
CERTIFICATE OF ANALYSIS 
CEPTH~IIKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khoi, Nulagarh Road, Baddi, 
Dicrt. Solun., H.P., 173 205, INDIA 

,~;. ,; l :::~,GG 56001-02 
1Nwvv.drreciclys.com 

Prodt.1Ct: / Ketorol11<1 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IlPOA:,:'.ICT: Kernpo11(1<) (KeTopo11aK) pacrnop .ll:1151 BHyrpHBeHHOro H BHyrpHMbllIJeqttoro BBe,z:i:eHH51, 30 MriMJl 

Batch ~o / 
: V251011 

Batch Quantity/ 454545 ampules/ 
CepnH ,M! O6beM cepuu 

: 
454545 aMTTYJl 

Analytical Report No I Date of Analysis/ 
AuamfTuqecKuu OT'IeT .N'!! : 890001854720 ,n:aTa auaJiu3a : 30.12.2025 

Date of Manufacture/ 
12/2025 

Date of Expiry/ 
11/2027 

,n:aTa npou3BO/l:CTBa 
: 

roti:eH AO 
: 

Mfg. License No./ 
Ilpou3BOACTBeuuaH : MNB/05/263 MA number:/ 

: JIIT-M!(008888)-(Pf-RU) 
JIHQeH3UH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoBeAeH no H,n:: JIIT-N2(008888)-(Pf-RU)-l 70225 
Page 1 of7 / Crp. 1 u3 7 

.N'!! Test/ TioKaJaTeJib Results/ PeJyJibTaTbl Specification / HopMa 

1 Description/ Onucauue Clear colorless solution. / Tip03paqHbltt Clear colorless to slightly yellow color 
6ecuseTHbitt pacTBop. solution. I Tipo3paqHbltt pacrnop OT 

6ecuseTttoro L\O cseTJIO-)KeJnoro useTa. 

2 Identification*/ lfti:eHTH{J>ttKauusi* 

2a HPLC* I B3JKX* 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 main peak m the 
standard solution. I BpeM51 y,r:\epiKHBamrn chromatogram of standard solution (Assay 
OCHOBHOro TTHKa Ha xpoMarnrpaMMe section). I BpeM51 y.11.ep)l<HBaHH51 
HCilbITyeMoro pacTBopa COOTBeTCTByeT OCHOBHOro TTHKa Ha xpoMarnrpaMMe 
BpeMeHH y,r:\ep)l(HBaHH51 OCHOBHOro TTHKa HCilbITyeMoro pacTBopa ,[\OJI)l(HO 

Ha xpoMarnrpaMMe CTaH,[\apTHOro COOTBeTCTBOBaTb BpeMeHH y.11.ep)l(HBaHH51 
pacTBopa. OCHOBHOro TTHKa Ha xpoMaTorpaMMe 

CTaH,r:\apTHOro pacTBopa (pa3,[\eJI 
«KoJIHqecTBeHHOe onpe,r:\eJieHHe» ). 

Remarks : The Product confirms to ND/ 

I 
Conclusion : APPROVED I 

TipttMe'lauue: TipOL\YKT COOTBeTcTByeT Tpe6oBaHH51M H.z:t: 3aKJIIO'lenue: O,IJ:OliPEHO 

Prepared by/ 

no,uroTOBJJetto: 

Ramak.ant 

~~ 
Date I 
,D;arn: 30.12.2025 

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

nposepeHo: Pardeep TipoaepeHo (AOK): person I OL\o6peHo: O6ecneqeHHe 

K umar 

~ 
Amit l(urnar KaqecTBa/OTBeTCTBeHHOe JIHUO: 

----
( l.Jr--llL KvMP>L 

--- - __<::~"1 
Date I 

I 
Date I IDate I .JO·-/ ,z,....zcJJ.-~ 

.z:t:arn: 30.12.2025 ,D;arn: 30.12.2025 ,D;arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drr2ddys.com 

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

CEPTH<l>IIKAT AHAJIH3A 

Dr. Reddv's Laboratories Ltd . 
Formulation Unit-5 
Viii. iChoi, Ncilagarh Road, Baddi, 
Di'.,n c;nl~n . H.P., 173 205, INDIA 

-,-"t . -sc· J. ; . .-: ,_GG 56001-02 
www.r.irredciys.com 

Prodt1-Ct: / Ketorol0'' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo)l-,,1n: KeTopon°'' (KCTOponaK) paCTBOp )],Jl51 BHyrpirneHHOro H BHyrpHMbIWe'-IHOro BBe)],eHml, 30 MrlMJl 

Batch :No/ 
: V251011 

Batch Quantity/ 454545 ampules I 
Cepua ,M! O6neM cepuu 

: 
454545 aMTTYJl 

Analytical Report No/ Date of Analysis / 
Auamf'fnqecKuii oTqeT .N'!! : 890001854720 ,[t:aTa auaJitt3a : 30.12.2025 

Date of Manufacture/ 
12/2025 

Date of Expiry / 
11/2027 

)I;aTa 11pouJso,r:i:cTBa 
: 

ro.a:eu )lO 
: 

Mfg. License No./ 
Ilpou3BO)lCTBeuuaH : MNB/05/263 

MA number:/ : JII1-N2(008888)-(Pf-RU) 
JIHQelf3HH .N'!! HoMep PY 

Analysis performed according ND/ AnaJIH3 npose.a:eu no H)I;: JII1-N2(008888)-(Pf-RU)-l 70225 
Page 2 of7 / C-rp. 2 03 7 

.N'! Test/ IloKaJaTeJJb Results I Pe1yJJbTaTbt Specification / HopMa 

2b UV- spectrophotomet,y* I UV absorption spectra of the test solution UV absorption spectra of the test solution 

Y<P-cneKmporpommtempzm * 
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<l>-cneKTpht nornomemrn maxima at 322 ± 2 nm. / Y<l>-cneKTpbI 
11cnbnyeMoro pacrnopa H pacrnopa nornomeHH51 HCilhITyeMoro pacrnopa 11 

CTaH,11,apTHOro 06pa1ua KeToponaKa pacrnopa CTaH,11,apTHOfO 06pa1ua 
TPOMeTaMI-IHa B o6nacrn OT 200 .no 400 HM KeToponaKa TpoMeTaMHHa B o6nacnr OT 
HMeIOT MaKCHMYMhl nornomeHH51 np11 200 .no 400 HM ,11,0Jl)KHhl HMeTh 
322±2 HM. MaKCHMYMbl nornomeH1151 nptt 322±2 HM. 

3 Clarity/ Ilpo1paquocTb The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / Onanecuem,lH51 npenapaTa suspension I. / OnanecueHum1 npenapaTa 
ue npeBhIIIIaeT onanecueHu1110 cycneH11111 He .IJ:OJJ)l(Ha npeBhIIIIaTb onanecueHUHIO 
cpaBHeHH51 I. cycneH11111 cpaBHeHH51 I. 

4 Color / QBeTHOCTb 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm./ 
IlornomeH11e .IJ:OJJ)KHO 6hITh He 6onee 0,20 
np11 .11:JlHHe BOJJHbl 430 HM. 

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

6 Particulate matter/ MexauuqecKne BKJJIO'leuusi 

6a Visible particles / Complies I CoorneTcrnyeT Should be absent. / 
B11.11:HMhie qacTHUhl ,lJ;OJJ)KHhl OTCYTCTBOBaTh. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'Iauue: Ilpo,11,yKT coorneTcrnyeT TPe6osaH1151M H,ll; 3aKJJIO'leuue: O,ll;OliPEHO 

Prepared by I 
Hom·o-roene~10: 
Ramakant 

~ 
Date / 
,ll;aTa: 30.12.2025 

Checked by I Checked by (AQA I Approved by: Quality Assurance/ Authorized 
ITpoaepeHo: Pardeep ITpoaepeno (AOK): person / O.no6peHo: O6ecneqeH11e 
Kumar 

=1-:-
Amit Kumar 1<ayeC1'BaiOTBeTCTBe 1-lHOe JIM u.o. 

t ·__, ---- ~ UµI"-_ K\/1--\ r\ 

~ 1 
Date/ Date / 

I
IDate / {) 011-----;i,C'J.--C-

,[lara: 30.1-.-025 .n;a-ra: 30.12.2025 ,ll;aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad· 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drr2ddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 
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CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

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

D1st t Solan, H.P., 173 205, INDIA 

::::l. : '.' :~ S'.:: :i.66 56001-01 
www.drret.!c:ys.corn 

Produ.ct : / Ketorol°'' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo;:r~icT: KeToponc\{1 (KeToponaK) pacTBop )],mi BHyrp1-rneHHoro 11 BHyrp11Mb1We1rnoro BBe.l],ettm1, 30 Mrhrn 

Batch :!'io / 
: V251011 

Batch Quantity / 454545 ampules / 
CepnH .N'2 O6'1>eM cep1111 

: 
454545 aMnyn 

Analytical Report No / Date of Analysis / 
AuamtTuqecKuii oTqeT .N'!! : 890001854720 ,[t:aTa auaJiuJa : 30.12.2025 

Date of Manufacture/ 
: 12/2025 

Date of Expiry / 11/2027 
,[t:aTa n_poH3B0,[l;CTBa ro;:i;eu ;:i;o 

: 

Mfg. License No./ 
Ilpou:no,ucTBeuuaH : MNB/05/263 

MA number:/ : JITT-N~(008888)-(Pf-RU) 
JIHUeH3HH .M! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoBe,z:i;eu no H,Lt:: JITT-N~(008888)-(Pf-RU)-170225 
Paee 3 of7 / CTp. 3 03 7 

.N'! Test I TI0tca1aTeJ1b Results/ Pe1yJ1bTaTbl Specification/ HopMa 

6b Invisible particles / 
HeB11.ru,1Mb1e qacTHUhI: 
1. Particles 2: 10 µm / 01 not more than 6000 per ampoule; I 

qacmu pa3MepoM 2: He 6onee 6000 Ha aMnyny; 
10 MKM 

ii. particles 2: 25 µm / 00 not more than 600 per ampoule. / 
qacn1u pa3MepoM 2: He 6onee 600 Ha aMnyny. 
25 MKM 

7 Impurities/ TipuMecu 

Impurity A I Tip11Mech A 0.08 % not more than 0.20 % / He 6onee 0,20 %; 

Impurity B I Tip11MeCh B Not detected / He o6Hapy)KeHa not more than 0.50 % / He 6onee 0,50 %; 

Impurity C I Tip11MeCh C Below LOD (LOD = 0.0 IO %) / Htt)Ke not more than 0.50 % / He 6onee 0,50 %; 
npenena o6Hapy)KeHJUI (TIO= 0.010 %) 

Impurity D I IIp11MeCh D Below LOD (LOD = 0.014 %) / H11)Ke not more than 0.20 % / He 6onee 0,20 %. 
npenena 06Hapy)KeH11H (TIO= 0.014 %) 

Individual unidentified Not more than 0.20 % / He 6onee 0,20 %. 
impurity I E.n:11HM'IHaH 

Below LOQ (LOQ = 0.050%) I Htt)Ke 
He11neHTH~11u11poBaHHaH 

npenena KOJIH'lecrneHHoro onpeneneHHH 
npHMeCh 

(TTKO =0.050%) 

Total impurities/ CYMMa 0.1% Not more than 1.50 % I He 6onee 1,50 %. 
np11Mecei1 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
O p11Mct1att11e: IIponyKT cooTBeTcrnyeT Tpe6osaHMHM HA 3aicmoqem1e: 0,lJ,Ol,PEHO 

Prepared by/ 

ITo.n:rornsneHo: 

Ramakaot ~ 

Date/ 
)];am: 30.12.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
Ilposepetto: Pardeep IIposepeHo (AOK): per on/ O.n:o6peHo: O6ecne'leH11e 
Kumar 

4--:---
Amit Kumar Ka'leCTea/OTeeTCTBeHHOe J1111..(0 : 

t~~ _(_ V ~ • ~ K \J ,"-'\ (\.Q_ __ 
~vv) 

Date I Date I IDate / ((0-1)..fc.(0}--C-
)];am: 30.12.2025 )];am: 30.12.2025 )];am: 

Registered Office : 8-2-337, Road No. 3, BanJara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: m2il@drr2ddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. R48ddy's ~;• 

-

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

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

-:·:: : : :: ::. s:=1ss 55001-02 
1Nww.rir,·ed dys. com 

Prodl.lCt: / Ketorol°'' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IIPO.!l~•a: KeTopoJI0
" (KeTOPOJiaK) pacrnop ,UJI.SI BHYfPHBeHHOro H BHyrpHMbIWe1.rnoro BBe,ueHH51, 30 MflMJI 

Batch :No/ 
: V251011 

Batch Quantity / 454545 ampules/ 

Cepm1 .N'2 06neM cepuu 
: 454545 aMny JI 

Analytical Report No/ Date of Analysis / 
AuamituqecKuu oTqeT .N'!! : 890001854720 ,[I;aTa auam13a : 30.12.2025 

Date of Manufacture/ 
12/2025 

Date of Expiry / 11/2027 
llaTa ripouJB0.!lCTBa 

: 
ro,lleH llO 

: 

Mfg. License No./ 
Ilpou380llCTBeuuaH : MNB/05/263 MA number:/ : JITT-N2(008888)-(Pf'-RU) 
JIHqelf3HH .N'!! HoMep PY 

Analysis performed accordin2 ND/ AnaJIH3 npoeeti.en no 11):I:: JITT-N2(008888)-(Pf'-RU)-170225 
Page 4 of 7 / CTp. 4 113 7 

.N°Q Test I IToKaJaTeJih Results/ Pe1yJibTaTbt Specification / HopMa 

8 Extractable volume* / 10.4 ml / 10.4 MJI Not less than 10.0 ml (collectively 
11JBJieKaeMblH o6beM* measured volume of 10 ampoules). / 

He MeHee 10,0 MJI (o6beM, H3MepeHHblH 
Ha 0CH0Bamrn: o6be,rurneHHOfO 
C0JJ.ep)l(HM0ro 10 aMIIYJI). 

9 Bacterial endotoxins / <=0. 725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaKTepH3JlbHbie /<=0.725 E3/Mr Trometamol. I He 6oJiee 5,8 E3/Mr 
JH,ll,OTOKCHHbl KeTopoJiaKa TP0MeTaMHHa. 

10 Sterility** I NA Must be sterile. I ,!J;om1<eH 6b1Tb 
CTepHJibHOCTb ** CTepHJibHblM. 

11 Assay/ KoJiw1ecTBeuuoe 30.48 mg I 30.48 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpet1,eJieuue Trometamol per 1 mL. I OT 27,0 Mr AO 

33,0 Mr KeTOpoJiaKa Tp0MeTaM0Jia a I MJI. 

12 Ethanol content/ 3TaHoJI 11.71 % 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 I 
n p11Me•rn1me: Tipot1,yKT cooTBeTcTByeT TPe6oBaHH51M H,n: 3aKJIIO'teuue: O,l(O:6PEHO 

1:========::,;::::========;-;=========: 
Prepared by I 
Tio~roToaJTetto: 
Ramakant 

Date I 
,[(am: 30. 12.2025 

Checked by/ 

TTposep eHo: Pardeep 

Kumar 

Date/ 

,[(am: 30.12.2025 

Checked by (AQA) / 

npooepeHo (AOK): 

Amit K um 

Date / 

\ ..--/ . 

----
)],am: 30.1 ~--0-5 

Appro ed by: Quality Assurance/ Authorized 

person/ OJJ.o6peHo: O6ecneqemie 
Ka'leCTBa!OTBeTCTBeHHOe JIHL(0: 

~0 N I L 1< \)V'-'I r,e_ 
-1.. 

Registered Ofiice : 8-2-337, Road No. 3, Banjara Hills, Hyde r·abad - 500034, Tel angana, India 
Te l: +9140 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

l 



CERTIFICATE OF ANALYSIS 
CEPTH<l>ID AT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. i<hoi, Nalagarh Road, Baddi, 
J:s~~ So!:::: , H P., 173 205, !NOIA 
·:e:: +~l j._,J66 56001-02 
1.tvww.ci 1-recJdy5.corr. 

Prod1J.Ct: / Ketorol°'' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo~,:'.ICT: KeTopoJ1°'1 (KeTopo11aK) pacrnop ,!l.Jl51 BHyrpHBeHl!OfO H BHyrpHMbIWelJHOfO BBe,UeHH51, 30 MrlMJl 

Batch ~o / 
: V251011 

Batch Quantity/ 454545 ampules / 
Cepm1 .M! 061.eM cepnu 

: 454545 aM nyn 
Analytical Report No / Date of Analysis / 
Auam1TuqecKuii OPieT .M! : 890001854720 ,ll.aTa auaJiu3a : 30.12.2025 

Date of Manufacture/ 12/2025 Date of Expiry/ 11/2027 
llaTa IIJl0H3Bo~cTBa 

: 
ro~en ~o 

: 

Mfg. License No./ 
Ilpou3Bo~cTsennaH : MNB/05/263 MA number:/ : JITI-N!i(008888)-(Pf-RU) 
Jiu._eH3UH .M! HoMep PY 

Analysis performed according ND/ AuaJIH3 npose~eu no II)];: JITI-N!!(008888)-(Pf-RU)-l 70225 
Page 5 of7 / CTp. 5 113 7 

Test/ TToi<:a3aTeJih Results/ Pe3yJihT3Thl Specification/ HopMa 

13 Packaging/ OnucaHne 
ynaK0BKlf 

I 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. 

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

IO ampoules and a patient information 
leaflet in a PVC/aluminum blister. 
I blister in a carton pack. I 
110 1 MJI B aMnyJibl 113 CBeT03aI.UHTH0ro 
cTeKJia TeMH0-Kopwrnesoro useTa Knacca 
I. B BepxHeH 1.JaCTII aMnyJibl HatteceHbl 
K0JlbU0 H T0I.JKa .[(JUI pa3JI0Ma. Ha aMnyny 
HaKJieHBaIOT 3TIIKeTKy. 
110 10 aMnyJT BMeCTe C JIHCTK0M­
BKJia,!l.blllieM B l1BX/an10MHHtteBbIH 
6JTHCTep. 110 1 6JIHCTepy B naI.JKY 
KapTOHHYfO. 

A cut ring and point are in the upper part 
of ampoule. A label is attached to 
ampoule. IO ampoules and a patient 
information leaflet in a PVC/aluminum 
blister. 
I blister in a carton pack; for in-patient 
facilities: 2, 3, 5 blisters in a carton pack. 
I 
110 1 MJI B aMnynhI H3 CBeT03all.l,HTH0ro 
cTeIurn TeMH0-K0pHI.Jttesoro usem KJiacca 
I. B sepxtteti 1.JacT11 aMnynhI Hattecettbl 
K0JibU0 H T0'IKa ,!l.Jlll pa3JI0Ma. Ha aMnyny 
HaKJieHBaIOT 3THKeTKy. 
110 10 aMnyn BMeCTe C JIHCTK0M-
BKJia,!l.blllieM B 11BX/amoMHHHeBbIW 
6JTHCTep. 110 1 6JTHCTepy B na4KY 
KapT0HHyio; OJIR ClnalfllOHapoe: no 2, 3, 5 
6JTHCTePOB s nal.JKY KapT0HHyIO. 

* Tests are not performed during the stability investigation./* l1cnb1Tattm1 He npoBO,!l..flT B xo,!l.e Hccne,!l.OBaHIDI 
CTa6HJibHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** TipH BhmycKe nperraparn 
KOHTpom, Kaqecrna no IlOKa3aTemO npOBO,ll,HTCll .wrn Ka)K)],OM 15-on cepHH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'lauue: 11pO.LI.YKT C00TBeTcTByeT ipe6oBaHlliIM H}l 3aKJIIO'-leuue: O.Ll:OliPEHO 

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

TToJJ.roTOsnetto: TTposepeHo: Pardeep [l.posepeHo AOK): person/ O.LI.o6petto: O6ecne1.JeHtte 

Ramakant ~ Kumar Amit Kumar Ka4eCTBal OTBeTCTBeHHOe JIHU0: 

d-::- t~~ ---i2. V ~' L K li l"-1 1--\/'2__ 

.~vVI 
" I 

Date/ Date / D ate / IDate I <J ()-1 J_--_JJ1).~ 
}lam: 30. 12.2025 }laTa: 30.1.2.202 ,[J:a-ra: 30.12.2025 }lam: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@dm~ddys.com 

C\N: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr.R~ddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-5 

CERTIFICATE OF ANAL VSIS 
CEPTII <I> IIKA T AHAJIII3A 

Viii. l(hoi, Nalagarh Road, Baddi, 
[li stt Snl;,n H.P., 173 205, INDIA 

~Cl: ;-~ _i_ ;:166 56001-02 
www.cJi·rec.1dvs. com 

ProdtJ.Ct : / Ketorol(\{' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo/1,~ln: KeTopon"'' (KeToponaK) pacrnop )].JUI BHyrpJ.18eHHOro H BHYTPHMh1We4HOro BBe,ueHH51, 30 Mr/Mn 

Batch ~o / 
: V251011 

Batch Quantity / 454545 ampules / 

CepnH .N'!! O61.eM cepnn 
: 454545 aMnyn 

Analytical Report No / Date of Analysis / 
AuamftuqecKnii oTqeT N!! : 890001854720 ,ll;aTa auaJinJa : 30.12.2025 

Date of Manufacture/ 
12/2025 

Date of Expiry / 11/2027 
,lJ;aTa IlP0H3B0,ll,CTBa 

: 
ro/J,eH/1,0 

: 

Mfg. License No. / 

Ilpon:.JBO)],CTBeuuaa : MNB/05/263 MA number:/ : JITT-N2(008888)-(Pr-RU) 
HoMep PY JinQeH3HH N!! 

Analysis performed according ND/ AuamB npose,LJ;en no H,ll;: JITT-N2(008888)-(Pr-RU)-170225 
Page 6 of7 / CTp. 6 HJ 7 

API name/ HaHMCHOBaHHC A<DC: Ketorolac Trometamol I KeTOponaKa TPOMernMoJI 

INN /MHH: Ketorolac / KeTOpoJiaK 

API manufacturer batch number/ 
2KTM0440725, 2KTM0540925 

HoMep cepuu npoHJBOJJ:HTeJlH A<DC: 

FP Manufacturer API Batch number / 
HoMep cepHH cy6cTaHU,HH npOH3B0J);HTem1 FESA00455, FESA00529 
r JI<D: 

API Manufactured by & country/ Symed Labs Limited, India / 
IlpoHJBO.ll.HTeJib A<DC, cTpaua: CaiiMe,n Jla6c JlHM11TeJJ:, l1u.nm1 

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

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

site I 
HaHMeHOBauue, a,ll.pec, JIIIU,eHJHH ,IJ.JIH 

,lJ;-p Pe,1uu1' C Jla6opaTOpHC JlT,n., l1H,IJ.IUI, TipOH3B0,IJ.CTBeHHOe IlO,ll.pa3,neJieHHe-6, 

l1pOH3B0JJ:CTBeHHaH DJIOI.J.-la,IJ.l.:a / IlJIOI.J.-la,IJ.lca 
81IJIJI. KxoJih, Hanarapx Poy.n, EaMH, ,lJ;ttcTpHKT Conan, X.11., 173205, Hu.nm, 

KOHTp0JUI Ka'fCCTBa / IlJIOI.J.-laJJ;Ka BbmycKa 
(Jim..(eH3mI N!! No MNB/05/263 

Declaration of certification: «I hereby certify that the above mformat10n 1s 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». / 

3aKJIIO'feHue O COOTBCTCTBHU: «HacTOHIUHM 51 IlO,IJ.TBep)l(,naJO, YTO npHBe,neHHaH BhIIIIe HH<popMaUH51 HBJI51eTCH )J,OCTOBepHOH II 

Remarks: The Product confirms to ND/ 
IlpuMe<tauue: Tipo,ll.yKT COOTBeTCTByeT TPe6oBaHHHM H.D: 

Conclusion : APPROVED I 
3aK.111oqeuue: O,ll,OliPEHO 

1:========:::;;:::=========,;=========: 
Prepared by I 
Ilot1.roToanetto: 
Ramakant 

Date / 
~r:na: 30.12.2025 

Checked by/ 
IlposepeHo: Pardeep 

Kwuar ~ 

Date/ 
,D;aTa: 30. 12.2025 

Checked by (AQA) / 
ITpo.BepeHO (AOK): 
Amit Kumar 

Date/ 
,naTa: 30.12.2025 

Approved by: Quality Assurance/ Authorized 
person / O,no6peuo: O6ecneYeHHe 
KaYecrna/OTBeTCTBeHHoe JIIIUO: 

_( iJ ...J I L KU .,..,, r\ /L_ 

-~v-1/ 

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana , India 
Tei: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN:L85195AP1984PLC004507 
www.drreddys.com 



CERTIFICATE OF ANALYSIS 
CEPTH<I>HK T AHA JIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Vii i. Khol, Nala garh Road, Baddi, 

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

Tc:1 . ·cS1. S3J.GG 56001-02 
www. dr-reddys.com 

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

Ilpo.ll,'.'-T: KeTopoJJ00 (KeTopoJJaK) pacrnop )],ml BHYTPHBeHHoro H BHYTPHMhIUJe'iHOro BBe)],eHm1, 30 MrlMJJ 

Batch :No/ 
: V251011 

Batch Quantity / 454545 ampules / 

CepnH X!! O61>eM cepuu 
: 454545 aMnyn 

Analytical Report No I Date of Analysis / 
AuamtTuqec1rnii OT'leT .N'!! : 890001854720 ,ll;aTa auaJinJa : 30.12.2025 

Date of Manufacture/ 
12/2025 

Date of Expiry / 
11/2027 

l(aTa IlP0H3B0.llCTBa 
: 

ro}].eH )W 
: 

Mfg. License No./ 
Ilpou:JBO.llCTBeuuaH : MNB/05/263 MA number:/ : JH1-N2(008888)-(Pf-RU) 
Jiu~elfJHH .M! HoMep PY 

Analysis performed according ND/ AnaJIH3 npoBe}].eu no B,z:i:: JIIT-N°(008888)-(Pf-RU)-l 70225 
Page 7 of 7 / CTp. 7 HJ 7 

TO'-IHOH.. 3 Ta cepID! npO.llYKUHH np0113Be.UeHa (BKJIIO'-IMI ynaKOBKy (MapK11pOBKY) 11 KOHT))OJII, Ka'-leCTBa) Ha Bhlllley Ka3aHHOH 

npOH3B0.!\CTBeHHOH. llJIOll(a,ll,Ke (llJIOll(a.UKax) B llOJIHOM COOTBeTCTBl1H C -rpe6oBaHl1HMl1 ITpaBHJI Ha,ll,Jie)Kall(eH. np0113B0.UCTBeHHOH. 

npaKTMKl1 Eapa3MH.CKOro 3KOHOMH'ieCKoro COI03a 11 Tpe6oBaHMHMM KOHT))OJIH Ka'-leCTBa JieKapCTBeHHhlX cpe,ll,CTB, a TaK)Ke B 

COOTBeTCTBflH co cneuuqnmal..(11HMl1, co.uep)Kall(l1Ml1CH B pernc-rpaUMOHHOM .nocbe CTpaHbl-MMITOpTepa. 3an11c11 no npOl-13B0.IJ_CTBy, 

ynaKOBKe " aHaJIH3Y nposepeHhl, " ycTaHOBJieHO 11X COOTBeTCTBHe -rpe6oBaHIDIM ITpaBl1JI Ha.IJ_Jle)Kall(ett. np0113B0,ll,CTBeHHOH. 

npaKTl1K11 Espa3tt:H.CKOro 3KOHOMl1'-leCKOro COI03a». 

Remarks : The Product confirms to ND/ 
llp11Me'-lau11e: Tipo.llyKT coorneTcrnyeT -rpe6osaHttHM HA 

Prepared by / 

Ilo.LJ,roToBJTeHo: , +­
Ramakant ~ 

Date / 

,[{a-ra; 30. L ._O 5 

Checked by/ 

Ilpo-sepeso : Pardeep 

K umar 

Date I 
)]:am: 30.12.2025 

Checked by (AQA) / 

ITposepeHo (AOK) : 

Amit Kumar 

Date/ 

)]:am: 30.12.2025 

Conclusion : APPROVED I 
3aKmoqeuue: Oj),OliPEHO 

Approved by: Quality Assurance/ Authorized 

person/ 0.no6peHo: 06ecne11eHtte 

Ka'-leCTBa!OTBeTCTBeHHOe JIMl..(O: 

"-~ Ui-JIL Kv1--1f\1'2_ 
~___L v-1 

Registered Office: 8-2-337, Road No. 3, Banja ra Hil ls, Hyderabad - 500034, Tel angana, India 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
w ww.drreddys.com 




