
CERTIFICATE OF ANALYSIS 
CEPTII <l>HKA T AHAJIII3A 

Dr. Reddy's LaboraJOries Ltd. 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 

Oistt. Solan, H.P.,. 173 205, INDIA 

vvww.drr2ddys.corn 

Product: l<etorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo)].yin: I(eTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, /1.HCUeprupyeMble B D0JI0CTH pTa, 10 Mr 
Market/ hrnoK : Russia / Poccm, 
Batch No I 

: V2502414 
Batch Quantity / 36,00,000 tab I 

CepuH .N'!! O6beM cepuu 36,00,000 Ta6 
Analytical Report No / 

: 040003230815 
Date of Analysis / 22.12.2025 

AuaJIHTH --iecKnii 0T<IeT .N'!! J(aTa auaJiuJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry I 

11/2027 
J(aTa npo 113B0/1.CTBa ro/].eH /1.0 
Mfg. License No./ 

MA number:/ IlpoH3B0,0:CTBennaH : MNB/05/263 
HoMepPY 

: JIII-.N'!!(004669)-(Pr-RU) 
JIHUeH3HSI .N°!! 
Analysis performed according ND:/ AuaJIH3 npoBe,'J.en no HJ(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / IlnCTPYKUHH yTBep)K)].ena: 21.04.2025 

Page 1 of 11 / CTp. 1 HJ 11 
No 

Test I TioKaJaTeJJb Results I PeJyJJbTaTbI Specification / HopMa x~ 
1 Description / Om1canue Light yellow round flat beveled Light yellow round flat beveled tablets with "I" 

tablets with "I" debossed on one debossed on one side. I Kpyrnb1e IlJIOCKtte 
side. / Kpyrrrh1e nJiocKtte Ta6JieTKl1 c cpaCKOH, CBeTJIO-)KeJITOro usern c 
Ta6JieTKH c cpaCKOH, CBeTJIO- rpasttpOBKOH «I» Ha 0.D:HOH CTOpOHe. 
)KeJITOro usern C rpaBHpOBKOH 
«I» Ha o,a:Hott crnpotte. 

2 Identification/ lbenTn<f>nKaUHH 

Ketorolac I KemopoRaK Complies / CooTBeTcTByeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / Y<l>-
crreKTphI norrromettm1 11cnhnyeMoro pacTBopa 11 
pacTBopa CTaH,napTHOro 06pa3ua KeTopoJiaKa 
TpOMeTaMHHa .D:OJI)l(Hhl ttMeTb MaKCMMYJ\1hl rrpH 
OAHOH. 11 TOH )Ke AJIHHe BOJIHhl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TipttMeqanne: ITpo,nyKT cooTBeTcTByeT TPe6osamrnM HA 3aKmoqenne: O,ll;OliPEHO 

Prepared by I 
ITo,nroTOBJietto: Pravesh 

Rana 

·{ 
Date/ 

Aarn: 22.12.2025 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person I 
Tiposepetto: Pardeep ITposepetto (AOK): O,no6petto: 06ecrreqetttte KaqecTBalOTBeTCTBeHHoe 

Kumar Amit Kumar JIHUO: 

~ ~ ' 
~1/ 

Date/ Date/ I Date/ 'Jl-' I 2-, J{)J·,;: 
Aarn: 22.12.2025 Aarn: 22.12.2025 ,n:arn: 

Registered om,e: 8-2-337, Road No. 3, BanJara Hills, Hyderabad -:,uuu;s, lctangana, 1nc1a 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

] 



•·· Dr.Reddy's ~;• 
CERT IFICA E OF ANAL Y IS 

CEPTH<l>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Vil!. Khol, Naiagarh Road, Bacidi, 
Distc Solan, H.P., 1/3 205, i;l!DIA 

vvw1,v.ci rrc>cidy:;. corr, 

Product: ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Il110J.{yrcr: keTopoJI 3Kcupccc (KeTOPOJiaK) TaOJieTKII, .m1cnepr11pyeMbie B Il0JIOCTH pTa, 10 l\ff 

Market/ :P1,rnoK : Russia I Poccm1 

Batch No I 
: V2502414 

Batch Quantity / 36,00,000 tab I 
CepHH .N'!? O6beM cep1m 36,00,000 rn6 
Analytical Report No I 

: 040003230815 
Date of Analysis / 

22.12.2025 
AuaJIHTH 'lec1rnii OT'IeT .N'2 ,l(aTa auaJIHJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
,l{aTa npoH3B0Ll,CTBa ro;D,ell;D,O 
Mfg. License No./ 

MA number:/ 
IlpoHJBO,UCTBeunaH : MNB/05/263 

HoMep PY 
: JIIl-.N'2(004669)-(Pr-RU) 

JIHIJeH3HSI .N'!! 

Analysis performed according ND:/ AuaJin3 npoBe;D,eu no H)];: JIIl-.N'2(004669)-(Pr-RU)-190224 
PIL version approved:/ HHCTPYKIIHH yrnep,K)J.eua: 21.04.2025 

Page 2 of 11 / CTp. 2 u1 11 
No 

Test/ TToicaJaTeJib Results/ Pe1yJibTaTbl Specification / HopMa 
.N'!! 

Complies / CooTBeTcTByeT The retention time of the main p eak on the 
chromatogram of test solution should correspond 
to that on the chromatogram o f ketorolac 
tromethamine standard solution (Assay section). 
I BpeMji ynep)l(i,rnaH1-rn OCHOBH0ro m1Ka Ha 
xpoMaTOrpaMMe J,fCilhlTyeMoro pacTBopa 
,1(0JI)l(H0 COOTBeTCTBOBaTb BpeMeHW 
ynep)l(11BaH11ji OCH0BHOfO nwKa Ha 
xpoMaTorpaMMe pacTBopa CTaHnapTH0ro 
06pa1ua KeTopo11aKa Tp0MeTaMHHa (pa1ne11 
«Ko1111qecTseHHoe onpene11emie»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'laHne: IlponyKT cooTBeTcTByeT rpe6osaHHj!M H,D; 3aicmoqeHHe: 0.ll:06PEHO 

Prepared by I 
IlonrornBJieHo: Pravesh 

Rona i 
!Date / 
:Aa1a: 22 .12.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person/ 

Tipoaepe1w: Pardeep IlpoBepeHo {AOK) : OA06peH0: O6ecnel!eHHe Kal!eCTBa/OTBeTcTBeHHOe 

Kumar Amit Kumar , nnuo: 

(jf' c:1-::- ('/~, 

I Date / Date I !°ate / JJ/f,Z. '2,ll'J- S 
: ,!J;arn: 22. 12.2025 ,D;arn: 22 .12.2025 Anrn: 
Ke 1s ere dee: -.t.~ _, oac 0. can CHd ui1~, 1 U t!I d LldU - ...,...,..,.v.:>"'t-, I C.I d Id, 11,w •-.i l5 ,ti 10 U f ~ ·:>::.(, K l I~ :>, J ny ,u "b' 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys. com 
CIN: L35195AP1984PLC004507 

www.drreddys.com 
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•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKA T AHAJilf3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. l<hol, Naiaga1·h Road, B;:icidi, 
l)i,tt Sol,in, H P. , 173 205. INDIA 
•- , ,,... ,,...,_....., .• ,-~ ~ rr•r. 
'.,_:i, ·r:_:_!_ ~(_)_!_l],.'J _li,_ '-..,L, 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,uyKT: l{eTopoJI® 3Kcnpecc (KeTOpOJiaK) Ta6JieTKH, ,u11cneprnovel\1LIC B UOJIOCTH pTa 10 Mr 

Market / PMHOK : Russia / Pocc1-ur 
Batch No/ 

: V2502414 
Batch Quantity / 36,00,000 tab/ 

CeouH N!! O6beM ccp1m 36,00 000 Ta6 
Analytical Report No/ Date of Analysis / 
AuanuTu'lecKuii OT'leT N!! 

: 040003230815 
llaTa auanuJa 

22.12.2025 

Date of Manufacture / 
: 12/2025 

Date of Expiry/ 
11/2027 

)laTa npoHJBO,UCTBa ro.ueu ,uo 
Mfg. License No./ 

MA number:/ 
IlpouJeo~cTeeuuaH : MNB/05/263 

HoMepPY 
: JIII-N!!(004669)-(Pr-RU) 

JIUUeHJHSI .N'!! 
Analysis performed according ND:/ AnanuJ npoee,ueH no 11)1:: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / If11CTPYKUIIH yTeep;K,11;eHa: 21.04.2025 

Test/ IloKaJaTeJib 

Butylhydroxyanisole I 
Eym11.~211opoKCl/QH1130R 

Remarks : The Product confirms to ND/ 

Results/ PeJyJibTaTbl 

Complies I CoorneTcrnyeT 

Paee 3 of 11 / LTp. 3 uJ 11 

Specification/ HopMa 

The retention times of2-butylhydroxyanisole and 
3-butylhydroxyanisole peaks on the 
chromatogram of the test solution should 
correspond by the retention times to 2-
butylhydroxyanisole and 3-butylhydroxyanisole 
peaks on the chromatogram of 
butylhydroxyanisole standard solution 
("Butylhydroxyanisole content" section). / 
BpeMeHa yJlep)lmBamrn: nHKOB 2-
6ynrnrnJlpoKc11aH11JoJia 11 3-
6yTHJlrHJlpOKCHaHHJOJia Ha xpoMaTOrpaMMe 
HCnhITyeMoro pacrnopa )lOJDKHhl 
COOTBeTCTB0BaTh speMeHaM yJlep)l(HBaHHX 
nHKOB 2-6yT11Jirn,npOKCMaHH30Jia 11 3-
6YTHJirHJlpOKCHaHHJOJia Ha xpoMaTorpaMMe 
pacrnopa CTaHJlapTHoro o6paJua 
6yTHJirHJlpOKc11aHmoJia (paJ)leJI «Co.llep)KaH11e 
6ynrnrnJlpOKCHaHmoJia» ). 

Conclusion : APPROVED I 
IIp11Me'IaHue: IlpoJlyKT cooTBeTcrnyeT Tpe6osaHttxM H,U 3a1rn10 ... e1me: 0,L(OliPEHO 

Prepared by / 
Tio.nroTosneHo: Pravesh 
Rana 

1 
Date I 
,[(am: 22.12.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
ITpoBepeHo: Pardeep ITposepeHo (AOK): OJlo6peHo: O6ecneqemre Ka1IecTsa/OrneTCTBeHHoe 
Kumar Amit Kumar L JIHUO: 

~ l c::.k- (\// 

' Date I 

I 
Date / Irate/ 2-?.,,.,- IZ r?-0U{ 

,[(am: 22.12.2025 ,Uarn: 22.12.2025 ,llaTa: 

- - - -Reg,,-tered un,ce. 1:1 !.•:l:j/, KOao r,io. ~. tsanJara nl11S, l"lyueraoaa JUUU~··· ,~,u .. 1,u""• , .,u,o 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: LS5195AP1984PLC004507 

www.drreddys.com 

I 



CERTIFICATE OF ANALYSIS 
CEPTil<l>IIKAT AHAJIIl3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagurh Road, Baddi, 
Distt Solan, HP., 173 205. !NOIA 

wwvv.d ;·redays.cor,, 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg . 
IlPOAYKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, AHcneor11pyeMb1e B noJI0CTH pTa, 10 Mr 
Market / PLIHOK : Russia / Poccm1 
Batch No/ 

: V2502414 
Batch Quantity/ 36,00,000 tab I 

CepuH .N'!? O6oeM cep1111 36,00,000 rn6 
Analytical Report No/ 

: 040003230815 
Date of Analysis / 

22.12.2025 
AnaJJHTn'lecKuii OT<IeT .N'!! )];aTa auaJiuJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
.L{aTa npo H3B0ACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
IlpouJBO~CTBeuuaH : MNB/05/263 

HoMepPY 
: JIII-.N'!!(004669)-(Pr-RU) 

JJHU.eH3HSI .N'!! 
Analysis performed according ND:/ AuaJiu3 npoBeAeH no H)];: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / IlnCTPYKU.HH yTBep;Kj),eua: 21.04.2025 

Page 4 of 11 I CTp. 4 HJ 11 
No 

Test I IloKa3aTeJib Results/ Pe3yJibT3Tbl Specification / HopMa 
.N'!! 
3 Average weight/ Cpe)J.HSIH 69.3 mg I 69.3 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 

Macca OT 67,2 Mr ,uo 72,8 Mr (70,0 Mr± 4,0 %). 
I 

18/20 tablets - not more than ± 10 %; 

Uniformity of weight/ 
2/20 tablets - not more than ± 20 %. I 

Complies / CoorneTcrnyeT 18/20 Ta6JieTOK - He 6011ee ± 10%; 
0,uuopo,UHOCTb MaCCbl 

2/20 rn611eTOK - ue 6011ee ± 20 %. 

4 Disintegration time/ 00 min 26 sec / 00 Mlrn 26 ceK Not more than 3 min. / He 6oJiee 3 MHH. 
Pacna)J.aeMOCTb 

5 Dissolution / PaCTsopeuue Unit-I / Ta6JI-l 99% Not less than 75 % (Q) ofC1sHnNO3•C4H11NO3 

Unit-2 / Ta611-2 99% 
(ketorolac tromethamine) in 15 min. / He Me Hee 
75 % (Q) C1sH13NO3•C4H11NO3 (KernpoJiaKa 

Unit-3 / Ta6JI-3 98 % TPOMeTaMHH) qepe3 15 MHH. 

Unil-4 / TaGJt-4 98 % 

Unit-5 / Ta611-5 96% 

Unit-6 I Ta611-6 98% 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'laHtte: I1po,uyKT COOTBeTcrnyeT Tpe6oaaHIDIM H.ZJ: 3aKJIIO'lettue: O,ll,OliPEHO 

Prepared by I 
I10,uroToa11eHo: Pravesh 
Rana 

~ ; · 

IDate / 
.ZJ:arn: 22.12.2025 

Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized person I 
Tipoaepeuo: Pardeep TlpoaepeHO (AOK): O,uo6petto: O6ecneqettue Kaqecrna/OTBeTcTBeHHoe 
Kumar Amjt Kumar nmi.o: 

* ~_,// 

Date I Date / I Date/ 
.ZJ:arn: 22 .12.2025 ).1aTa: ~2.12.2025 .ZJ:arn: 
n', - . il - I uera - " Re.,1~tered Ott1c-e B-2.-337, Koad No. :,, 1:1anJ r .. HUis, 11y '"'"u :,uuu~•~, 1e1, 'Ii"' 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L8519SAP1984PLC004507 

www.drreddys.com 

~ ,, 

J✓'J,12, r ?,(l '/,,~ 
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•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~IIKATAHAJill3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, r~alagc>rh Road, Baddi, 
Distt Solan, rl.P., 173 205, iNDIA 
-.-.... 1. ,c, · r.r: •;r: r::.. c.-:..r,r,; n, 
• ~ 1 . , ..., __:_ _u...1..uu _v v v.- ..,~ 

wv✓v-1.drreddys.co; n 

Product: ketorol Express (kctorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,uvKr: keropoJI® 3Kcnpecc (KeTopoJiaK) ra6JieTKH, ,[(HcneprHDVeMLJe B noJIOCTH pra, 10 Mr 
Market / :PMHOK : Russia / Pocc,rn 
Batch No I 

: V2502414 
Batch Quantity/ 36,00,000 tab/ 

Ceoun .N'!? O6'beM cepHH 36,00,000 rn6 
Analytical Report No/ 

: 040003230815 
Date of Analysis / 

22.12.2025 
AuaJIHTH«IecKuu OT'leT .N'!! )laTa auaJIHJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 

11/2027 
)laTa npoH3B0,[(CTBa ro,ueu ,[(O 
Mfg. License No./ 

MA number:/ 
IlpOH3BO~CTBeuuaH : MNB/05/263 

HoMepPY 
: JIIl-.N'!!(004669)-(Pr-R U) 

JIHU:eHJHSI .N'!! 
Analysis performed according ND:/ AuaJIHJ nposet1:eu no II)];: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTpyKn:un yTBep,K)];eua: 21.04.2025 

Page 5 of 11 / CTp. 5 HJ 11 
No Test/ Iloica1aTeJJb Results/ PeJyJJbTaTbI Specification/ HopMa 
.N'!! 

6 Particle size distribution / Complies / CoorneTcrnyeT A uniform suspension passing through a 710 µm 
,II.McnepcHOCTb sieve is formed. I O6pa1yeTCll 0,llHOpO,llHall 

cycrreH3Mll, rrpoxo.n.HJ.Ual! CKB03b CMTO 
pa3MepoM ornepCTMM 710 MKM. 

7 Impurities / IlpMMecu 

I-hydroxy analog of Below LOD (LOD = 0.0010 %) / not more than 0.5 %; I He 6onee 0,5 %; 
ketorolac: / HmKe rrpe.n.ena o6ttapy)l{eHMl! 
1-rtt.n.poKCMaHaJIOf (ITO= 0.0010 %) 
KeTOponaKa 

1-keto analog ofketorolac / 0.05 % not more than 0.8 %; / He 6011ee 0,8 %; 
1-KeTOaHaJIOf KeTopoJiaKa 

unidentified impurity I 0.03 % not more than 0.5 %; I He 6011ee 0,5 %; 
e,llHHl-l'{Hal! 
HeH,lleHTMq>HI..I_HpOBaHHal! 
npHMeCh 

wtal 1mpunl1es / 0. 1 % uul rnu1t: Urnu 1.0 %. / Ht: GuJ1cc 1,0 % . 
l-YMMa 11µ11Mt:l.d\ 

Remarks : The Product confirms to ND/ 

I

IConclusion : APPROVED/ 
IlpHMe1-taHHe: ITpo,ll,yKT coorneTcrnyeT TPe6osaHHl!M H,ZJ; 3aKmoqeuue: O,II.OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
IToaroTOBJieHo: Pravesh 

Rana 

, ( 
~ 

Date / 

JJ:arn : 22. 12.2025 

ITposepeHo: Pardeep ITposepeHO (AOK): O,ll,o6petto: O6ecrreqem1e Kaqecrna/OrneTCTBeHHOe 

Kumar Amit Kumar '--- JIHUO: (@) 
~ [\ // ,.,. 

I 
Date / Date I Date / '),,'/,12,r'?,M.{ 

,ZJ;arn: 22. 12.2025 )];am: 22.12.2025 ,ZJ;arn: 
Ke l~tt.:rea u1nce: ~-L_-..:)c:;/, n o au ,..-v . .;,, O d l ljd l d 11 11 !>, 1,y\.t:tClwu...- - .. HJ1.n,,~, IC.1U1 lt;_c11leJ, llh,.qa g 

Tel : +9140 4900 2900, Fax: +9140 4900 299':l, Email : mail@drreddys.com 
C/N: L35195AP1984PLC004507 

www.drreddys.com 

C 



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

CEPTH~IIKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, ilJuicJgarh Roild, Bacidi, 
Distt Solan; H.P .. 173 205, INDIA 
-- , ,., '""',..... ~, -~r r-,,,-,,,.,,, r,~1 
11..'.! , --;·:_.'J_: vJ ,JU _ll}l..) 1,..)_!__-'•.J._ 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo;::i:yKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, .ll,HCDeprupyeMhle B DOJIOCTH pTa, 10 Mf' 

Market/ PhrnOK : Russia / Pocc1u1 

Batch No/ : V2502414 
Batch Quantity/ 36,00,000 tab/ 

CepuH .N"!! O6"heM cepuu 36,00,000 rn6 
Analytical Report No / 

: 040003230815 
Date of Analysis / 22.12.2025 

AuaJIHTlfqecKuu oTqeT .N'!! .l(aTa auaJiuJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 11/2027 

.l(aTa npOH3B0.ll,CTBa ro;::i:eu .ll,O 
Mfg. License No./ 

MA number:/ 
IlpouJBO~CTBeuuaH : MNB/05/263 

HoMepPY 
: JIII-N2(004669)-(Pr-RU) 

JIHI-1:eHJHSI .N'!! 

Analysis performed according ND:/ AuaJiuJ npoBe;::i:eu no 11,lJ;: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HucTpyKo;uH yrnep,K,1J,eua: 21.04.2025 

P age 6 of 11 / C-rp. 6 m 11 
No 

Test I I10Ka1aTeJ11> Results I Pe1yJ11>TaThl Specification / HopMa x~ 
8 Water content/ 2.8 % Not more than 7.0 %. / 

Co,11;epJKauue BOJJ:hl He 6onee 7,0 %. 

9 Residual solvents/ OcTaTO'-IHhle oprauuqecKue pacTBopuTeJ1u 

Isopropyl alcohol / 9 µg/tab I Not more than 350 µg/tab. I 
1'13onponattoJI 9 MKr B Ta6JieTKe He 6onee 350 MKr B rn6neTKe. 

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

ITpuMe'-lauue: IIpo,11;yKT coorneTcrnyeT TPe6oBamrnM HA 3aKJ110'-leuue: O,ll,OliPEHO 

Prepared by I Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
flo.11,fOTOBJI 1:1.0: Pravesh I1p0Bepe1m: Pardeep IIpoeepeHO (AOK): O;::i:o6petto: O6ecneqem1e Kaqecrna/OrneTcTBeHHoe 
Rana i Kumar ~ Amit Kumar ...... JHI.UO: 

~) 
~ _./-----

Date/ Date / Date / /Date I r;,2r1i,w 
,lJ;arn: 22.12.2025 )J.aTa: 22.12.2025 )J;aTa~ 22.12.2025 ,lJ;arn: 

• red Office: 8·2·337 Road No. 3, Ban ar.; HIits, 11yoeraoao • ~uuu,M, 1e1angana, 1n □1<1 Reg1sre . 1) 
Tel: +9140 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTH <I> HKAT AHA.JIH3A 

Viii. Khol, Nalagarh Road, Bacidi, 

Distr. Solan, H.P., 173 205, INDIA 

Tc!: : 91 S'.:165 55001-02 
www.drreddys.com 

Product: l<etorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,uy1n: teTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,nucneprupyeMLie B noJIOCTH pTa, 10 Mr 
Market / :P1.rnoK : Russia / Poccm1 
Batch No/ 

: V2502414 
Batch Quantity I 36,00,000 tab/ 

Cepuu .N'!? O61>eM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003230815 
Date of Analysis / 22.12.2025 

AuaJIHTH 'lecKuii OT'IeT .N'!! ,l(aTa auaJIHJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 

11/2027 
,l(aTa npoH3B0,UCTBa ro.neu .no 
Mfg. License No./ 

MA number:/ 
IlpOH3BO~CTBeHHaH : MNB/05/263 

HoMepPY 
: JIII-.N'2(004669)-(Pr-RU) 

JIHl)eH3HJI .N'!! 
Analysis performed according ND:/ AuaJI11J npoee,neu no H,ll,: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPVKIIHH yTeep:>1meua: 21.04.2025 

Pa2e 7 of 11 / CTp. 7 HJ 11 
No 

Test/ IloKaJaTeJJb Results/ PeJyJJbTaTbl Specification / HopMa 
.N"!! 

10 Microbiological purity*/ Mu1<:po6uoJJorU1-1ec1<:asi 4HCTOTa* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6LQee 'IHCJJO He 6oJJee 103 KOE/r; 
a3po6Hb!X MHKp0-
opraHM3M0B 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count / o6LQee 'IMCJJ0 He 6oJJee 102 KOE/r; 
,11,pm101<eBbIX H ITJleCHeBblX 
rptt60B 

Escherichia Coli NA shell be absent in 1 gram. / 
0TC)'TCTBMe s 1 r. 

11 Uniformity of dosage units/ 5.1 Acceptance value (AV) not more than 15.0 
O,11,uopo,11,HOCTb TioKa3aTeJJb nptteMJJeM0CTM (AV) ,11,0JJ)l(eH 6bJTb 
,11,0311pOBaHHblX e,11,1rnm1 He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'-lauue: Tipo,11,yKT C0OTBeTcTByeT Tpe6oBaHIDIM H,ZJ; 3aKJJIO'-lenue: O,ll,OJiPEHO 

Prepared by / 

n o)lr0TOBJJeuo: Pravesh 

Rana 

/i 

D ate I 
,[J:arn: 22 .12.2025 

Check ed by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 

Tipoaepeno: Pardeep ITpoaepeHo (AOK) : O,11,06peHo: O6ecne'!eHHe Ka'lecrna/OrneTcTBeHHOe 

Kumar Amit K umar mm.o: 
lJJ 

~ /\~ , 

l
fDate / Date I !Date / 2-2-r /'/ rj(\~ 

,[J;arn: 22.12.2025 )];am: 22.12.2025 ,[J:a-ra: 

-Registered Office: 8-2-337, Road No. 3, BanJard HIiis, rlyde ra oao - ::.uuu.:Vi, l i!longana, Ino1a 
Tel: +9140 4900 2900, Fax: +9140 4900 299!:l, Ema il: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTII <I> IIKA T AHAJill3A 

Dr. Reddy 's La boratories Ltd. 
Formul ation Uni !:-6 
Viii. l<hol, i'!aia[sarh Road, Baddi, 
Distt. Sola n, H.P., .Ll :'i 205, li~DIA 

v1ww. cl I-re ci d \' s. co 1-rI 

Product : J<etorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpoi.yKT: ::l(eTOPOJI(i() 3i-.cnpecc (KeTopoJiaK) Ta6JieTirn, ,[1,IICUCprnpycl\fhlC n UOJIOCTII pTa, 10 l\ff 
Market/ PbrnoK : Russia / Pocc,-rn 
Batch No/ : V2502414 

Batch Quantity / 36,00,000 tab / 
Cepm1 .N'!! O61>CM CCJ)IIH 36,00,000 rn6 
Analytical Report No / : 040003230815 

Date of Analysis / 22.12.2025 
AuanuTu~ecKnn oTqeT N!! ,l(aTa auaJiuJa 
Date of M~nufacture / 

: 12/2025 
Date of Expiry I 

11/2027 
,l(aTa npoi,13B0,[l,CTBa ro,[l,CH ,[1,0 
Mfg. License No./ 

MA number:/ 
1Ipon3B0,[l,CTBCHHaH : MNB/05/263 

HoMepPY 
: JIII-N!!(004669)~(Pr-RU) 

JIHQCH3UH .N'!! 
Analysis performed according ND:/ Auam13 nponei.eu no H,l(: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPVKQHH yTnep~eua: 21.04.2025 

Page 8 of 11 / CTJl. 8 m 11 
No 

Test/ IloKalaTeJib Results/ Pe3yJibTaTbI Specification / HopMa 
.N"! 

12 Assay/ KoJitt'-leCTBeuuoe 9.7 mg I 9.7 Mr From 9.0mg to 11.0 mg of 
onpeAeJieutte (97.4 %) C1sH13NO3•C4H11NO3 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr AO 11 ,0 Mr 
C1sH13NO3•C4H11NO3 (KernponaKa 
TJ)OMeTaMHH) (OT 90,0 AO 110,0 % OT 
3a11snettHoro KOJllf\Jecrna) B Ta6neTKe. 

13 Butylhydroxyanisole 0.0915 mg/tab I Not less than 0.042 mg/ tab./ 
content I Co):lepm:autte 0.0915 Mr B rn6JieTKe He Mettee 0,042 Mrs rn6neTKe. 
6yTHJirtt):lpOKCHaHH30Jia 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
ITpuMe'-lauue: IlpoAyKT coorneTcrnyeT TJ)e6osatt1111M H,ll; 3ai-:m-0'-leu11e: 0):1,0liPEHO 

Prepared by I Checked by I Checked by AQA) / Approved by: Quality Assurance/ Authorized person / 

n o,n,r0Tos11eno : Pravesh flposepeno: P ardeep llposepeH0 (AOK : On.o6peAo: O6ecneqem1e Ka'Iecrna/OrneTCTBeHHoe 

Rana i Kumar 

cJ--:-- Am;tK~ 
nnu,o: 

& . 
Date/ Date / Date / IVate I ').}.r / J- r 2 (\'}_ $ 

,ll;arn: 22 .12.2025 )J.arn: 22 .12.2025 ,D;a1·a: 22.12 .-025 ,ll;arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hi lls, Hyd eraba d - 500034, Tela11gan,1 , lndi~ 
Tel : +91 40 4900 2900, Fax: +91 404900 2999, Email: mail@drred dy:;.com 

CIN : L8519 5AP198tfPLC001i507 
www.drreddvs.com 

I 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM~IIKATAHAJill3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. l(hol, Nalc1garh Road, Bacidi, 
i)is tt '>nl;:11, H.P. 173 205. iNDIA 

w1NVJ.d1-i-ec.iciys.::o, n 

Product : ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,uyKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,UHCneprHDVeMble B UOJIOCTH pTa, 10 Mr 
Market/ :PLrnoK : Russia / Poccm1 
Batch No / 

: V2502414 
Batch Quantity/ 36,00,000 tab I 

CepuH .M? O6'beM cep1111 36,00,000 Ta6 
Analytical Report No/ 

: 040003230815 
Date of Analysis / 

22.12.2025 
AuaJiuTu-tecKuii OT'leT .N'!! .LJ;aTa auaJiuJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 

11/2027 
.LJ;aTa npo113BO.UCTBa ro.ueu .uo 
Mfg. License No./ 

MA number:/ 
IlpouJBOJ].CTBenuaH : MNB/05/263 

HoMepPY 
: JIII-N2(004669)-(Pf-RU) 

JIHI(eHJUSI .N'!! 

Analysis performed according ND:/ AnaJiuJ npose,11eu no H.LJ;: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / MuCTpyKl(HH yTBep;K)];ena: 21.04.2025 

Pa2c 9 of 11 / CTp. 9 HJ 11 
No 

Test / IloKaJaTeJih Results/ PeJyJihTaTbl Specification / HopMa 
.N'!! 

14 Package description / 10 tablets m a blister of 10 tablets in a blister of (PA/ AL/PE with 
Om1cau11e ynaKOBKH (PA/AL/PE with desiccant/HOPE) foil // (PE/AL) foil. 1 or 2 

desiccant/HOPE) foil // (PE/AL) blisters with patient information leaflet in a 
foil. 2 blisters with patient carton pack. I no 10 rn6neTOK B 6m1CTepe tt3 
information leaflet in a carton (nA/ AJl/113 C snaronornornTeJieM/f13Bn) 
pack. I flo 10 Ta6JieTOK B qJOJihnl // (IT3/AJ1) qJOJihnl. flo 1 mm 
6JIHCTepe 113 (ITAi AJI/113 C 6JIHCTepa BMeCTe C JIHCTKOM-BKJia,llhIIIIeM 
snaronornoTHTeJieM/Il3Bn) na'lKY KapTOHH)'IO. 
qJOJihnl // (n3/ AJI) qJOJihrH. no 
2 6m1cTepa BMecTe C JIHCTKOM-
BKJI3)lhIIIIeM B na'lKY 
KapTOHH)'IO. 

* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in 
every 20 batches or one batch per year whichever is more. 
* Upu BblDYCKe JieKapCTBeuuoro npenapaTa KOHTpOJJb Ka'feCTBa no UOKaJaTemo «M11Kp06HOJJOr11qecKaS1 
'fllCT0Ta» npoBO)lllTCSI AJJSI Ka,K)lOU 20-oii cepnu, HJJII )lJJSI O)lHOH cep1111 B rOA, B 33BIICIIMOCTH OT Toro, 'fTO 
uacTyDHT paHbIIIe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
UpuMe'-latt11e: I1po.1lyKT cooTBeTcrnyeT TPe6osaHI-UIM H.ll: 3aKmo'-leune: O)1:OliPEHO 

Prepared by/ 
CTow oTOBJI no : Pravesh 
Rana 1 

,-{ 
I 

Date / 
J{aTa: 22.12 .2025 

Checked by/ Checked by (AQA) I !Approved by: Quality Assurance/Authorized person/ 
CTposepeuo: Pardeep ITposepeuo (AOK): 0.noGpeAo: 06ecneqeu11e Ka'lecrna/OrneTcrneuuoe 
Kumar Amit Kumar "'- JJHUO: 

~ I =1-:-- ~, >-~ 
, / 
I 

I 
Date I Date I !°ate/ ')....') ~ !), ,- j, c,2 { 

,n:arn: 22.12.2025 ,n:arn: 22.12 .2025 ,n:arn: 
, ~ Registered O111ce: 8-2-;!;!/, KOao No.~, 1:1an1ara H1 11s, 11yueraoao • ::,uuu!!<1, 1e1.:o 11gana, 111u1a 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Ema il : mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 

2 
B 

I 



•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P. , 173 205, INDIA 

CERTIFICATE OF ANALYSIS 
CEPTH«I> HKAT AHAJilI3A 

Tel : +91 Si81G6 55001 C2 
www.drreddys.com 

Product : l<:etorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOAYKT: l(eTopon® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, )J;HCneprupyeMhie s UOJIOCTH PTa, 10 Mr 
Market / hrnoK : Russia / Poccm1 
Batch No/ 

: V2502414 Batch Quantity/ 36,00,000 tab/ 
CepuH .N'!:!! O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003230815 
Date of Analysis / 

22.12.2025 
AnaJIHTK'lecKHH OT'IeT .N'!! JlaTa auanu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
)laTa DPOll3B0,!J;CTBa ro,!J;eH AO 
Mfg. License No./ 

MA number:/ 
Ilpou3so~cTBennaH : MNB/05/263 

HoMepPY 
: JIIl-.N'!!(004669)-(Pf-RU) 

JIHU:eH3HSI .N'!! 
Analysis performed according ND:/ Ananu3 npose)J;en no H,l],: JIIl-.N'2(004669)-(Pf-RU)-190224 
PIL version approved: / HncTPVKU:HH yTBep~eua: 21.04.2025 

Paee 10 of 11 / Crp. 10 HJ 11 
API name/ HanMenosauue A«l>C: Ketorolac tromethamine / KernponaKa TPOMeTaMMH 
INN /MIIH: Ketorolac / KernponaK 
API manufacturer batch number / 

ABSH001414, ABSH001415 
HoMep cepnu npouJBOAHTeJIH A«l>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHl.{HH npOH3B0,!J;HTeJIH FESAOOl 70, FESAOOl 71 
r JI«I>: 
API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India / 
IlpoH3BOAHTeJih A«l>C, cTpaua: ,a-p PeMH1C Jia6opaTOpHC JlT)],. , l1H.[I.H51 
Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, 
manufacturing site I Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No 
site I MNB/05/263) I 
HaHMeHOBanue, aApec, JIHIJ;eH3HH )J;JIH ,a-p Pe.n..n.n 'c Jla6oparnpnc JIT.n.., l1H.LI.H51, ITpomBO,lJ,CTBeHHOe 
IlponJBOACTBennaH nnoiu:aAKa / Ilnoiu:aAKa no.n.pa3.n.enettne-6, Bunn. Kxonh, Hanarapx Poy.n., na.[l.)],H, ,ll;ncTpHKT 
KOHTPOJIH KaqecTBa / Ilnoiu:a.uKa Bhmyc1rn CoJiaH, x.rr .. 173205, .l1H.[I.H51 (nm.teH3H51 HOMep MNB/05/263) 

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». 

Remarks : The Product confirms to ND/ 

'

Conclusion : APPROVED / 
IIpuMe'-lauue: l1po,1J-)'KT COOTBeTcTByeT rpe6oBaHIUIM H,n; 3atCJ1 IO''leu11e: O,l(OliPEHO 

Prepared by / 
110,nrOTOBJieHo: Pravesh 
Rana i 
Date/ 
)];am: 22 .12.2025 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
TipoaepeHo: Pardeep 11posepeuo (AOK): O,no6peHo: O6ecneqeH0e KaqecTBa/OTBeTCTBeHHoe 
Kumar Amit Kumar , Jim.10: 

~ ~ v/ 
I 

I 
Date/ Date/ !Date/ JJ,,r/),---2 ('/,~ 
)];am: 22.12.2025 ,n:am: 22.12.2025 ,n:am: 

-Registered Office: 8-2-337, Road No. 3, B;iniard Ji11l s, Hyderabad - 500034, Telangana, ino1c1 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 

I 



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

CEPTH <I> Ill T AHAJIIl3A 

Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 

Viii. Khol, Nalagarh Road, Baddi, 

Dist,. Solan, H.P., 173 205, INDIA 

Te!· -0 91 s 0·10s sfiorr1-rn. 

wvvw.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPOAVKT: KeTopoJJ® 3Kcnpecc (KeTOPOJJaK) Ta6JJeTKH, AHCUeprupyeMble s U0JI0CTH pTa, 10 Mr 
Market / PLrnoK : Russia / Poccm1 
Batch No/ 

: V2502414 
Batch Quantity / 36,00,000 tab I 

CepuH .N'2 O6-LeM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003230815 
Date of Analysis / 

22.12.2025 
AuaJJHTH-tecKuii oyqey .N'!! llaTa auaJJH3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
J:I:aTa npoHJBOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
Ilpou3BO~CTBeuuaH : MNB/05/263 

HoMepPY 
: JIII-.N'!!(004669)-(Pr-RU) 

JJHU.eH3HSI .N'!! 
Analysis performed according ND:/ AuaJJH3 npoBeAeH no H,n:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTpyKU,HH yrnep:JKAena: 21.04.2025 

Page 11 of 11 / CTp. 11 03 11 
3aKJil01lCHHe O COOTBCTCTBHH: «HacTOXIIl;liM X IIO,[(TBep)l(,[(aIO, 'LJ:TO rrp1rne,ri:eHHax BbIIIIe 1rnqiopMa:u:1rn XBJrneTCX 

,[(OCTOBepHOH Ii TO'LJ:HOH. 3Ta cep1rn rrpo,n:yKu;irn rrpOH3Be,n:eHa (BKJIIOqaa yrraKOBKY (MapKHpOBKY) H KOHTpOJib 

Ka'LJ:eCTBa) Ha BbIIIIeyKa3aHHOH IIp01i3BO,[(CTBeHHOH IIJIOllla.n:Ke (rrnoma,n:Kax) B IIOJIHOM COOTBeTCTBHH C 

Tpe6oBaHH.XMH ITpaBHJI Ha,n:Jie)l(ameii: rrpOH3BO,[(CTBeHHOH rrpaKTHKH EBpa3HHCKOro 3KOHOMHqecKoro COI03a Ii 

Tpe6oBaHH.XMH KOHTpona KaqecTBa rreKapCTBeHHbIX cpe,n:CTB, a TaK)l(e B COOTBeTCTBHH co crreIImpHKa:U:HXMH, 

co,n:ep)KalllMMHCX B perHCTpaIIHOHHOM ,[(OCbe CTpaHbI-HMIIOpTepa. 3arrHCH ITO rrpOH3BO,[(CTBY, yrraKOBKe Ii aHaJIH3Y 

rrpoBepeHbI, Ii ycTaHOBJieHo MX COOTBeTCTBHe Tpe6oBaHHXM ITpaBHJI Ha,[(Jie)l(ame:ii IIpOH3BO.D:CTBeHHOH rrpaKTHKli 

EBpa3HHCKOro 3KOHOMn'L!ecKoro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
UpuMeqaHue: TiponyKT COOTBeTcTByeT Tpe6oBaHIDl:M H,ZJ; 3aKmolfeHue: O,l],OliPEHO 

Prepared by / 
TTonroTonneHo: Pravesb 
Rana j ' 
Date/ 
)];am: 22 .12.2025 

Checked by / Checked by AQA) / Approved by: Quality Assurance/ Authorized person I 
TipoeepeHo: Pardeep TTpoeepe,w AOK : Ono6peHo: O6ecrre1.1em1e Ka1.1ecrna/OrneTcTBeHHoe 
Kumar 

~ 
Amit Kumar m1u:o: f!r 

/\/ 
v· 

Date I Date/ I Date/ (),.-J,.r/ )- r kJ~ 
,ZJ;arn: 22.12.2025 )];am: 22.12.2025 )];am: 
e ,stereo l~e: • -::,:;f 0 I . .:J, 011.11 "'r 11>, ti lt:'I 1.11vv '-# - .,JUUv-..., • lit.ad 1,1(,J, , ....... a K, & vrr !h~ , r\ 1<10 1-.0. IIJdl '11 ry, ..... ~, 

Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L8519SAP1984PLC004507 

www.drreddys.com 

I 


