
•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIM3 

Dr. Reddv's Laboratories Ltd . 
Formulation Unit-6 
Viii. l<hol, r~alagarh Road, Gaddi, 
Dist( Solan, HP., 173 2C5, lrJDii'.· 

Te! : +91 % :ibb :JOUUJ.-U.~ 
www.drreddys.co rn 

ProdtlCt: / Ketorol(I(' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo.11,Ytrr: KcTOpOJl "' (KeTOpOJlOK) paCTBOP ,!!_JUI nHyrp11seHHOro H BH)F'Jl)HM bIWe 1rnoro BBe,D,eHJ1.II , 30 MrlMJI 
Batch No/ 

: V:250788 
Batch Quantity / . 454545 ampules / 

Ce.ptHI .N'2 O6-heM ceprru • 454545 8J\.tny11 

Analytical Report No/ Date of Analysis / -

Auam.fT1t<1ec1rnii oT<1eT N2 
: 890001840970 

i.l{aTa anann1a 
•: :16°.10.2025 

Date of Manufacture/ 
: 09/2025 

Date of Expiry/ 
:_08/2027 

.11.aTa llP0H3BOACTBa ro,IJ,CH JI.O -· 
Mfg. License No. / 
Ilpon3BOJ1.CTBennaSI : MNB/05/263 

MA number:/ 
JlIT-1'fa(008888)-(Pf-RU) : 

n11u.e111ua N!! HoMep PY 

Analysis performed according ND/ Anann1 npose,1J,en no H.11.: JlIT-N!:1(008888)-(Pf-RU)-170225 
Page 1 of 6 / \.,Tp. 1 n3 6 

x~ Test I IToKaJaTeJlb Results/ PeJyJ1hTaTbl Specification / HopMa 

1 Description/ Onwcauue Clear colorless solution. / flp03pal..!HbIH Clear colorless to slightly yellow color 
6ecuseTHhIM pacTBop. solution. I Tipo3pal..!HblM pacTBop OT 

6ecueeTHoro .no ceeTJIO-)KeJIToro usern. 

2 Identification*/ H~eHTHlj>HKaUHH* 

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 mam peak Ill the 
standard solution. I BpeM.sr yJJ:ep)K!iBaHH.!I chromatogram of standard solution (Assay 
OCH0BHOro mtKa Ha xpoMarnrpaMMe sectiori). I BpeM.sr y,z:i:ep)ICJIBaHH.!I 
liCDb!TyeMoro pacTBopa COOTBeTCTByeT OCHOBHOro nwKa Ha xpoMarnrpaMMe 
BpeMeHH y,nep)KHBaHID! OCHOBHOro nHKa HCilbITyeMoro pacrnopa Jl:Ofl)KHO 
Ha xpoMarnrpaMMe CTaH,napTH0ro COOTBeTCTBOBaTb BpeMeHH y.uep)KHBaHH.!I 
pacTBopa. OCHOBHOrO nHKa Ha xpoMarnrpaMMe 

CTaH,napTH0ro pacTBopa (paJJJ:eJI 
«KOJIH'IeCTBeHHOe onpe,neJieHHe» ) . 

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

Y<P-cneKmporjJomo,1,1empuR * 
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 run should have absorption 
322 ± 2 run. / Y<l>-cneKTpbI nornomeHID! maxima at 322 ± 2 run. / Y<l>-cneKTpbI 
HCilbITyeMoro pacTBopa Ii pacTBopa nornomeHID! HCilh!TyeMoro pacTBopa H 

CTaH)].apTHOrO 06pa3ua KeToponaKa pacTBopa cTan.napTttoro 06pa3ua 
TpOMemMHHa e 06JiaCT11 OT 200 .no 400 HM KeToponaKa rpoMeTaMHHa B 06nacT11 OT 
HMeIOT MaKCHMYMhl nornomeHH.!1 npH 200 .no 400 HM .nomKHbl HMeTb 
322±2 HM. MaKCHMYMbl nor.riomeHH.!I nptt 322±2 HM. 

Remarks : The Product confirms :to ND/ Conclusion : APPROVED / .. . 
ITpttMe11auwe: Tipo,nyKT cooTBeTcTByei .Tpe6osaHID!M H.D: 3aKJ11011euue: O,r:t:OiiPEHO 

Pr pared by/ 

Ilonror0BJJ 110: 

Y ogesh Chu\l,han 

t ;Y 

!:
Date/ 

~aTa: 16.10.2025 

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

flpoeepeHo: Pravesh TiposepeHo (AOK): Ajay person I O.no6petto: O6ecne'"!em1e 
Rana 

✓( Kumar Srivastava Ka'"!eCTsa/OTBeTCTBeHHOe JIHUO: 

~ ~UNIL k:UN ()~ 
r- /4/\.J 

IDate / 

I 

I Date I 

I 
Date/ 

)],am: 16.10.2025 JJ:am: 16. l 0.2025 / 7~IO·""O)_.r )],am: 

Registered Office: 8-Z-331, Roaa NO • .:1 , banJara t1111s, t1yoe1 aoaa • :,.uuu~" , 1e ,a ngd 11 i:I, 111uu. 

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

'A'Ww.drreddys.com 

I 



CERTIFICATE OF ANALYSIS 
CEPTH«l>HKAT AHAJIM3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii . Khol, Nalagarh Road, Baddi, 
Distt. So lan, HP., 173 205, INDi~\ 

Tel : +91 98166 56001-02 
w wvv.d r,eddys.co rr, 

Prod11ct: / 
Ilpo.r.r~•,,r: 

Ketorol0
" (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

KeTopon "' (KeTOPOJlaK) paCTBOP JJJrn BHYTPrmeHHoro H -8HyrpHMbillierrnoro BBc,nemrn, 30 Mr/Mn 
Batch No/ 

I Cepusr: ,M! 

Analytical Report No / 
AuamfTifqecKuii oTqeT .M! 
Date of Manufacture/ 
llaTa 11pou3B0JJ,CTBa 
Mfg. License No. I 
Ilpou'.3Bo)).CTBeuuaH 
JIHU:eU:31fH .M! 

: V2_50788 
, Batch Quantity/ . 454545 ampules-/ 

.. 061>eM cepuu • 454545 aMflyn 

': ·g'90001840970 

: 09/2025 .. 

: MNB/05/263 

Date of Analysis ·/ 
llaTa auaJiuJa 
Date of Expiry/ 
ro)),eH,1),0 

MA number:/ 
HoMep PY 

:· 16.Yo.2025 

: 08/2027 

: JITI-N2(008888)-(Pf-RU) 

Analysis performed according ND/ AuaJIH3 np0Be,1J,eu no II)]:: JITI-N2(008888)-(Pf-RU)-l 70225 
Pae:e 2 of 6 I C-YJJ. 2 113 6 

N2 Test I IloKaJaTeJib Results I PeJyJibT3TbI Specification / HopMa 

3 Clarity/ IlpoJpa'IHOCTb The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / Ona.necueHum1 npenaparn suspension I. / Ona.necueHI.(1rn: npenaparn 
He npeBbilllaeT ona.necueHUHIO cycneHJHH He nom1rna npeBbilllaTb ona.necueHUHJO 
cpasHemur I. cycneHJHH cpaBHeHml I. 

4 Color / U:BeTHOCTb 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm. / 
I1orno1.IJ,eHHe nomKH0 6bITb He 6onee 0,20 
npH LJ.JIHHe B0JIHbl 430 HM. 

5 pH 7.3 From 6.9 to 7.9. I OT 6,9 no 7,9 . 

6 Particulate matter/ MexaHH'leCKHe BKJIIO'leHuSI 

6a Visible particles / Complies I CoorneTcrnyeT Should be absent. / 
BHLJ.HMbie qacTHl..{bl .l(OJI)l(Hbl 0TCYTCTB0BaTb. 

6b Invisible particles / 
HeBHL\11Mble qacTHl..{bJ: 
l. Particles 2: 10 µm / 12 not more than 6000 per ampoule; / 

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

11. particles 2: 25 µm / 01 not more than 600 per ampoule. / 
qacTHU pa3MepOM 2: He 6onee 600 Ha aMnyny. 
25 MKM 

-
7 Impurities I IIpuMecu . 

Remarks : The Product confirms to ND/ Conclusion: APPROVED I 
IlpuMe'!auue: Tipo.D:yKT coorneTcrnyeT TPe6osaHllilM H.l( 3aKJIIO'leHtte: O.l(OliPEHO . 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
I1o,D:roTOBJieHO: I1poBepeHo: P? a esh I1poaepetto (AOK): Ajay person/ O.D:o6peHo: O6ecneqeHHe 

Y ogesh Chauthan- ;- , Rana Kumar Sriva tava Kal!eCTBa/OrneTCTBeHHOe JIHUO: 

~ 
~ l> r-J l L !( U vv) 1"12_ / / 

/ 

Date/ Date I Date / IDate / ;:L\f'll 
.l(arn: 16.10.2025 .l(arn: 16.10.2025 .l(arn: 16.10.2025 11- }D·.z.OJ,,~ ,[{am: 

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

CIN: L8519SAP1984PLC004507 
www.drreddys.com 

I 



•·· Dr.Reddy's ~;• 

-

CER TE OF AN LYSIS 
CEP TAHAJI.H3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Nalaga rh f;oad, Gaddi, 
Distt. Solan, H.P., 173 205, !l'!Di,,_ 

i"e l : +S 1 ~01-GG SSGG.i. -G:~ 
www.drrecidvs. co rr. 

Prodtlct: / Ketorol0< (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpoJO'h.T: KeTODOJl "' (KeToponruc) paCTBOP .n:mr Bl!YfPHDCHJIOro 11 Bl·IYfDJ-iMblWCt.tHOfO sse.ueHIH!, 30 Mfi MJI 

Batch No/ 
: V250788 

Batch Quantity I 454545 ampules / 
_ Cepliil -N'!! 061.eM cennu 

: 
454545 aMnyn 

Anal ticaJ Report No/ 
: 890001840970 

. • Date of Analysis / 
16.10.2025 

AuaJIJ41'11<1ecKHH oT<1eT .N'!! )Iara auaJIHla 
: 

Date of Manufacture/ 
: 09/2025 

Date of Expiry / 08/2027 
)IaTa Ol)Olll BOJICTBa roJJ,en JJ.o 

: -
Mfg. License No./ 
IlpoH3Bo,n:cTseuuaH : MNB/05/263 MA number:/ : JII1-N2(008888)-(P1-RU) 
JIH~ell3HH .N°!! HoMep PY 

Ana lys is performed according ND/ AuaJ1n1 npose.nen no H,LI.: JII1-.M1(008888)-(Pf-RU)-170225 
Paee 3 of 6 I CTp. 3 n3 6 

x~ Test/ IToKaJaTeJlb Results/ PeJyJ1hTaTbl Specification/ HopMa 

Impurity A I Tip11Mech A 0.07 % not more than 0.20 % / He 6onee 0,20 %; 

Impurity B I Tip11MeCh B Below LOD (LOD = 0.014 %) I HmKe not more than 0.50 % / He 6onee 0,50 %; 
npe,UeJia 06ttapy)l{eH11JI (TIO= 0.014 %) 

Impurity C I Tip11MeCh C Below LOD (LOD = 0.010 %) I H»)l{e not more than 0.50 % / He 6onee 0,50 %; 
npe,UeJia o6ttapy)l(eHJ-rn (TIO= 0.010 %) 

Impurity D I TipHMeCh D Below LOD (LOD = 0.014 %) I H11)1{e not more than 0.20 % / He 6onee 0,20 %. 
npe.ueJia 06ttapy)Kettm1 (TIO= 0.014 %) 

Individual unidentified Not more than 0.20 % / He 6onee 0,20 %. 
impurity I E.UHHWIHaJI 

Below LOQ (LOQ = 0.050%) I H»)l{e 
HeH,UeHTH~HUHpOBaHHa~ 

npe.uena KOJIWteCTBettttoro onpe.ueJieHHJI np11MeCb 
(TIKO =0.050%) 

Total impurities I CyMMa 0.1% Not more than 1.50 % I He 6onee 1,50 %. 
npuMecei1 

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

He Mettee 10,0 MJI (o6beM, H3MepeHHhlH 
Ha OCHOBamm o6be,UHHeHHOro 
co.uep)l{»Moro 10 aMnyJI). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
EaKTepuaJ1bHbte /<=0.725 E3/Mr Trometamol. I He 6oJiee 5,8 E3/Mr 
3H,UOTOKCUHbl KeTopoJiaKa TpOMeTaM1rna. 

10 Sterility** / NA Must be sterile. I ,[(OJI)l(eH faITh 
CTepUJibHOCTb ** CTepHJihHhlM. 

Remarks : The Product confirms to ND/ Conclusion: APPROVED I 
IlpuMe'-laHne: Tipo.uyKT cooTBeTcTByeT rpe6oeaHMM H,[( 3aKJ110<te1111e: 0)1:06PEHO 

Prepared by I 
llo.uroroeJietto: 
Yogesh Chauhan-

f✓/~ 
!Date / 
,[(a-ra: 16 .10.2025 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
ITpoaepetto: Pravesh TI.poaepe1-to (AOK): Ajay person / O.uo6petto: O6ecneqettue 
Rana 1 Kumar Srivastava KatJeCTBa!OTBeTCTBeHHOe JIHUO: 

fuJ- fUt-flL KUN F\ :-..-< vvj 
Date/ Date / 'Date I f 1-/ (), ,, 0 LS-
Jla-ra: 16.10.2025 ,[(a-ra: 16.10.2025 ,[(am: 

• 8-2-337 Road fll o. 3 Ban ara Hills, H 1cteraba j - !>U!.JU~, 1e,angana, mma Registered Office. , • J Y 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email : maii@drreddys.com 

CIN: L85195AP1984PLC004507 
'NWw.drreddys,com 

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

CEPTH$HKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. l(hol, Nalag2rh Rouci, Baddi, 
Distt Sol,:in, H.P., 173 205, !i',)Di/'.\ 

www.dr reddys.con; 

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

Ilpo/J."In: KeTopon°' (KeToponaK) pacrnop JJ,JI51 BHyrp1-rneHttoro 11 BH)'TPl1MhIWe'lHOro BBeJJ,eI-i1rn, 30 Mr/Mn 

Batch No/ 1 l f ' f l 

: V250788 
Batch Quantity f • -454545 ampules/ 

Cepitil .M! 06neM cepuu 
: 

454545 aMilYJI 

Analytical Report No/ 
: 890001840970 

. Date of Analysis / 
16.10.2025 

AuamfTnqecKnii oTqeT .N'!! IJJ.aTa auaJIHJa 
: 

Date of Manufacture / 
: 09/2025 

Date of Expiry/ 
08/2027 

IJla'ia ripouJBO.llCTBa ro/1,eH/1,0 
: 

Mfg. License No. / 
IlpoH3B0/1.CTBenuan : MNB/05/263 MA number:/ : JITT-N2(008888)-(Pf-RU) 
JIH~eHJIIH .N'!! HoMep PY 

Analysis performed according ND/ AuanuJ npoBe/1,eH no H,11;: JITT-N2(008888)-(Pf-RU)-170225 

11 

12 

13 

Test/ IToica1aTeJ1b 

Assay/ KoJJH'-leCrBeHHOe 
onpe)leJJeHHe 

Ethanol content I 3rnHOJJ 

Packaging/ On11cau11e 
ynaKOBKH 

Remarks : The Product confirms to ND/ 

Results/ Pe1yJ1bTaTb1 

30.97 mg I 30.97 Mr 

11.77 % / 11.77 % 

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. 
10 ampoules and a patient information 
leaflet in a PVC/aluminum blister. 
1 blister in a carton pack. / 
Ilo 1 MJI B aMTTYJibl 113 CBeT03all(ttTH0ro 
creKJia reMH0-KopwrneBoro l.(Bera KJiacca 
I. B Bepxttett qacrtt aMnyJihI ttattecetthI 
K0Jihl.(0 tt TOqKa )lJI51 pa3JI0Ma. Ha aMTTYJIY 
HaKJieHBaJOT 3THKeTKy. 
Ilo 10 aMnyn BMecre c JlllCTK0M­
BKJia)lbIWeM B IlBX/an10MHH11eBhIH 
6Jrncrep. Ilo 1 6nttcrepy B na<iKy 
KapT0HH)'IO. 

Page 4 of 6 / Crp. 4 HJ 6 

Specification / HopMa 

From 27.0 mg to 33.0 mg of Ketorolac 
Trometamol per 1 mL. I Or 27,0 Mr )l0 
33,0 Mr KeTOpOJrnKa rpoMeTaMOJia B 1 MJI . 

From 10.60 % (v/v) to 13.10 % (v/v). / 
Or 10,60 % (06/06) )lo 13,10 % (06/06). 

1 mL in class I light-shielding dark amber 
glass ampoules. 
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 
Ilo 1 MJI B aMnyJihl ll3 CBeT03all(HTH0r0 
creKJia reMH0-KopttqtteBoro U.Bern Knacca 
I. B BepxHew <iacru aMnyJihI HatteceHhI 
K0J!hl.(0 H T0<!Ka )lJl51 pa1110Ma. Ha aMnyny 
HaKJJettBalOT 3THKeTKy. 
Ilo 10 aMIIYJI BMeCTe c JlHCTK0M­
BKJia)lbIWeM B IlBX/anIOMHHtteBbIH 
6Jittcrep. Ilo 1 6Jittcrepy B naqKy 
KapTOHH)'IO; iJrn cmaz1110Hapoe: no 2, 3, 5 
6JJHCTepoB B rraqKy KapT0HH)'IO. 

Conclusion : APPROVED / 
IlpttMelfauue: IlpO.llYKT coornercrnyer rpe6oBaHH51M H,ll; 3aKJJJ01.feH11e: O,[l,Ol>PEHO 

Prepared by I 
Ilo)lroTOBnetto: 
Y ogesh Chaul)an 

I 

fl// l/1 • 

Date I 
Aara: 16.10.2025 

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

IlpoBepeHo:lP vesh IlpoBepetto (AOK): Ajay person / O,n:o6peHo: O6ecrreqetttte 
Rana Kumar Srivastava KaqecTBalOTBeTCTBeHHOe Jllll.(0: 

~__)-- c(iU/\) IL 
K.l.Nv1 ~:cvv1 

Date I Date I I Date/ I 1-J 0-{o 2-~ 
Aarn: 16.10.2025 Aara: 16.10.2025 Aara: 

- ~ Registered Office: 8-2-337, Road No. 3, Banjara HIils, Hyderabad -i00034, Telang0 na, 11101.i 

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

www.drreddys.com 

I 



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

CERTIFIC TE OF ANAL YSI 
CEPTH <l>HKAT AHAJIIl3A 

Viii. Khol, f~alagarh Road, Baddi, 

Distt. Solan, H P., 173 205, IND!A 

Tei : +91 98166 SuOUl-UL 

WW'.'J.drrecidys com 

Product:/ Ketorol Ill (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo.r.v1n: Kernpo11°" (KeTopo11aK) paCTBop .WHJ. BIIYTIJl1BeHHOro H BHyrpllMblille•tH0ro BBe)],emrn, 30 MrlMJl 

Batch No/ · 
: V250788 

Batch Quantity/ • • : : 454545 ampules / 
Cepm1 .N'!! .. 06beM cep1ru . • 454545 aMnyn 

, .... .. . , 4 Analytical Report No/ --· ·· ·- Date of Analysi-s / .. 

AnaJIHTHqec1rnu OT'leT .N"!! 
: 890001840970 

I.UaTa auaJIHJa 
: 16.10.2025 

Date of Manufacture / 
: 09/2025 

Date of Expiry I 
08/2027 

.ll,aTa np0J13BO~CTBa roJJ,eH }J.O 
: 

Mfg. License No./ 
fipOH3BO}J.CTBeHHaH : MNB/05/263 MA number:/ : JITT-N!!(008888)-(Pf-RU) 

HoMep PY JIHQeH3USI .N°!! 

Analysis performed according ND/ AnaJiuJ nponeJJ,eu uo H,ZJ;: JITT-N!!(008888)-(Pr-RU)-170225 
Page 5 of 6 / CTp. 5 HJ 6 

* Tests are not performed during the stability investigation./* HcnbJTaHH51 He npoB0)],51T B xo)],e 1-1cc11e)],0BaHH51 
CTa6HJlbHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** TT pH BhmycKe npenapaTa 
KOHTpOJlb Kaqecrna no ll0Ka.3aTemo npOBO)],HTC51 )],1151 Ka)l()],OH 15-0H cepHH. 

API name/ HauMeuosauue A<I>C: Ketorolac Trometamol I KeTOpoJiaKa -rpoMeTaMOJI 

INN I MHH: Ketorolac / KernponaK 

API manufacturer batch number / 
2KTM0250525 

HoMep cepuu npoH3B0JJ.HTeJJH A<l>C: 

FP Manufacturer API Batch number/ 
HoMep cepHH cy6cTaHQHH npOH3B0):{HTeJUI FESA00322 
r JI<I>: 

API Manufactured by & country/ Symed Labs Limited, India/ 
TipoH3BO)lHTem, A<I>C, CTpaua: CattMe.Q Jla6c Jli1:MHTe.u, I1HJJ.H~ 

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/ 
HanMeHOBaHue, a.upec, JlHQeH3HH ,UJJH 

.D:-p Pe,ruu1'c Jla6opaTOp11C JlTJ:{., H.H,UH.H, l1p0113B0)lCTBeHHOe rlO)lpa3_ueneH11e-6, 

flpOH3B0):{CTBeHHaH DJJOUJ;a,UI-:3 / flJJOUJ;a,Uica 
Brnrn. KXOJih, Hanarapx Poy)l, Eawm, ,l1;11cTpHKT ConaH, x.n., 173205, I1HJJ.11.H 

K0HTpoJJH Ka>tecTsa / TIJJomai:.Ka Bhmyctea 
(n11uett3H51 N2 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 

Remarks: The Product.confirms to ND/ Conclusion : APPROVED I 
ITpnMe'faHue: Tipo)lyKT COOTBeTcT.ByeT Tpe6oBaHH51M H.D: 3aKJ110>1euue: O,Ll;OliPEHO 

Prepared by/ Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
Ilo)lroTOBJieHo: l1posepeHo: Pravesh TipoBepeHo (AOK): Ajay person I O)lo6peHo: O6ecrre'fem1e 
Yogesb Chauhan Rana f Kumar Srivastava Ka'Jecrna/OTBeTCTBeHHOe JIHUO: 

rY~ ~>- ,~O1-Jf L l(_L,,Vl p ~-vv1 
Date I Date I Date I !Date/ 11-1O,,0;-r-l);arn: I 6.10.2025 }larn: 16.10.2025 ,n:arn: 16.10.2025 p:arn: 
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•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

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

Tel: +9198166 :ib0Ul-u2 
www.drreddys.com 

Product:/ 
Ilpo.r.v1n: 

Ketorol0
" (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

KeTOpOJT 1
'' (KeTopOJlaK) pacrnop )].Jl5! BHyrp1-rneHHOro H BHyrpHMbIWe4HOro BBe,1].eHH51, 30 MrlMJl 

Batch No/ 
CepnH .M! 
Analytical Report No / 

Date of Manufacture / 
.Il:aTa IlPOH3BOACTBa 

Mfg. License No. / 
Ilpou1so.r.cTBeuuaH 
JIHl(eH3UH .N'!! 

: }'2507 8 

·;· 890.001840970 

: 09/2025 

: MNB/05/263 

Batch Quantity / . 454545 ampules / 
061>eM cepuu •• 454545 aMnyJT 

Date of Analysis/ - .. .. : .. iKi'o.2025 
lllaTa auaJinJa 
Date of Expiry / 
ro.r.eu AO 

MA number:/ 
HoMep PY 

: 08/2027 

: JU1-N~(008888)-(Pr -RU) 

Analysis performed according ND/ AuaJiu3 npose.r.eu no H,n:: JU1-.N~(008888)-(Pr-RU)-170225 
Page 6 of 6 / CTp. 6 u3 6 

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». / 

3aK.JllO'ieHne O COOTBeTCTBlm: «HaCT05lll.l,11M 51 ITO.UTBep)l(,UaIO, l{TO rrp,rne.ueHHa51 Bhlllle 11H!pOpMaUH51 HBJrneTCH .UOCTOBepHOH l1 

TO'fHOH. 3Ta cep1151 rrpo.uyKU1111 rrp0H3Be,UeHa (BKJII01-Ia51 yrraKOBKY (MapKHpOBKY) 11 KOHTpOJih KatJ.eCTBa) Ha BhIWeyKa3aHH0H 

rrpo113B0.UCTBeHHOH ITJ]0ll.l,a,UKe (rn10ma.nKax) B ITOJIHOM C00TBeTCTBHH C rpe6oBaHHHMl1 ITpaBHJI Ha,UJie)l(all.l,eH npOH3B0.UCTBeHH0H 

rrpaKTHK.li EBpa3HHCKOro 3K0H0MHtJ.eCK0ro C0I03a l1 Tpe6oBaHHJIMH K0HTp0JIJI KatJ.eCTBa JieKapcTBeHHblX cpe.UCTB, a TaK)l(e B 

C00TBeTCTBHH co crreu11cpHKaum1MH, co.uep)l(all.l,HMIICH B per11crpau110HH0M ,ll;OCbe CTpaHbl-HMil0pTepa. 3ar111c11 ITO npOH3B0,ll;CTBY, 

ynaK0BKe 11 aHa.JHl3Y rrposepeHbl, 11 ycrnH0BJieH0 HX C0OTBeTCTBHe rpe6oBaHHHM ITpaBHJJ Ha.nne)l(all.l,eH rrpOI-13B0.UCTBeHHOH 

npaKTHKH Espa3HHCKOro 3K0H0Ml1lJ.eCK0ro C0I03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED l 
Ilp11MetJ.auue: ITpo,ll;yKT cooTBeTcTByeT rpe6oBamrnM H.D: 3aKJUO'ieHne: O,LJ,OEPEHO 

Prepared by/ Checked by / Checked b AQ · I Approved by: Quality Assurance/ Authorized 

ITo.rr.roTOBJJeHo: f1po aepe1m: Pravesh IlpoeepeHo ( OK): j ay person/ O,1J;o6peHo: O6ecrreqeH11e 

Y ogesh Chauhan Rana 1 K umfif Sri, ·a~tava Ka'leCTBa/OTBeTCTBeHHOe JJHUO: 

(/// -f>n_~ lL/IJIL KvM~~vv1 

Date I Date I Date / I Date/ f 1, 1o~o<o;.s-
)Jpa: I 6.10.2025 ,n:ani: 16.10.2025 .D:aTa: 16.l 0.2025 ,n:arn: 
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