Road No. 3, Ganjara Hii!s, Hyderabad - 500034, TelangJr.o, India 
Tel: +9140 4900 2900, f ax: +9140 4900 2999, Email: mai!@dmiddy, .rnm 

CIN : L35195AP1934PLC004507 
www.drredciys.com 



•·· Dr. Reddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

Dr. Reddy 's Labo~atories Ltd. 

Formulation Unit-6 
Viii. Kho!, NalagcJrh Road, Baddi, 
Distt. Solan, H.P., 173 205, lf\lDiA 

Te i : ·:-S i S8 i o6 5600H )2 
www.cirreci rJ/s.com 

Page 5 of7 / CTp. 5 H3 7 

Product/ : Ketorol gel for external use 2 % 

TipOJlYKT Kernpon®, reJib .ll)UI Hapy)l<H0ro rrpHMeHCJUUJ 2 % 

Market/ 
Russia I Poccm1 

PblHOK 

Batch No/ : V250912 Batch Quantity/ : 19403.000 units/ 

Cepusi .N'! Pa3Mep cepnu 19403 .000 e.1u-nrnu 

Analytical Report No I : 040003192492 Date of Analysis I : 28.11.2025 

AHaJJHTHlfCCl-:UH 0TlfeT .N'! .l(aTa aHaJJH3a 

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

I.UaTa npoH3B0.l{CTB3 f'0.l{eH .l{O (BKJI.) 

Mfg. License No./ : MNB/05/263 MA number/ : JlIT-N~(00I 119)-(Pf-

TipOH3B0.l{CTBeHHaH JlHU,eH3HSI HoMep PY RU) 

.N'! 
Analysis performed according to ND I AHaJIU3 npone.r.eH no H.l(: JITI-.N'2(001119)-(Pf-RU)-210623 

.N'! Test I TioicaJaTeJib Result I PeJyJibTaTbl Specification / HopMa 

Sodium propyl parahydroxy- 98 .8 % NLT 90 % and NMT 110 % of the 
benzoate I ITpomrnnapa- labeled amount / OT 90 ,11,0 110 o/o OT 
rtt.ll.pOKCH6eH30aT HarpIDI 3aJ1BJieHH0r0 K0JIWieCTBa 

Ketorolac tromethamine / 100.8 % NLT 90 % and NMT 110 % of the 
KeTopoJiaKa Tµ0MCTaMHH labeled amount I OT 90 .ll.O 110 % OT 

3aJIBJieHH0ro KOJIWieCTBa 
-

9 Package / OnttcaHHe 50 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 
ynaKOBKH tube together with patient information leaflet in a carton. / ITo 50 r B Ty6y H3 

JiaMHHHp0BaHH0fO aJilOMHHHJI , ctta6)1(ettttyio MeM6paHOH .ll.JIJI KOHTµ0JUI 
nepsoro BCKpbrTHJI. ITo 1 Ty6e BMecTe c HHCTPYKUHett. no Me.D.HUHHCK0MY 
npHMeHeHI-tlO (JIHCTKOM-BKJia.D.blllleM) B natJKY KapTOHHyIO. 

R em.arks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'-lanue: TTpo.D.yKT cooTBeTcTByeT T])e6osaH11.J1M H,ll; 3a1rn 10'-leuue: O,ll,OliPEHO 

Prepared by / 
n o,n;rOTOBJleHO: 
Y ogesh Chauhan ,, 

i: 
Date / 
.D:aTa: 28 .11.2025 

Checked by/ Checked by (AQA) / !Approved by: Quality Assurance/ Authorized 
n ponepeHO: 1 n poB peHO (AOK): person / O.D.o6peHo: O6ecneqeHue 

Prnve. b Rani Amit Kumar Ka'!eCTBa!OTBeTCTBeHJJOC JI11U0: 

" 
- ~-~ I'_,/~~ 

Date / Date/ !Date i 'l,,1.-1, ~ vD tS 
,ll;arn: 28 .11.2025 .l(arn: 28 .11.2025 ,ll;arn: 

Registered Office: S-2-337, Road No. 3, Banjara Hii!s, Hyderabad - 50003-1, Tel~ngJna, India 
Tel: +91 40 Ll 900 2900, ~ax: +9140 4900 2999, Em ail : mai!@dm,ddys r,o;,1 

CIN : L85195AP1934PLC00450i' 
www.drreddys.com 

I 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM<I>HKATAHAJIH3A 

Dr. Reddy's Labo~atories Ltd. 
Formulation Un it -6 
Viii. Kho!, flla lagc1rh Road, Baddi, 

Distt. So!an, H.P. , 173 205, if\lDiA 

Te i : +:Ji SGi.60 56GCJ:~. -C1 
www.drreddys.corn 

Page 6 of 7 / CTp. 6 HJ 7 

Product/ : Ketorol gel for external use 2 % 
IlpO)lYICT KeTOpon®, renh )].JUI Hapy)lrnoro np11MeHemrn: 2 % 
Market/ 

Russia I PoccIDl 
PbIH0K 

Batch No/ : V250912 Batch Quantity / : 19403.000 units/ 
CepllH .N'!! PaJMCp cepna 19403.000 e,IJJIHHI.1, 

Analytical Report No / : 040003192492 Date of Analysis / : 28.11.2025 
AuaJlHTH<JeCKHH OT<JeT .N'!! .L(aTa auaJJtt3a 

Date of Manufacture/ : 11/2025 Date of Expiry/ : 10/2027 
I.L(aTa npo,nBO.llCTBa ro,lleH .llO (BKJJ.) 

Mfg. License No./ : MNB/05/263 MA number/ : JITI-.N~(00l 119)-(Pr-
TipOH380,1lCTBeHHaSI JIHl.l,eH3HSI HoMep PY RU) 
.N'!! 

Analysis performed according to ND/ Auanu1 npoaeneu no H.L(: J1n-X2(001119)-(Pr-RU)-210623 

API name/ HaHMenoaanHe A<I>C: Ketorolac tromethamine / KeToponaKa TpOMeTaMHH 

INN /MHH: Ketorolac / KeTOponaK 

API manufacturer batch number / 
ABSH001414 

HoMep ceptttt npott3B0.1lHTeJJSI A<I>C: 

FP Manufacturer API Batch number / 
HoMep cepHH cy6cTaHl.l,HH FESA00170 
npOH3B0,AHTeJISI r Jl(J>; 

API Manufactured by & country/ 
Dr. Reddy's Laboratories Ltd. , India/ ,l.1,-p Pe.ll..11,H ' c Jla6opaTOpm Jh.ll, HH.llHH Ilpott3B0.1J.HTeJJb A<I>C, cTpana: 

Name, address, authorization No for Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Viii. Kho!, 
FP manufacturing site/ Control site/ Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No 
Release site / MNB/05/263) I 
HauMeHOBaHtte, a,llpec, JJHU:eH3HSI .llJISI ,l.1,-p Pe,1uu,1'c Jla6opaTOpHC JlT,ll., 11H.1lHH, flpOH3B0.1lCTBCHH0e 
Ilp0113B0,1lCTBeHHaSI nJJoma,llKa / noJJ,pa3,1le11eu11e-6, BHJTJT. KxoJTh, Hanarapx PoyJJ,, 6aJJ,JJ,H, ,l.l,HCTpHKT Conau, 
Ilnoma,1J.Ka KOHTpOJJSI Ka<JCCTBa / X .TI., 173205, l1H,1J.HH (1111ueH3HH HOMep MNB/05/263) 
ITJ1oma11Ka BbinVCKa 

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

R emarks : The Product confirms to ND/ 
Jl p11 Mettan11e: flpo.n,yKT C00TBeTCTByeT Tpe6oBaHHHM H,D, 

Prepared by / Checked by/ Checked by (AQA) / 
floJJ.roTOBJTeuo: npoaep 1-10: TTpoBepeHo (AOK): 

ogesh Cha Pcavesh Ran'/ Amit Kum% 

1/ 
Date I Date / Dale / 
.[(ant: 28 .11.2025 ,D,ara: 28 .11.2025 ,D,ara: 28.11 .2025 

Conclusion : APPROVED / 
3aKJJIO<Jeutte: O)1.OliPEHO 

Approved by: Quality Assurance/ Authorized 
per on/ OJJ,o6peuo: O6ecnetJeHHe 
KatJecTBa/OTBeTCTBeHHOe m11.1,o : 

I 

Registered Office : 8-2-337, Road No. 3, Ganjara Hii!s, Hyderabad - 500034, 1el,rngJna, India 
Tel: ;-9140 4900 2900, Fax: +9140 4900 2999, Email : mail@dmiddys.rn:n 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM<l>HICA T AHAJIM3A 

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

fei : +9i S81t56 560u1-G2 
www.drrecidy~.corn 

Page 7 of 7 / CTp. 7 HJ 7 

Product/ : Ketorol gel for external use 2 % 
Ilpo,flyt-r KeTopon®, renh .lI,JUI Hapy;1rnoro np11Mc11emui 2 % 
Market/ 

Russia / Poccmi 
P1,rnoK 

Batch No I : V250912 Batch Quantity/ : 19403.000 units/ 
Cepusi N2 PaJMep cep1111 19403.000 e,ll.HHHU 

Analytical Report No / : 040003192492 Date of Analysis/ : 28 .11.2025 
AHaJ1HTH'-lec1rnu oT'-leT N2 ,Ll,aTa 3H3JIH33 

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

,Ll,aTa IlDOHJBO,ll.CTBa ro,ll.eH ,ll.O (BKJI.) 

Mfg. License No./ : MNB/05/263 MA number/ : J1TT-.N2(001119)-(Pr-

IlpoH3B0,ll.CTBeHH3SI mrn:eHJHSI HoMep PY RU) 

N2 

!Analysis performed accordine to ND/ AH3JIH3 np0BCllCII no J-111,: JIIl-N2(00 ll19)-(Pr-RU)-210623 

importing country. Production, packaging and testing records are verified and their compliance with Good 

Manufacturing Practice of the Eurasian Economic Union is established». 

3aKmoqeuue O COOTBCTCTBHH! «HaCT05Ill.J,HM 51 no;:nsep)K)],al-0, L!TO npHBe)].eHHa51 Bb!We HH<pOpMal.\H51 

51BJ1JleTC51 )].OCTOBepHOH H TOL!HOH. 3m cepJ.rn npO.ll.YKl.\HH npoH3Be)].eHa (BKJTI-OL!a51 ynaKOBKY (MapKHpOBKy) H 

KOHTpOJib KaLieCTBa) Ha Bb!WeyKa3aHHOH npOH3B0)].CTBeHHOH nJIOll.J,a)].Ke (nJIOlll,a)].Kax) B nOJIHOM COOTBeTCTBHH 

C Tpe6osaHH5IMH TipaBHJI Ha)].Jie)Kall.J,eH npOH3B0)].CTBeHHOH npaKTHKH Espa3HHCKOro 3KOHOMHL!eCKOrO COI-03a 

H Tpe6oBaHH5IMH KOHTpOJI51 KaL!eCTBa JieKapCTBeHHblX cpe)].CTB, a TaK)Ke B COOTBeTCTBHH co cnel.\HqJHKal(H5IMH, 

CO)].ep)Kall.(HMHC.8 B perHcrpal.\HOHHOM )].OCbe CTpaHbl-HMnopTepa. 3anHCH no npOH3B0)].CTBY, ynaKOBKe H 

aHanmy nposepeHbl, H ycTaHOBJICHO HX COOTBeTCTBHe Tpe6oBaHH5IM TipaBHJI tta)].Jle)Kalll,eH npOH3B0)].CTBeHHOH 

npaKTHK Espa3HHCKOro 3KOHOMHL!eCKOro COI-03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
Ilp11Me"!aHue: Ilpo.uyKT coorneTcTeyeT Tpe6ooaHJirnM HA 3aicJim'-lenHe: O,Ll,OEPEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
ITo..Qr0TOBJJef-lo: TTpoeepeHo: Ilposepeao (AOK): person / O,1J,06peHo: O6ecnetJem1e 
Yogesh Chaw Pravesh Rm,,, i Amit Kumruc Kaseerna/OrnemaeHHOe HHuo, 

Date/ 
,D;nTa: 28.11.2025 

Date/ 
,D;arn: 28 .11.2025 

IDate / 
)];am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hii!s, Hyderabad - 500034, TelnngJn a, lndi3 
Tel: +9140 L:900 2900, Fax: +9140 4900 2999, Email: mai!@d1T2dcJy,.com 

CIN: L8519SAP1934PLC004S07 
www.drredciys.com 


