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

Ilpo,uyKT: KeTOpon00 (KeTopoJJaK) paCTBOp ))Jl}l BHYfpHBe1rnoro 11 BHyrpHMhIWe'-IHOro BBe.aeHH$1, 30 MrlMJI 

Batch No/ : V260227 
Batch Quantity/ 

: 
454545 ampules / 

Cep1rn .N'!! O6'heM cepuu 454545 aMnyn 

Analytical Report No / Date of Analysis / 

AuaJIHTH'lecKHH OT'leT .N'!! : 890001870365 ,LJ;aTa auaJinla : 23.03.2026 

Date of Manufacture / : 02/2026 
Date of Expiry / 

: 01/2028 
.UaTa DPOll3BOACTB8 ro,ueH JJ:0 

Mfg. License No./ 
IlpOH3BOJJ:CTBeHHaH : MB/05/264 

MA number:/ : JlTT-N2(008888)-(Pr-RU) 
JIHQeH3HH .N'!! HoMep PY 

Anal,ysis performed according ND/ AttaJIH3 npoeei,.eu no II,!(: JlTT-N2(008888)-(Pf-RU}-l 70225 
Page 1 of7 / CTp. 1 Hl 7 

.N'! Test I IloKa3aTeJih Results/ PeJyJihTaTbI Specification / HopMa 

I Description / Onucanue Clear slightly yellow color solution. I Clear colorless to slightly yellow color 

f1po3palfHblH 6ecuseTHblH paCTBOp. solution. I Ilp03pa4HhlH pacTBop OT 
6ecuseTHoro ,u.o cserno-)KeJnoro usern. 

2 Identification*/ lbenTu«t,uKau.m1* 

2a HPLC* I B3}!(X* 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. / BpeMR y,u.ep)KHBaHHR chromatogram of standard solution (Assay 
OCHOBHOro TTHKa Ha xpoMaTorpaMMe section). I BpeMR y,u.ep)KttBaHH}I 

HCTThITyeMoro pacTBopa C00TBeTcTByeT 0CH0BHOf0 nrrKa Ha xpoMaTOrpaMMe 
BpeMeHH y,u.ep)KttBaHH}l OCH0BHOro TTHKa HCTThITyeMoro pacTBopa ,11.0JI)KHO 

Ha xpoMaTorpaMMe CTaH,u.apTH0ro CO0TBeTCTBOBaTh speMeH11 y,u.ep)KHBaHIDI 
pacrnopa. OCHOBHOfO TTHKa Ha xpoMaTorpaMMe 

CTaH,11.apTHOro pacTBopa (pa3,11.en 
«KonWiecrneHnoe onpe,11.enem1e» ). 

Remarks : The Product confirms to ND/ 

I

IConclusion : APPROVED/ 
np11Me•1a1rne: Tipo,u.yKT cooTBeTcTByeT TPe6oBaHIDIM H,ll; 3aKJ110tteuue: O)1,OliPEHO 

Prepared by / 

noJ{roroe11eHo: Yogesh 

Chauhan /4, 
Date/ 
,D.a,a: 23.03.2026 

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

nposepe1m: Pravesh TTposepeHO (AOK): pel' on/ O,u.o6peHo: O6ecnelfeHrre 

Rana 1 Amit Kumar Kalfecrna/OTBeTcTBeHHOe mIuo: 

I\_-/~ 

~\.)1-.11l..._ K\f""'tC-\n.__ 

_c_vv1 
Date / Date/ \ 

!Date/ 21.j,.-cy-.znl 
,D.aTa: 23.03.2026 )],a-ra: 23.03.2026 )laTa: 
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Tel: +91 40 4900 2900, Fax: +9140 4000 2'l99, f mail: n·,;iii@clrredd','5 com 

Cl N: L85195AP 198Li PLCOOilS07 

www clrred cl ys com 

I 



•·· Dr. Raddy's ~;• 
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Product:/ Ketorol@ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpOJ1.YKT: KeTopoJI~ (KeTOpOJlaK) paCTBOP )].JUI BHYTDHBCHHOro H BHvrDHMb!WelJHOro see.neHH~ , 30 Mr/MJI 

Batch No/ : V260227 
Batch Quantity / : 

454545 ampules / 

Cepusr .N'!! 061>eM ceoun 454545 al\myn 

Analytical Report No/ Date of Analysis / 

AuaJIHTH'lecKnii OT'leT .N'!! : 890001870365 )];aTa auaJiula : 23 .03.2026 

Date of Manufacture / : 02/2026 
Date of Expiry / : 01/2028 

,ll.aTa np0U3BOJ1.CTBa roJJ,CUJl.O 

Mfg. License No./ 
IlponlBOJl.CTBeuuasr : MB/05/264 

MA number:/ : JITI-N2(008888)-(Pf-RU) 
JIUQen1nu .M! HoMep PY 

Analysis performed accordinl:! ND/ AuaJ1n1 npoBeJ1.eH no Bl(: J1O-N!!(008888)-(Pr-RU)-170225 
Page 2 of 7 / CTp. 2 01 7 

.N'Q Test/ TioKaJaTeJJb Results/ Pe1yJJbTaTbl Specification / HopMa 

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

Y<P-cneKmpoc/JomoMempuR * 
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>-cneKrphI rrornomeHm1 maxima at 322 ± 2 nm. / Y<l>-cneKTphI 
HCIThITYeMoro pacTBopa 11 pacTBopa nornomeHID! HCOhITyeMoro pacTBopa H 
CTaH,ll,apTHOro 06pa1ua KeToponaKa pacTBopa CTaH,uapTHOro 06pa1ua 
TpOMeTaMHHa B o6nacrn OT 200 AO 400 HM KeToponaKa TPOMeTaMHHa B o6JiaCTH OT 
HMelOT MaKCHMYMbl rrornomeH11» rrp11 200 ,uo 400 HM ,UOJI)l(Hbl HMeTb 
322±2 HM. MaKCHMYMbl rrornomemui: npH 322±2 HM. 

3 Clarity / Tipo1pa'lHOCTh The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / OnanecueHUH» npenaparn suspension I. / OnanecueHUmI nperraparn 
tte rrpeBhmiaeT orranecueHUHIO cycrreH311H He ,uoJI)KHa rrpeBhIUiaTh orranecueHUHIO 
cpasHeH11J1 L cycneH3H11 cpaaHeHHJI I. 

4 Color / U:seTHOCTb Absorbance should be not more than 0.20 

0.04 
Abs at a wavelength of 430 nm. / 
TTornomeH11e ,UOJI)KHO 6hnh He 6onee 0,20 
np11 ,ll,J111He BOJIHhl 430 HM. 

5 pH 7.3 From 6.9 to 7.9. I OT 6,9 ,uo 7,9 . 

6 Particulate matter / Mexattu'lecKne BKJJIO'leHUH 

6a Visible particles I Complies / CooTBeTcTByeT Should be absent. / 
811,ll,HMbie 'IaCTHUbl ,[{OJI)l(Hhl OTCYTCTBOBaTh. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
n pnMe'IaHne: ITpOAYKT COOTBeTcrnyeT rpe6oBaHHJIM H,[{ 3aKJJI0'!eHue: O,U:OliPEHO 

Prepared by I 

l10Ar0Toa11e~ o: Y esh 
Chauhan 

~ 

D ate / 

)lam: 23.03.2026 

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

npooepeuo: Pravesh ITposepeuo (AOK): per ·ou / 0Ao6petto: 06ecneqeH11e 

Raoa f Amit Kumar KaqecTBa/OTBeTcTBeHHOe JIHUO: 

-~ ---
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CERTIFICATE OF ANALYSIS 

CEPTII<I>IIKAT AHAJllI3A 
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Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpOJU'KT: K eTOPOJll)>) ( KeTOPOJl aK) p a CTBOp JI.Jl H BHyrpHBettttoro 11 BHVTP11MbJWe4HOro BBeti,ettml, 30 Mr/MJJ 

Batch No/ : V260227 
Batch Quantity/ 454545 ampules / 

Cepua .M! 06'beM cepnn 
: 

454545 aMnYJJ 
Analytical Report No/ Date of Analysis / 
AnaJIHTH<JecKnii OT'leT .M! : 890001870365 ,II.aTa anaJiuJa : 23.03.2026 

Date of Manufacture/ : 02/2026 
Date of Expiry/ 

01/2028 
llaTa nponJBOACTBa roAeH AO 

: 

Mfg. License No. / 
IlpOH3BOACTBeHHaH : MB/05/264 

MA number:/ : nIT-N!!(008888)-(Pf-RU) 
JIHQeH3HH N!! HoMep PY 

Analysis performed accordin2 ND/ Anam13 opoBe.nen no H)I;: nTI-N!!(008888)-(Pf-RU)-170225 
Page 3 of 7 / CTI>• 3 HJ 7 

.N'!! Test/ IloKa3aTeJih Results/ Pe3yJihTaThl Specification / HopMa 

6b Invisible particles / 
HeBH.UHMbie '!aCTHUbI: 
I. Particles 2': 10 µm / 05 not more than 6000 per ampoule; / 

qacrnu pa3MepoM 2': He 6onee 6000 Ha aMrryny; 
10 MKM 

11. particles 2': 25 µm / 01 not more than 600 per ampoule. / 
'!aCTHU pa3MepoM 2': He 6onee 600 Ha aMrryJJy. 
25 MKM 

7 Impurities / IlpnMecu 

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

Impurity B / Tip11Mecb B Below LOD (LOD = 0.014 %) I HmKe not more than 0.50 % / He 6oJJee 0,50 %; 
rrpe.uena o6ttapy)[(eHirn (TIO= 0.014 %) 

Impurity C / Tip11Mecb C Below LOD (LOD = 0.010 %) I H11)[(e not more than 0.50 % / He 6oJJee 0,50 %; 
rrpe.ueJJa 06ttapy)[(eHm1 (ITO= 0.010 %) 

Impurity D / Tip11Mecb D Below LOD (LOD = 0.014 %) I H11)[(e not more than 0.20 % / He 6oJJee 0,20 %. 
rrpet1.eJJa 06Hapy)[(eH11» (TIO= 0.014 %) 

Individual unidentified 
impurity / Et1.11Hlf'1Ha» 

0.07% Not more than 0.20 % / He 6oJJee 0,20 %. 
He11.ueHTH~11u11poBaHHa» 
npHMeCb 

Total impurities / CyMMa 
0.2% 

Not more than 1.50 % I He 6oJJee 1,50 %. 
np11Meceif 

Remarks : The Product confirms to ND/ 
IlpnMettanue: TipOAYKT coorneTcrnyeT -rpe6osatt1U1M H}], I

IConclusion : APPROVED/ 
3aKJHO'lenue: O,l],OliPEHO 

Prepared by I 

no,LtrOTOBnz. HO: Y e h 
Chauhan 

~ 
Date / 
,n:am: 23.03.2026 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
nposepe1-10: Pravesh TTposepeH0 (AOK): per on / O.uo6petto: O6ecrre1-1eH11e 

Rana •1 Amjt Kumar Ka•recrsa/OraeTCTBeHHoe n11uo: 
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CERTIFICATE OF ANALYSIS 
CEPTH <I> HKAT AHAJIH3A 
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Product:/ Ketoro111<1 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IltlOAYKT: KeTopon® (KeTOponaK) pacrnop )].JUI BHVfDH BeHHOro H BHVfDHMblWe4HOr o BBe,nemrn, 30 Mr/MJI 

Batch No/ : V260227 
Batch Quantity/ 454545 ampules / 

Cepuu .N'!! O61.eM ceouu 
: 

454545 aM rTYJl 
Analytical Report No/ Date of Analysis / 

AuaJIHTH<tecKun oT<teT N2 : 890001870365 ,l(aTa anaJiuJa : 23.03.2026 

Date of Manufacture / : 02/2026 
Date of Expiry / 01/2028 

lllaTa npo113no)lcTna ro)leH )l0 
: 

Mfg. License No./ 
IlpOHJBO)lCTBennaH : MB/05/264 

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

Analysis performed according ND/ AuaJIHJ npone)lCH no H,ll;: JTTI-N!:{008888)-(Pf -RU)-170225 
PaQ'e 4 of 7 / CTp. 4 HJ 7 

.N'!! Test I IIoicaJaTeJlb Results/ PeJyJ1bTaTb1 Specification/ HopMa 

8 Extractable volume* / Not less than 10.0 ml ( collectively 
l13BJ1e1rneMblH 06beM* measured volume of IO ampoules). / 

10.2 ml / 10,2 MJJ He Mettee 10,0 MJJ (o6beM, mMepettttbIH 
Ha 0CH0Bamm 06be,Ul1HeHHOro 
co.nep)l{HMoro 10 aMny11) . 

9 Bacterial endotoxins / <=0. 725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
6a1uep1-1aJ1bHb1e /<=0.725 E3 /Mr Trometamol. I He 6onee 5,8 E3/Mr 
3HJl,0TOKCHHbl KeTopo11aKa rpoMeTaMHtta. 

10 Sterility** I NA Must be sterile. I )];OJJ)l{eH 6blTb 
CTepHJihHOCTh ** CTepHJJbHblM. 

11 Assay / KoJ11-1<JeCTBenuoe 30.39 mg I 30,39 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpeJJ,eJieHHe Trometamol per I mL. I OT 27,0 Mr JJ.0 

33 ,0 Mr KeTOponaKa TpoMeTaM0JJa a I MJJ . 

12 Ethanol content/ 3rnHoJI 11.79 % From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % {06/06) JJ.O 13,10 % {06/06). 

R emarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilpm1et.iaHHe: TTponyKT coorneTCTByeT Tpe6oBamrnM H)]; JaKJll0'ieuue: O,lJ;OliPEHO 

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

flonr0Tos11ez;10: ge h llposepetto: Pravesh TTposepetto (AOK): per on / OJJ.o6petto: O6ecrre'fett1-1e 
Chauhan Rana i Amjt Kumar K8'feCTBa/OTBeTCTBeHHOe JJHU0: 
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.--1.vv/ 
Date/ Date/ Date/ !Date / )._l.j,,-t) "3 -- J...O l-' 

f.J:a rn: 23.03.2026 ,[(am: 23.03.2026 ,[(ara: 23.03 .2026 :,z:i;a,-a: 
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•·· Dr.Reddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTH «l>HKAT AHAJill3A 
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Product:/ KetorolO<l (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpOJlVKT: KeTopon00 (KeTopoJJaK) paCTBOp .[lJUI BHyrp1,rne1-rnoro H BHYfPHMblWe1rnoro BBe)leHWI, 30 Mr/MJJ 

Batch No I : V260227 
Batch Quantity / 454545 ampules / 

Cepm1 N2 O6'beM cepuH 
: 454545 aMnyn 

Analytical Report No I Date of Analysis/ 
AuaJittTn11ecKnii oT11eT N2 : 890001870365 ,ll;aTa auaJIHJa : 23.03.2026 

Date of Manufacture / : 02/2026 
Date of Expiry/ 

01/2028 
IJl:aTa npon3BOti,CTBa ro.ltell AO 

: 

Mfg. License No./ 
IlponJBOtJ.CTeeuuaH : MB/05/264 MA number:/ : JII1-NQ(008888)-(Pf-RU) 
JIHO:eH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIH3 nposeaeo no H~: JITT-.N!!(008888)-(Pf-RU)-170225 

13 

Test / Iloica1aTem, 

Packaging/ Onucauue 
ynaKOBKH 

Results/ Pe1yJ1hTaTbl 

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. I 
ITo 1 MJJ B aMnyJibl 113 CBeT03al.UHTHOro 
CTeKJJa TeMHO-KOp11'1HeBoro UBeTa KJJacca 
I. B eepxHeH '-laCTl1 aMnyJJbl HaHeCeHbl 
KOJlbUO 11 TO'-IKa )].J]jl pa3JJOMa. Ha aMnyny 
HaKJJe11BalOT 3Tl1KeTKy. 
ITo 10 aMnyn BMeCTe c Jll1CTKOM-
BKJJa)lbJIIIeM B ITBX/an10M11tt11eBbIH 
6n11cTep. ITo 1 6n11cTepy B na'IKY 
KapTOttHyIO. 

Page 5 of 7 / CTp. 5 HJ 7 

Specification/ HopMa 

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 
ITo 1 MJJ B aMnyJJbl 113 CBeT03al.Ul1THOro 
CTeKJJa TeMHO-KOpJ,fl{HeBoro UBeTa KJJacca 
I. B BepxHeH '-laCTH aMnyJJbl HaHeCeHbl 
KOJJbUO II TO'IKa )lJljj pa3JJOMa. Ha aMnyny 
HaKne11ea10T 3Tl1KeTKy. 
ITo 10 aMnyn BMeCTe c Jll1CTKOM­
BKJJa)lbIIIIeM B ITBX/an10M11tt11eBbIH 
6nHCTep. ITo 1 6n11cTepy B na'IKY 
KapTOHH)'IO; 01151 cmalJUOHapoe: no 2, 3, 5 
6nucTepoB s na'-IKY KapTOHHYIO. 

* Tests are not performed during the stability investigation./* HcnhtTaHHR He npoBO,ll}IT B xoP,e HCcJieP,oBaHIDI 
CTa6HJJhHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** ITpH BhmycKe npenaparn 
KOHTpOJJb Kalfecrna no noKa3aTemo npOBO)],HTCR )],Jl.il Ka)K)],OH 15-oii cepHH. 

Remai-ks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpttMe<tauue: ITpo.ri:yKT coorneTcrnyeT TPe6osamrnM H)], 3aKmottettue: O)1,OliPEHO 

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

Tio.ri:roTOBJJZHo: Y ge h ~=•peHo Pl b 
ITposepetto (AOK): person I Ono6petto: O6ecne'1em1e 

Chauhan Amit Kumar Ka'-leCTBalOTBeTCTBeHHOe JJHUO: 

? ~;_ •,{lJ;..!/L K v1--1 I<'.\ YL._ 
__t!...vvj 

Date I Date/ Date I !Date I 2 lj--t> ] - .l... 51.--l 
,[{am: 23.03.2026 )];am: 23.03.2026 )],am: 23.03.2026 )],am: 
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CERTIFICATE OF A ALY I 
CEPTH<l>HKAT AHAJIB3A 
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IJ;s: t ~.uLv,, H f', ! n 20'), IND!/\ 
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Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

lfooJJ..YKT: KeTOpOJlO(I (KeTOponaK) pacTBop .um1 BHyrp1,me1,rnoro M BIIYfpHMblllle4H0f0 BBe,UeHml, 30 Mr/Mn 

Batch No/ : V260227 
Batch Quantity/ 

: 
454545 ampules I 

CepuH .M! 06beM cepmt 454545 al\my11 

Analytical Report No I Date of Analysis / 

AuaJIHTnqecKnii OT'IeT .M! : 890001870365 ,ll;aTa anaJIHJa : 23.03 .2026 

Date of Manufacture / 
: 02/2026 

Date of Expiry / 01/2028 
)].aTa DP0ll3BOD,CTB3 ro)lCH,1\0 

: 

Mfg. License No./ 
IlpOH3BOACTBeHHaH : MB/05/264 

MA number:/ : J1IT-Mi(008888)-(Pf-RU) 
JIHQeH3HH .M! HoMep PY 

Analysis performed according ND I AnaJIH3 npooe)leH no H)I,: J1IT-N2(008888)-(Pr-RU)-l 70225 
Page 6 of 7 / CTp. 6 HJ 7 

API name/ HauMeHoBanue A<I>C: Ketorolac Trometamol / KeTOponaKa TpoMeTaM0JJ 

INN/ MHH: Ketorolac / KeTOponaK 

API manufacturer batch number/ 
2KTM0721125 

HoMep cepHH npoH3BO.ll.HTe.JISI A<l>C: 

FP Manufacturer API Batch number/ 
HoMep cepHH cy6cTaHIJ,HH npOH3B0,UHTeJUI FESA00652 
r JI<I>: 

API Manufactured by & country/ Symed Labs Limited, India/ 
IlpouJBO.ll.HTeJ1b A<l>C, CTpaua: CaifMe.n Jla6c JIHM1-ne.n, 11tt.nu» 

Name, address, authorization No for FP Dr. Reddy' Laboratories Ltd . India Formulation Unit-6, Viii. Kho!, Nalagarb 
manufacturing site / Control site / Release Road, Baddi, Distl . olau, H.P. 173205, India (licen e No No MNB/05/263) I 
site/ 
HauMeHOBanue, a)lpec, JJHUeHJHSI )lJlSI 

)l-p PelUl.H'c Jla6opaTOp11c TITn. , I11-1a 1111 , npo113ao11.cTBe.1-11-1oe nonpa3nene,me-6, 

IlpOH3B0,ll,CTBeHHaSI n.r1oma.11.Ka / IlJ10UJ,a.11.Ka 
BIUlJl. KXOJlb, Hanarapx Poy.n, 6aJU(H )J.MCTpHKT CoJJaH, x.n., 173205, 1'1HD.Hll 

KOHTpO.TlSI Ka'leCTBa / IlJ10IU8.ll.Ka BbtnycKa 
(m1ueuJ11» N!! No MNB/05/263 

Declaration of certification: «I hereby certify that the above infonnat10n 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». / 

3aKJ1J04eHHe 0 COOTBeTCTBHH: «HacTOJIIUHM JI no,nTBep)l(,ll,aJO, lfTO rrp11se.nenua» Bblllle 11.Hq>OpMaUHJI 51BmieTC51 )I_OCTOBepHOM 11 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMe'laHHe: TTpo,nyKT cooTBeTcTByeT Tpe6osaHHJIM H.D; 3aKmo<tenue: OJI.OliPEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
n o)lrOTO'BJ1e1m: Yogesh npoaepetto: Pravesh TTpoaepe1-10 (AOK): per on / O.11.06peuo: O6ecnelfen11e 

Chaohan rt; Rana 1 AmilK"F-...--
KalfeCTBa/OTBeTCTBeHHOe Jll1UO: 

j Or-i i L l:'.:\J , .. ,q,:i.(1_ 

(' / 1/ C:::V") 
Date / Date / Date/ !Date / 2.'-1--ri -s --1 o ).,.--6 
)];am: 23 .03 .2026 1-{aTa: 23 .03 .2026 _l\a-ra: 23.03.2026 )];am: 

Registe red Offi ce : 8·2-337, Road No. 3, Banjara Hills, Hyderabad 500034, Telangana, l11dltt 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: rnail@dr, 2clciys com 

CIN: L8519SAP1984PLC:004507 

www.cirrecldys.c.om 

I 



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

CEPTM~HKATAHAJilf3A 

Dr" i<cddv's l_aboratories Ltd 
Fo, mul::1rio1, lJnit-6 

\iii\ i( 110!, rt1laec1rh I\Oc\ll, l3adcli, 
i)1sii:. ',ol;rn, 11.f', J /':i ;,1(15, iNDI.C\ 

1f l : +")] 9g\6b '-i6001-02 

1,111;,11,v ,frn,ddys .co 111 

Product:/ K etorol00 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpO.l(YKT: K eTOpon® (KCTOp OJiaK) paCTBOP ,l].JlH Bl•ryrp1,meH1~oro H BHYfPHMbJWCYH0r o sse,n,eHHH 30 Mr/Mn 

Batch No/ 
: V260227 

Batch Quantity/ 454545 ampules / 
CepnH.N'!! O6beM ceprrn 

: 
454545 arvm yn 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'lec1rnii OT'leT .N'!! : 890001870365 ,[I;aTa auaJiu1a : 23 .03.2026 

Date of Manufacture / 
: 02/2026 

Date of Expiry/ 
01/2028 

)I.aTa np0H3B0ACTBa ro,l:\ell AO 
: 

Mfg. License No./ 
IlpOU3B0ACTBeHHaH : MB/05/264 MA number:/ : JITI-N2(008888)-(Pf-RU) 
JIHUeH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJiu1 npoee,!l;en no H,l],: JIIT-N!!(008888)-(Pf-RU)-l 70225 
Page 7 of 7 / CTp. 7 u1 7 

TOlJHOH. 3m cepm1 rrpo.uyKQHH rrpomBe,!leHa (BKJJJOlJaSI yrraKOBKy (MapKHpOBKY) H KOHTpOJJb KalJeCTBa) Ha BbIWeyKa3aHHOH 

rrpOH3B0,1lCTBeHHOH rrnoma.uKe (ITJJoma.uKax) B ITOJJHOM CO0TBeTCTBHH C Tpe6oBaHHSIMl1 TipaBHJJ Ha,!lJJe)KaIQeH rrp0113B0,1lCTBeHHOH 

rrpaKTHKH EBp33HHCKOro 3KOHOMHlJeCKoro C0J03a 11 Tpe60B3HHSIMH KOHTpOJIS! KalJeCTBa JJeKapcTBeHHblX cpe.ucTB, a TaK)Ke B 

CO0TBeTCTBHH co crreumpHK3UHS!MH, co.uep)K31QHMHCSI B perHCTP3UHOHHOM ,!lOCbe CTPaHbl-HMITOpTepa. 3amiCH ITO rrpOH3B0,1lCTBy, 

yrraKOBKe J,f 3H3JJH3Y rrpoBepeHbl, H ycTaHOBJJeHO HX COOTBeTCTBHe TPe6oBaHHS!M IIpaBHJJ Ha,1lJle)Ka!QeH rrpOH3B0,1lCTBeHHOH 

rrpaKTHKH EBpa3HHCKOro 3KOHOMHlJeCK0ro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe11attue: TipoAyKT cooTBeTcTByeT Tpe6osattill!M H,n: 3aKnt-011ettue: 0)1,0liPEHO 

Prepared by / C heck ed by I Check ed by (AQA) / Approved by: Quality Assurance/ Authorized 

IIoAroToBnee"lo: Y ge It TipoaepeHo: Pravesh TTpoeepeHo (AOK) : p er 011 / OAo6petto: O6ecnetJeHHe 

Chauhan Rana 1 Amit Kumar KatJecTBal OTBeTCTBeHHoe nwuo: 

~ }\~ S,u~ll ~u1,v1p1L.... 

___cv"1 
Date/ D ate / D ate / I D ate/ 2-t-i ~ ?:,-LO►b 
,n:arn: 23 .03 .2026 Aa-ra: 23 .03.2026 Aarn : 23 .03 .2026 AaTa: 

Registered Office: 8-2-33 7, Road No. 3, Banjara Hills, HyderaiJaci - 500034, fl'langana, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: rn;iil@dr1edciys.co,n 

CIN: L85195AP1984PLC004507 
wv✓w.drreddys com 
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