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

CEPTII <I> IIKA T AHAJllI3A 

D~. Redd/s Laboratories Ltd . 
Formulation Unit-6 
Vi ii. Khol, j,Jalagarh Road, Baddi, 
Dis1t. Sol ,rn, H.P, J.73 205, lf\lDIA 

'NW\1,1.cirredays.corn 

Product:/ Ketorol0' ' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

Ilpo,uv~T: KeTopon°" (KeTOpOJJaK) pacrnop ,l],JJ51 BHYfPHBeHHOfO H BHYfpHMblUJe4HOfO BBeJJ,eHH51, 30 MrlMJI 

Batch No/ 
: V251010 

Batch Quantity / 454545 ampules / 

Cepust Jf! 06beM cepuu 
: 454545 aMTTYJl 

Analytical Report No/ Date of Analysis / 
AuaJIH'f'H'lecicuii OT'ICT .N'!! : 890001853457 ,ll;aTaauaml3a : 27 .12.2025 

Date of Manufacture / 
12/2025 

Date of Expiry/ 
11/2027 

I.UaTa npou3eo,ucTBa 
: 

ro,ueu ,UO 
: 

Mfg. License No./ 
Ilpo113ao,ucTeeuuast : MNB/05/263 MA number:/ : J1TT-N2(008888)-(Pf-RU) 
Jim~eH3HH .M! HoMep PY 

Analysis performed according ND/ Auam13 npose,ueu no H,ll;: JITT-N2(008888)-(Pf-RU)-l 70225 
Pa2e 1 of7 I CTp. 1 HJ 7 

x~ Test/ TToKaJaTem, Results/ PeJyJibT3Tbt Specification / HopMa 

1 Description/ Onucam1e Clear slightly yellow color solution. I Clear colorless to slightly yellow color 
Ilpo3pa'IHhIH pacrnop CBeTJJO-)l(eJJTOro solution. I Ilp03pa4Hhitt pacTBop OT 
ueeTa. 6ecueeTHoro .u.o ceeTno-)l(eJJToro ueern. 

2 Identification*/ M,ueHTH<l>HKau,rn* 

2a HPLC* I B3}KJ(* The retention time of the main peak in the The retention time of the main peak in the 
chromatogram of test solution corresponds chromatogram of test solution should 
to the main peak in the chromatogram of correspond to the mam peak m the 
standard solution. / BpeM51 y.u.ep)l(HBaHH51 chromatogram of standard solution (Assay 
OCHOBHOro ITHKa Ha xpoMaTorpaMMe section). I BpeMn y Aep)l<HBaHH51 
HCilbITyeMoro pacrnopa COOTBeTCTByeT OCHOBHOfO ITHKa Ha xpoMarnrpaMMe 
epeMeHH y.u.ep)f(HBaHH51 OCHOBHOro ITHKa HCilhITyeMoro pacrnopa .ll.OJl)f(HO 
Ha xpoMarnrpaMMe CTaH.U.apTHOro COOTBeTCTB0BaTb epeMeHli yAep)f(IIBaHH51 
pacrnopa. 0CH0BH0ro ITMKa Ha xpoMaTorpaMMe 

CTaH.U.apTH0ro pacTBopa (pa3.U.eJl 
«KonwqecTBeHHoe orrpe.u.eneHtte»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'iattue: Ilpo.u.yKT cooTBeTcrnyeT Tpe6oeaHll51M H,n: 3aKJIIO'lenue: O.lJ:OEPEHO 

Prepared by / 

Tio.u.rornanetto: Shagun 

1-----
Date/ 

)];am: 27.12.2025 

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

TipoeepeHo: Pravesh TipoeepeHo (AOK): person/ O.u.o6petto: O6ecrreqem1e 

Rana -1 Amit Kumar , KalfeCTBa!OTBeTCTBeHHOe JJHUO: 

(' / .,,-- (\) 0 I L !(. \J v--1 /:\ (L.__ 
---c"vvl 

Date I 

'

Date I !Date/ );)-/ 'l_: - _zcJ..._s-
,n:arn: 27.12.2025 ,n:arn: 27.12.2025 ,n:arn: 

Regist2red Office: S-2-337, Road No. 3, B~njara Hiils, Hyderabad - 500034, Tela11gana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail (<_udrreddvs.com 

CIN: L35195AP1984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTII <I> IIKA T AHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. i<hol, i'laiagar h Road, Bad di, 
D1:;1t. Soia·,1, H.P, J.7~ 205, INDl,l\ 

T,I: +~1 96166 56001-07-
11w'.'1.cin edd·;s.co: 11 

Product:/ Ketorol"'' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo,!J,y.KT: KeToponrn' (KeToponaK) pacrnop )],J1J1 BHyrpttBeHHoro H BHyrpttMhiwecrnoro BBe)],eHHJI, 30 Mr/Mn 

Batch ~o / 
: V251010 

Batch Quantity / 454545 ampules/ 
CepnH .:N'2 O6beM cepuu 

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIU'f'Hqec1rnu QTqeT .N'!! : 890001853457 ,l(aTa auaJiu3a : 27.12.2025 

Date of Manufacture / 
12/2025 

Date of Expiry / 11/2027 
,l(aTa IIP0U3B0,!J,CTBa 

: 
ro,!J,eH ,!J,0 

: 

Mfg. License No. / 
Ilpou3BO,!J,CTBenuaH : MNB/05/263 MA number:/ : JITT-NQ(008888)-(Pf-RU) 
JIUQeH'.JIIH .N'!! HoMep PY 

Analysis performed according ND/ AuaJin3 npoBe,!),eu 110 H,l(: JITT-NQ(008888)-(Pf-RU)-170225 
Pa.ge 2 of7 / CTp. 2 03 7 

.N'!! Test I IloKaJaTeJib Results I PeJyJibTaTbI Specification/ HopMa 

2b UV- spectrophotometry* I UV absorption spectra of the test solution UV absorption spectra of the test solution 

Y<P-cneKmporjJomOA1emp1m * 
and the solution of the standard sample of and the solution of the standard sample of 
Ketorolac Tromethamine in the range from Ketorolac Tromethamine in the range from 
200 to 400 nm have absorption maxima at 200 to 400 nm should have absorption 
322 ± 2 nm. I Y(J)-crreKTJ)hI rrornomemrn maxima at 322 ± 2 nm. / Y(J)-crreKTpbI 
HCilbITyeMoro pacrnopa H pacrnopa rrornomeHHJI HCilbITyeMoro pacrnopa 11 

CTaH.l.(apTH0fO o6paJua KeTopoJiaKa pacrnopa CTaH.l.(apTH0ro 06pa3ua 
TpOMeTaMHHa B o6JiaCTH OT 200 .no 400 HM KeTopoJiaKa TJ)OMeTaMHHa B o6JiaCTl1 OT 
11MeJOT MaKCHMYMbl rrorJiorn:ett11J1 rrp11 200 .no 400 HM .l.(OJDKHbl HMeTb 
322±2 HM. MaKCIIM)'MhI rrornomemrn rrpn 322±2 HM. 

3 Clarity/ Ilpo3paqHocTb The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
s11spP.nsinn T / Orm TT~~n.~Hn,v111 np~rrnpi1nt snsp~nsinn T / Oni1TT~~r~~m11rn np~ni1p<1n1 

He rrpeBbIUJaeT orraJiecueHUHIO cycrreH3HH He JJ:OJDl<Ha rrpeBbIWaTb orraJiecueHUHJO 
cpaBHeHHJI I. cycrreH3HH cpasHeHHJI I. 

4 Color I ll,BeTHOCTb 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm./ 
ITornomeHHe JJ:OJI)KHO 6b1Tb He 6oJiee 0,20 
rrpH JJ:JIHHe BOJIHbl 430 HM. 

5 pH 7.1 From 6.9 to 7.9. I OT 6,9 .no 7,9 . 

6 Particulate matter / MexaHuqecKHe BKJ11oqeum1 

6a Visible particles / Complies I CoorneTcrnyeT Should be absent. I 
BttJJ:HMhte qacTHl..\hI ,Il;OJI)l(Hbl OTCYTCTBOBaTb. 

Remarks : The Product confirms to ND/ Conclusion : PPRO ED/ 
IlpttMeqauHe: ITpo,nyKT coorneTcrnyeT Tpe6oBaHHJIM H,Il; 3aKmociclille: O,llO1iPEHO 

Prepared by / Checked by I Check ed by (AQA) / Approved by: Quali ty Assurance/Authorized 
ITo,nroTOBJieHo: Shagun nposepeHo: Pravesh ITposepeHo {AOK): person I O,no6peHo: O6ecne•1eHHe 

--z-:,,,--
Rana 

1 
AmitKumar KaqecTBa!OTBeTCTsemme mrn;o: 

~../~ 
17L,iJ1 L v IN) f) f2_ 

_.LV'-'j 

Date / D ate I D ate / IDate / '.2- 1- i 2 - l o H.--
,Il;arn: 27.12.2025 ,Il;arn: 27.12.2025 ,ll,aw: 27.122 02 ,ll,aTa: 

Registered Office: S-2-337, Road No. 3, Bc:njci r,, riiib, Hycierabad - 50003--,, Tel,1r1:;ana, India 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddvs.com 
Cl~J: LS5l95AP1984PLC004507 

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

CEPTH <I> HKA T AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khoi, r~alagarh Road, Baddi, 
Distt. Soia,1, H.P., 173 205, INDIA 

r0 1: +!J1 98166 56Qn1-Q; 
v-.1W\'1.ci 1·;-eddv~.com 

Product:/ Kctorol"' (Kctorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

Ilpo)J;yf.:T: KeTopon"' (KeToponaK) paCTBOP )lml BHyrpHBeHHOro H BHyrpHMbIWelJHOro BBe)leHH51, 30 MrlMJl 

Batch No/ 
: V251010 

Batch Quantity/ 454545 ampules / 

CepnH X2 06beM cepuu 
: 

454545 aMnyn 

Analytical Report No I Date of Analysis / 
AuaJIU'f'Hqec1rnu OTqeT .M! : 890001853457 .[{aTa auaJiuJa : 27.12.2025 

Date of Manufacture / 
: 12/2025 

Date of Expiry / 11/2027 
l.[{aTa npouJBO/l:CTBa ro)J;eH )J;O 

: 

Mfg. License No./ 
IlponJBOiJ:CTBeuuaH : MNB/05/263 MA number:/ : JITT-N2(008888)-(Pf-RU) 
JIUQeH311H .N'!! HoMep PY 

Analysis performed according ND/ AuaJiu3 npoBe)J;eH no H.[{: JITT-N2(008888)-(Pf-RU)-170225 
Pa2e 3 of 7 I C Tp. 3 113 7 

.N'2 Test I TToi.:a1aTem, Results/ Pe1yJ1bTaTb1 Specification / HopMa 

6b Invisible particles / 
HeBH.IUIMbie qacTHI.J,bl: 
I. Particles 2: 10 µm / 10 not more than 6000 per ampoule; / 

lfacmu pa1MepoM 2: He 6onee 6000 Ha aMnyny; 
10 MKM 

ii. particles 2: 25 µm / 3 not more than 600 per ampoule. I 
qacTttU pa1MepoM 2: He 6onee 600 Ha aMnyny. 
25 MKM 

7 Impurities/ TTpnMecu 

Impurity A / TipttMecb A 0.09 % not more than 0.20 % / He 6onee 0,20 %; 

Impurity B / TipttMech B Below LOD (LOD = 0.014 %) / HmKe not more than 0.50 % / He 6onee 0,50 %; 
rrpe,uena o6Hapy)KeHtt51 (TIO= 0.014 %) 

Impurity C / TipttMecb C Below LOD (LOD = 0.010 %) / Htt)Ke not more than 0.50 % / He 6onee 0,50 %; 
rrpe,uena o6Hapy)KeHtt51 (TIO= 0.010 %) 

Impurity D I Tip11Mecb D Below LOD (LOD = 0.014 %) / Htt)Ke not more than 0.20 % / He 6onee 0,20 %. 
rrpe,uena 06ttapy)Kettm1 (TIO= 0.014 %) 

Individual unidentified Not more than 0.20 % / He 6011ee 0,20 %. 
impurity / E,uttHttlJHa51 

Below LOQ (LOQ = 0.050%) / Htt)Ke 
Hett,UeHTI1~HU,I1pOBaHHa51 

rrpe,uena KOJJlllJecrneHHOro orrpe,ueneHH51 
rrpHMeCb 

(TIKO =0.050%) 

Total impurities / CyMMa 0.1% Not more than 1.50 % I He 6011ee 1,50 %. 
rrpnMecett 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
flpHMe•rnFrne: Tipo,uyKT COOTBeTCTByeT Tpe6osaHH51M H,[.( 3aKJ110Yeu0e: O.lJ:OliPEHO 

Prepared by I 
Tio,uroToBJietto: Shagun 

~ 
Pate / 
,[(aTa: 27.12.2025 

Cl1ecked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 

r;,::epe7 ravesh 
ITposepetto (AOK): person I O,uo6petto: O6ecne'!ett0e 
Amit Kumar 

t_/ 
Ka'!eCTBa/OTBeTCTBeHHOe 110uo: 

\ l),....., \ L ;5·y r- l / .c,.. ,L 
.,%-- _.s(_ I, 

Date / D ate / !Date / /~ 7,-f l -..L...C1J\ 
,[(am: 27.12.2025 ,[(am: 27.12.2025 )].am : 

Registc'red Office: S-2-337, RoJd No. 3, B.::nj;:irc; Hiiis, HyderJbad - 50003.J, Tciang,rn,1, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

Cii'J: L85195AP19S4PLC004507 
www.drreddys.com 

] 



Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 

CERTIFICATE OF NALYSIS 
CEPTH <I> HKA T AHAJIH3A 

Viii. i<hol, ~Jaic1garh Road, Baddi, 
Oistt. Soia,1, H.P., 173 205, INDIA 

T:·i: .,_Cl:!._ 92:!.66 56001-07 
\N1, ✓ '-'/.Ui redclys.com 

Product:/ Kctorol'"' (Kctorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

Ilpoti:v1'r: KeTopOJl"' (KeTopoJTaK) pacrnop .D,rn1 BHyrpttBeHHoro H BHyrpHMhIWetrnoro sse.D,eHH51, 30 MrlMJT 

Batch No/ 
: V251010 

Batch Quantity/ 454545 ampules / 

Cepuu .:N'2 O6beM cep1111 
: 

454545 aMnyJT 

Analyti~al Report No/ Date of Analysis / 
Ananu..-1ftleCKHH oTqeT .N'!! : 890001853457 ,Lt:aTa anaJiuJa : 27.12.2025 

Date of Manufacture / 
: 12/2025 

Date of Expiry/ 
11/2027 

l{aTa IlPOH3B0!1:CTBa roti:en t:1:0 
: 

Mfg. Ljcense No./ 
Ilpou3130tJ:CTBennaH : MNB/05/263 

MA number:/ : JITT-.NQ(008888)-(Pr-RU) 
HoMep PY JIHQeH:JHH .N'!! 

Analysis performed according ND/ Ananu3 npoBeti:en no H,n:: JITT-.NQ(008888)-(Pr-RU)-l 70225 
Page 4 of 7 / Crp. 4 113 7 

.N'!! Test/ lloKa3aTeJih Results/ Pe3yJihTaThl Specification / HopMa 

8 Extractable volume* / 10.5 ml/ 10.5 MJI Not less than 10.0 ml (collectively 
HlBJieKaeMbIH o6beM* measured volume of 10 ampoules)./ 

He Mettee 10,0 MJI (o6beM, H3MepeHHblH 
Ha 0CH0BaHHH o6be)],HHeHHOro 
C0JJ:ep)I(HMOro 10 aMnyJI). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
EaKTepuaJibHble /<=0.725 E3/Mr Trometamol. I He 6oJiee 5,8 E3/Mr 
'.JH,11,0TOKCHHbl KeTopoJiaKa TpOMeTaMHHa. 

IO Sterility*i' I Complies / CooTBeTcTByeT Must be sterile. I ,[l;OJT)I(eH 0b!Tb 
CTepHJibHOCTb** CTepHJibHblM. 

11 Assay/ KoJIH'leCTBeHHOe 30.39 mg I 30.39 Mr From 27.0 mg to 33.0 mg of Ketorolac 
unp,JJ:1;Jil!HH.: Tromct1unol per 1 ml. / OT 27,0 Mr ,uo 

33,0 Mr KeTOpoJiaKa TpOMeTaM0Jia B 1 MJI. 

12 Ethanol content/ 3rnnoJI 11.79 % From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) JJ:0 13,10 % (06/06). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
llp11Me1.Jau11e: IIpoayKT cooTBeTcTByeT TPe6osamrnM H,[l; 3aKJIIO'leHHe: o,n:OEPEHO 

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

TioaroTOllJletto: Shagun npoeepeHo: Prave h IIpoeepetto (AOK): per on / OJJ:o6petto: O6ecrre'-!em1e 

~1/ 
Rana 1 Amit Kumar Ka'-!eCTBa!OTBeTCTBeHHOe mur,o: 

I'/~ Q'u;-i IL Kvt~IP(I-
_c_vv? 

Date I Date/ Date / 

I
IDale / 2 7-n_-.;_c~r 

,[l;arn: 27.12.2025 AaTa: 27. l 2.2025 )];a1c1: 27.12.2025 JJ:ara: 

Regist2red Office: S-2-337, Road No. 3, B~nja ta Hiiis, Hyderabad - 500034, TelungJnJ, India 
Tel: +9140 4900 2900, F;:ix: +9140 4900 2999, Email: maii@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTJI <I> IIKA T AHAJIII3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Vi ii. i<hoi, r,Jalagarh Road, Baddi, 
Distt. So ia;1, HP., J.73 205, l~JDIA 
f,--, j: .l ) I CJ!'; ( 6(-i 56001-02 

N-..J'.-1.c irreJ ci 'y'.', .co m 

Product:/ Ketorol'"' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo.uv"r: KeTopoJi r"' (KeTopoJiaK) pacTBOP ,l],m1 BHyrp1-rneHttoro H BHYTPHMhlllle'iH0ro sse,l],eHH51, 30 Mr/Mn 

Batch No/ 
: V251010 

Batch Quantity / 454545 ampules / 
Cepm1 .:N'2 061>eM cepuu 

: 
454545 aMnyJI 

Analyti~al Report No/ Date of Analysis / 
AuaJ111'f'llqec1rnii 0T'leT .N'!! : 890001853457 ,ll;aTa auaJ1HJa : 27.12.2025 

Date of Manufacture / 
12/2025 

Date of Expiry / 
11/2027 

.ll:aTa OPOH3B0,UCTBa 
: 

ro,UeH ,UO 
: 

Mfg. License No. / 
IlpouJBO,UCTBeuuaH : MNB/05/263 MA number:/ : Jlll-N2(008888)-(Pf-RU) 
JIHQeHJHH .N'!! HoMcp PY 

Analysis performed according ND/ AuaJIHJ npose.ueu no H,l(: JUI-N2(008888)-(Pf-RU)-170225 
Page 5 of7 / CTp. 5 113 7 

Test I IloKaJaTeJib Results I Pe3yJibT3Tbl Specification / HopMa 

13 Packaging/ Onucam1e 
ynaK0BKH 

1 mL in class I light-shielding dark amber 
glass ampoules. A cut ring and point in the 
upper part of ampoule. A label is attached 
to ampoule. 

1 mL in class I light-shielding dark amber 
glass ampoules. 

10 ampoules and a patient information 
leaflet in a PVC/aluminum blister. 
1 blister in a carton pack. / 
no 1 MJT B aMrryJThl 113 CBeT03aW:HTHOro 
cTeKJJa TeMuo-Kopwrnesoro useTa KJTacca 
L B sepxueri qacn1 aMnyJihI uaHeceHhI 
KOJThUO H TO'!Ka Jl.lUI pa3JIOMa. Ha aMnyny 
HaKJieHBaIOT 3THKeTKy. 
fio 10 aMrryJJ BMeCTe C JTHCTKOM-
BKJla.ll,h!llleM s ITBX/an10M1rn11eshrtt 
bJJHCTep. I lo l bJTHCTepy B rra'!KY 
Kap I UHHYID, 

A cut ring and point are in the upper part 
of ampoule. A label is attached to 
ampoule. 10 ampoules and a patient 
information leaflet in a PVC/aluminum 
blister. 
1 blister in a carton pack; for in-patient 
facilities : 2, 3, 5 blisters in a carton pack. 
I 
flo 1 MJI B 3MITyJThl H3 CBeT03a[UHTHOro 
CTeKJJa TeMHO-KOpH'!HeBOro U,BeTa KJTacca 
I. B sepxuett qacnI aMITYJThl HaHeCeHbl 
KOJlhUO 11 TO'!Ka .[(n51 pa3JTOMa. Ha aMnyny 
HaKJTeUBaI-OT 3Tl1KeTKy. 
ITu 10 aM11yn BMecTe C JTHCTKOM-
BKJTa.[(hIWeM B TIBX/amoMHHIIeBhltt 
6m1CTep. flo 1 6JIHCTepy B rra'!KY 
KapTOHHy10; 0//R CIIW1/IIOHapo6 : ITO 2, 3, 5 
6nucTepos s rra'!KY KapTouuy 10. 

* Tests are not performed during the stability investigation./ * HcrrbITaHH51 He npoB0.[(51T B xo,l],e 11ccJie.[(0Bamu1 
CTa6HJibHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** Ilptt BhmycKe rrperraparn 
KOHTpOIIb KalJ.eCTBa no II0KaJaTemo npoB0,l.l_HTC51 ,l.l_Jl51 Ka)l{)J,OH 15-ott cepHH. 

Remarks : T he Product confirms to ND/ 

I
Conclusion : APPROVED I 

IlpH MC'l81ilte: IIpo,n:yKT COOTBeTCTByeT Tpe60B3HIUIM HJJ: 3aKJIIO'teuue: O,l(OliPEHO 

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

ITo.nroToBneHo: Shagun Dp0Bepe1i0: Pra esh ITpoeepetto (AOK): person I 0.no6petto: 06ecrreqeu11e 

Rana 

.{ 
Amit Kumar \ Ka'!eCTBa/OrneTCTBeHHOe nHuo: 

~ /'/-- I \LJ}-..,) l CVl.v//'l.)'2.._ _ 
__ c::v'-1 

Date I Date / Date / !Date / '.2~1- iJ -.,Le} r- -
,lJ.a, a: 27.12.2025 A arn: - 7. 1'.L025 ):(am: 27.12.2025 )];am: 

Regist2 r" d Office: S-2-337, Roaci No. 3, B2nj3r,, Hills, Hydera bad - 5Ll0034, ie i;ini_; cl n~, i11dia 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mai l@drreddys.com 

CIN : L35l95AP1984PLC004507 
www.drreddys.com 

] 



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

CERTIFICATE OF ANALYSIS 
CEPTII <JJ HKAT AHAJIII3A 

Viii. i~hol, f\Jai agarh Road, Baddi, 
Distt. Sc i;:i ,1, H.P, J.73 205, INDi/\ 

[(cj • +9 ~L %16f 560Qi-02 
•:Jv1·:-.1.cjn e ,id"y: .com 

Product:/ Ketorol" (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

Ilpo.uv-"T: KeTopoJI0
" (KeTopoJiaK) paCTBOP ~ml BHYfPHBeHHOfO H BHYfPHMbJWeYHOfO BBe~eHH51, 30 MrlMJl 

Batch :No/ 
: V251010 

Batch Quantity / 454545 ampules/ 
Cepusi .:N2 06beM cepnu 

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AnaJJH't'll'leCKHH OT'leT .N'!! : 890001853457 ,U:aTa anamna : 27.12.2025 

Date of Manufacture / 
12/2025 

Date of Expiry / 
11/2027 

Jl,aTa UP0H3B0.UCTBa 
: 

ro.ueu .uo 
: 

Mfg. Lkense No./ 
Ilpo113J30.UCTBennasi : MNB/05/263 MA number:/ : JITT-N2(008888)-(Pf-RU) 
m111.en:JHH N2 HoMep PY 

Analysis performed according ND/ AnaJJH3 npoBe.uen no H,U:: JUl-N2(008888)-(Pf-RU)-l 70225 
Page 6 of?/ CTJ>. 6 113 7 

API name/ HawMeHoBauwe A<l>C: Ketorolac Trometamol / KernponaKa TpoMernMoJI 

INN I MHH: Ketorolac / KernponaK 

API manufacturer batch number / 
2KTM0440725 

HoMep cepuu npoHJBOilHTeJJH A<l>C: 

FP Manufacturer API Batch number/ 
HoMep cep,rn cy6cTanuuu npoHJBOilllTem1 FESA00455 
r JI<I>: 

API Manufactured by & country/ Symed Labs Limited, India/ 
IlpoHJBOilHTem, A<l>C, CTpaua: CaiIMeu Jla6c JlHMHTe.a, Humm 

Name, address, authorization No for FP 
Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Viii. Kho!, Nalagarh 

manufacturing site / Control site / Release 
Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) / 

site I 
HanMeHOBaHHe, aupec, JlHUCH3HH ilJlH 

)J;-p Pe.1U1.1-1'c Jla6oparnp1-1c JlT,11.., I1H.11.1-151, TipomB0.11.CTBeHHOe no.11.pa3,11.eneu1-1e-6, 

IlpOH3B0ilCTBeHHaH nJJOlll.amca / IlJJOlll.aaKa 
Bmrn. Kxo11h, Hanarapx Poy.a, Ea.a.11.11, )J;ncTpHKT ConaH, X.TI., 173205, l'1Hmu1 

KOHTp0JlH KalfeCTBa / IlJJOlll.aaKa BbmycKa 
(111-1I.J,eH3m1 .N~ No 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». / 

3aKJltolfeHne O COOTBeTCTBHH: «HaCTO.HlllHM 51 IlOUTBep)K,11.aIO, '-!TO npHBe.aeHHa.H BhIIIIe I-IHqJOpMaI.J,1-151 .HBJI.HeTC.H ,11.0CTOBepHOH 1-1 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMelfaHne: Ilpo,11.yKT cooTBeTcTByeT rpe6oBaHMM H)J; 3aKJJtoYeHne: O.LI,OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
noll.fOTODJleHO: Shagun I1poaepe110: Pravesh HpoBepeHo (AOK): per on I O.ao6peHo: O6ecne'-!eu1-1e 

Rana j AmitKumar KalJeCTBa!OTeeTC..'TBe~IHOe JII-IUO: 

9/ f~ ( LfNI L K1.,'i~Jril2__ 

_.....C . v/ 
Date / Date / Date I rate/ ') 1···/2. -JD 1 r 
)laTa : -7.12.2025 )J;aTa: 27.1 2.-025 )];am: 27.12.2025 )];am: 

Regiskred Office: S-2-337, Rood No. 3, B,:nja r,, Hiiis, Hyderabad - 500034, TelJ11 g;:i na, Indi a 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CiN: L35195/\Pl98WLC004507 
www.drreddys.com 

I 

I 



CERTIFICATE OF ANALYSIS 
CEPTM <I> IIKA T AHAJllI3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. i(hol, f,j aiagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, lf\JDIA 

N1.v 1i.1.dn eJdvs.com 

Produc::t: / Ketorol1' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

Ilpo.uv~r: KeTopo11~1
' (KeToponaK) paCTBOP )],ml BHyrp11BeHHOro H BHYfp11MblWe'-IHOrO BBe,l],eHJUI, 30 MrlMJl 

Batch No/ 
: V251010 

Batch Quantity / 454545 ampules / 

CepuB .N2 O6beM cepuu 
: 

454545 aMnyn 

Analytiieal Report No/ Date of Analysis / 
AnaJ1u'CH'lec1rnii OT'leT .N'!! : 890001853457 ,ll;aTa anaJiuJa : 27.12.2025 

Date of Manufacture / 
: 12/2025 

Date of Expiry / 11/2027 
,ll;aTa DtJ0113B0,UCTBa ro.uen .uo 

: 

Mfg. License No./ 
Ilpo11300,ucTeenuaB : MNB/05/263 MA number:/ : J1IT-NQ(008888)-(Pr-RU) 
JlHQeH3HH .N'!! HoMep PY 

Analysis performed according ND/ AnaJIHJ npoee.ueu no HJ(: J1IT-NQ(008888)-(Pr-RU)-l 70225 
Page 7 of7 / CTp. 7 HJ 7 

TO'-IHOH. 3ra cep,rn npOAYKU11H npOH3Be,ll,eHa (BKJIIO'-laJI ynaKOBKY (MapK11pOBKY) 11 KOHTPOJJb Kat.Jecrna) Ha BbIWeyKa3aHHOH 

np0113BO,UCTBeHHOH TIJIOLl.(a,ll,Ke (nJJOl.l(a,ll,Kax) B TIOJlHOM COOTBeTCTBl111 C Tpe6osaHl1JIMl1 TipaBllJl Ha,ll,JJe)l(all(eH np0113BOACTBeHHOH 

npaKTl1Kl1 Espa311HCKOro 3KOH0Ml1'-leCKOro COI03a 11 rpe6osaHl1JIMH K0HTPOJiji Ka'-!eCTBa JieKapCTBeHHbIX cpe,ll,CTB, a TaK)l(e B 

C00TBeTCTBHH co crreunqrnKal.(HJIMH, C0,ll,ep)l(al.l.(HMHCJI B perttcTpautt0HH0M ,ll,0Cbe crpaHbHIMIT0pTepa. 3am1c11 no np0113B0JJ,CTBY, 

ynaK0BKe II aHanl13y nposepeHbl, 11 ycTaH0BJleH0 11X C00TBeTCTBHe Tpe6osaHHJIM TipaBHJI HaAJJe)l(all(eH np0113BOACTBeHHOH 

npaKTl1Kl1 Espa3HHCKOro '.:lKOHOMH'-leCKOro C0I03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe'iaHue: TipOAYKT coorneTcTByeT Tpe6osamu1M H,n: 3aKJ1IO'ieune: O.LJ:OliPEHO 

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

Tio,nroTosrretto: Shagun TTponepeHo: Pravesh UpoaepeHo (AOK): person/ OAo6peHo: O6ecneqem1e 

R ana 
. 

Am;t Kum~ / _,.---- KaqecTsa!OTBeTCTBeHHOe nnuo: 

5v 1 -~i.JNI L kVr-//~/2 __ 
--<vvJ 

Date I D ate/ 

!
D ate I !Date/ J 7- 11.~-,<_01-r-

.l(aTa: 27.12.2025 ,Z1;aTa: 27. I 2.2025 J(aTa: 27.12.2025 ,l];aTa: 

Regist2red Office: S-2-337, Road No. 3, Bc:nj.:irci rli i is, Hyderabad - 500034, Tel.:ingan a, India 
Tel: +91 40 4900 2900, Fax: +91404900 2999, Email: mail@drreddvs.com 

CIN: L35195AP1984PLC004507 
www.drreddys.com 

I 




