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

CEPTII <I> IIKA T AHAJIII3A 

Dr. Keddy's Labo:--atories Ltd. 
Formulatio:1 Unit-6 
1/i:I. i<hu!, f~alagJrh Roc1d, Ec:,C.:di, 
DisLL. So!a:1, H.f'., 173 205, il\1Di/\ 

1ei: +::LL 9u1C,G SoGG_I. G:~ 
\Vv"./VJ.cir;·ecidv:,.col I: 

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

Ilpoi.y1n: KeTopon/J( (KeToponaK) pacrnop ,llJ151 BHyrp11BeHHOfO 11 BHYfpHMbIWeYHOro BBe,lleHml, 30 Mfi MJl 

Batch No/ ·, · . ' .. Batch Quantity / 454545 ampules / 

Ce'p11il N!! . 
: V250819 

06neM ce pltll 
: 454545 a/\rnyn 

Analytical Report No/ 
: 89000184097 4 

Date of Analysis / 
: 24.10.2025 

AuaJIHTn<1ecKuii 0T<IeT N2 )J.aTa auann3a 
Date of Manufacture / 

: 09/2025 
Date of Expiry / 08/2027 

,lJ,aTa DP0H3B0,llCTBa ro,/leH ,/lO 
: 

Mfg. License No./ 
IlpoH3BOtJ:CTBennaB : MNB/05/263 MA number:/ : JIIT-N!!(008888)-(Pf-RU) 
nu1-en3nu N2 HoMep PY 

Analysis performed accordin2 ND/ Anam13 npoeeti:en no H)J.: JII1-N~(008888)-(Pf-RU)-170225 

1 

2 

2a 

2b 

Test I noKaJaTe.rn, 

Description/ Onucau11e 

P a i:?e 1 of 6 / Crp. 1 u3 6 

Results/ PeJyJJbTaTbl Specification/ HopMa 

Clear colorless solution. / ITp03pa4Hbltt Clear colorless to slightly yellow color 
6ecuseTHhitt pacTBop. solution. / Ilp03pa4Hhitt pacTBop OT 

6ecuseTHoro .no cseTrro-)KeJIToro useTa. 

Identification*/ M,11,euT114'm.:auuH* 

HPLC* I B3JKX* 

UV- spectroplwtomehy* I 

Y([)-cne/..mporjJomoMempuR * 

The retention time of the main peak in the 
chromatogram oftest solution corresponds 
to the main peak in the chromatogram of 
standard solution. I BpeMJI y,ll,ep)KHBamrn 
OCHOBHOro mrna Ha xpoMaTorpaMMe 
IICJITLITYOMOro pacrnopa COOTD8TCTOyeT 
speMeHH y.nep)KHBaHHJI OCHOBHOro ITHKa 

The retent.ion time of the main peak in the 
chromatogram of test solution should 
correspond to the main peak m the 
chromatogram of standard solution (Assay 
section). I BpeMjl y,nep)K1rnaHHJ1 
oc110011oro m1K:a 11:a xpoM:norp:aMMe 
HCITbJTyeMoro pacTBopa ,ll,OJI)KHO 

Ha xpoMaTorpaMMe 
pacTBopa. 

CTaH.napTHOro COOTBeTCTBOBaTb BpeMeHH y,nep)KttBaHHJI 
OCHOBHoro ITHKa Ha xpoMaTorpaMMe 
CTaH.napTHOro paCTBOpa (pa3.nen 
«KonW1ecTBeuuoe orrpe.neneHtte» ). 

UV absorption spectra of the test solution 
and the solution of the standard sample of 
Ketorolac Tromethamine in the range from 
200 to 400 nm have absorption maxima at 
322 ± 2 nm. I Y<l>-crreKTpbr rrornomeuilll 
11crrbnyeMoro pacTBopa H pacTBopa 
CTaHL(apTHOro 06pa3ua KeTOpOJiaKa 
TPOMeTaMHHa B o6JiaCTH OT 200 .no 400 HM 
HMeJOT MaKCHMYMbl rrornomeHHJI rrpH 
322±2 HM. 

UV absorption spectra of the test solution 
and the solution of the standard sample of 
Ketorolac Tromethamine in the range from 
200 to 400 nm should have absorption 
maxima at 322 ± 2 nm. I Y<l>-crreKTpb1 
rrornomettw1 11crrh1TyeMoro pacTBopa H 
pacTBopa crnH.napTHOro 06pa3ua 
KeTOpo11aKa TpOMeTaMHHa B o6JiaCTH OT 
200 .no 400 HM ,ll,OJJ)l(Hbl HMeTb 
MaKCHMYMbl rrornomeHHJI rrpH 322±2 HM. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aiemol.feuue: O,ll.O1,PEHO IlpuMeqauue: Ilpo.nyKT cooTBeTcTByeT Tpe6osaHHJIM H,n: 

Prepared by / 
ITo.nrornsneHo: 
Shagun 

v--
Date / 

,n:arn: 24 .10.2025 

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

IlpoBepeuo: Pravesh n poaepeHo (AOK) : Ajay person / 0.no6peuo: 06ecrre4eHHe 
Rana ( Kumar Srivastava KaL!eCTBa!OTBeTCTBeHHOe JIHU,O: 

~>-- r.f 
,r , 

Date I Date/ IDate / ?,.\-( r ID, }l''J~ 
,n:arn: 24. l 0.2025 ,n:arn: 24.l 0.2025 ,n:arn: 

Registered Off ice: 8-2-337, Roa d No. 3, BLlnJora H11ls, Hyder;:1odd - 500034, T~lz111g~n1.~, lncua 
Tel: +91 40 <:900 2900, r'a x: +91 40 ~'.JOO 2999, Email: m;:i il@d1T2dcivs com 

CIN: L85195h P1984PLC004507 
www.drredd·,~.com 
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•·· Dr.Raddy's~~• 
CERTIFICATE OF ANALYSIS 

CEPTII <I> IIKA T AHAJIB3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Ur.it-6 
Viii. 10101, I\JalJgarh Ro;:id, Bc1ddi, 
Dist,. Solan, H.P., 173 205, INDIA 

www.drreddvs.co1,, 

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

Ilpo)].y1a: KeTopo11'"' (KeTopo11aK) paCTBOP Ami BHyrpHBeHHOro 11 BHYfPHMbIWeL[HOro BBeAeHH51, 30 MrlMJl 

Batch No/ 
: V250819 

Batch,Quantity / 454545 ampules / 

Cepiin.N'!! 06neM ·cenun 
: 

454545 aMnyn ,. 
Analytical Report No / 

: 89000184097 4 
Date of Analysis / 

: 24.10.2025 
AuannTnqec1mu oTqeT .N'!! )J,aTa auanu3a 
Date-of Manufacture/ 

: 09/2025 
Date of Expiry / 

08/2027 
)J,aTa npOH3B0)],CTBa ro)],eH )],0 

: 

Mfg. License No./ 
IlponJBO)],CTBennaH : MNB/05/263 

MA number:/ : nrr-N2(008888)-(P1-RU) 
mrn;euJnH .N'!! HoMep PY 

Analysis performed according ND/ AuanuJ npone)],en no H)J,: flll-N2(008888)-(P1-RU)-170225 
Pal!e 2 of 6 I CTp. 2 HJ 6 

N2 Test/ IloKaJaTeJib Results/ Pe1yJibTaTb1 Specification / HopMa 

3 Clarity/ Ilp01paqHoCTb The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / Orrariecu,eHu,H» rrperraparn suspension I. / OrraJiecu,eHU,1151 npenaparn 
He rrpeBbIWaeT orrariecu,eHU,HIO cycrreH3HH He )],OJDI<Ha rrpeBbIWaTb orrariecu,eHU,HIO 
cpaBHeHH51 J. cycrreH3HH cpaBHeHH51 I. 

4 Color / 11,BeTHOCTb 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm. I 
flornomeHHe ,lJ,OJl)l(HO 6bITh He 6onee 0,20 
rrpH )],JlHHe BOJlHbl 430 HM. 

'i pH 74 Prom (i 9 tn 7 9 / OT 6,9 no 7,9 

6 Particulate matter/ MexaH11qecK11e BKJIIO'-leHnH 

6a Visible particles / Complies I CoorneTcrnyeT Should be absent. / 
BH)],HMhie qacntll,bl .lJ:oJI)l(Hbl OTCYTCTBOBaTb. 

6b Invisible particles / 
HeBH)],HMbie qacTHU,bI: 
l. Particles 2: 10 µm / 42 not more than 6000 per ampoule; / 

qaCTHU, pa3MepoM 2: He 6onee 6000 Ha aMrryny; 
10 MKM 

11. particles 2: 25 µm / 03 not more than 600 per ampoule. / 
qacTHU pa1MepoM 2: He 6onee 600 Ha aMrryny. 
25 MKM 

7 Impurities / IIpttMecn 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMeqam1e: Ilpo,l1,yKT coorneTcrnyeT Tpe6oBaHH51M H.D: 3aKmoqeune: O.lJ:OliPEHO 

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

Ilo)],roTosneHo: TTpoaepeH01.P·avesh flpoBepeHo (AOK): jay pers0n / 0)],o6peHo: 06ecneqeHtte 

Shag~ Rana Kumar Srivastava Kaqecrna/OTBeTCTBeHHOe JlHU,O: 

~> ~ 
Date I 

I 
Date/ Date / IDate / '.) '-trlD..-V-z,{° 

.lJ:arn: 24.10.2025 ,n:arn: 24.10.2025 )J;aTa: _4_ 1 Q_zo_5 ,n:arn: 
- ' - 1(1 a "'"' Reg1stereo umce. :1-L :l:H, ttoao l~O. "· l>iHlJ'-'[d nm~, nr~,_,,,..,.,,:i ::,v_,.,.., .. , '"' ,,~, T,>, IIU 

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

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

CEPTH <I> HKA T AHAJIH3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. l<hol, Nal;;garh f<.o;:,c!, Baddi, 
Dist\. Solan, H P .. 173 205, !f,JDIA 

i~i: "791 98 1.SG 56UG:i--C2 
w11\iw.d rreddys.co ,r: 

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

Ilpo~v1n: KeTopon"'' (KeToponaK) pacrnop ,n1151 BHYTPJ.1Bettttoro 11 BHYTPHMhIWe'-IHOro BBe,neHH51, 30 Mrl M11 

Batch No/ 
: V250819 

Batch Quantity ;. " • 454545 ampules / 

Cepmi: .N'!! .. O6beM CeJ)HW; - : 454545 aMnyn . 
Analytical Report-No·/ 

: 89000184097 4 
Date of Ana-lysis,/~· -· , . ·: 

24.10.2025 
AuannTnqecKun oTqeT .M! .[(aTa auanuJa :: 
Date of Manufacture / 

: 09/2025 
Date of Expiry) 

08/2027 
,ll.aia DPOH3B0ACTBa roAeH AO 

: 

Mfg. License No. / 
IlponJBOACTBeuuaH : MNB/05/263 MA number:/ : J1IT-N!!(008888)-(Pf-RU) 
JlHl.(eH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuanuJ npoBeAeH no H,U: JIIT-N!!(008888)-(Pf-RU)-l 70225 
Page 3 of 6 / CTp. 3 HJ 6 

.N"2 Test/ noKaJaTeJlb Results/ PeJyJ1bTaTb1 Specification/ Hop Ma 

Impurity A / Ilp11Mecb A 0.08 % not more than 0.20 % / He 6onee 0,20 %; 

Impurity B / IlpttMeCh B Below LOD (LOD = 0.014 %) I HH)Ke not more than 0.50 % / He 6onee 0,50 %; 
npe,nena o6Hapy)KeHHR (ITO = 0.014 %) 

Impurity C / IlpnMeCb C Below LOD (LOD = 0.010 %) / H11)Ke not more than 0.50 % / He 6onee 0,50 %; 
npe,nena o6Hapy)KeHHR (ITO = 0.010 %) 

Impurity D / IlpnMeCh D Not detected / He o6Hapy)KeHa not more than 0.20 % / He 6onee 0,20 %. 

Individual unidentified Not more than 0.20 % / He 6onee 0,20 %. 
impurity / EJJ.HHWIHaR 

Below LOQ (LOQ = 0.050%) I HH)Ke 
He11,neHTH¢11u11poBaHHaH 

npe,nena KOJIWiecTBettttoro onpe,nenemrn 
np11Mer.h 

(llllO -U.lbU%) 

Total impurities / CyMMa 0.1% Not more than 1.50 % I He 6onee 1,50 %. 
npnMece11 

8 Extractable volume* / 10.3 ml/ 10.3 MJI Not less than 10.0 ml (collectively 
liJBJ1eKaeMbtii o6'heM* measured volume of 10 ampoules). / 

He Mettee 10,0 MJI ( o6beM, H3MepeHHbll1 
Ha 0CHOBaHHH o6be)l,HHeHHOro 
co.nep)KHMoro 10 a~rnyn). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaKTep11am,Hb1e /<=0.725 E3/Mr Trometamol. I He 6onee 5,8 E3/Mr 
3Hl).OTOKCHHbl KeToponaKa TpoMeTaMHHa. 

10 Sterility** / Sterile / CTep1rnett Must be sterile. I ,l(OJI)KeH 6bITb 
CTepHJJbHOCTb ** CTepHJibHhlM. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ITp1tMe'fattne: IlpOJlYKT co6TBeTcTByeT Tpe6oBaHHRM H,l( 3aKJ110'fettue:· O,l(OliPEHO 

Prepared by / Checked by / Chec.lrnd by (AQA) / Approved by: Quality Assurance/ Authorized 
n oD,rOTOBJJCHO: IlposepeHo: Pravesh IlposepeHo (AOK): Ajay person I O,no6peHo: O6ecne'-!ettue 
Shagun Rana 1 Kumnr Srivastava Ka'-!eCTBa!OTBeTCTBeHHOe JIHUO: v- ~ _J_- ($ 
Date I Date I Date I !Date/ J,, ~/,,. I{) .--- Jl'?.{ 
,l(arn: 24.10.2025 ,l(arn: 24.10.2025 ,l(arn: 24.10.2025 ,l(arn: 

-Registered Office: 8-2-337, Road No. j, sanJara t111,s, Hyaeraoao :,uuu~'I, 1e,oni;0 n<>, "·-·­
Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Ema il: maii@drreddys.com 

CIN : L85195AP1984PLC004507 
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. l(hol, f\!iil:igarh Roc1d, Baddi, 
Distt. Solan, H.P., 173 205, li-!DiA 

wv.1w.d rredd1/s.corn 

Product:/ 
IlpOJJ.YKT: 

Ketorol°'' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Kempon"'' (KeTopoJiaK) pacrnop )],ml BHyrp11BeHH0ro 11 BHYfp11MbJUJeYH0ro BBe,l],eHml, 30 MfiMJI 

Batch No I 
CepnH .N'!! 

Analytical Report No/ 
AnaJiuTuqecKnii OT<IeT .N'!! 

Date of Manufacture / 
,lJ:aTa npOH3B0JJ.CTBa 
Mfg. License No./ 
IlpoH3BOJJ.CTBeunaH 
JIHQeH3HH .N'!! 

: V.250 . ] 

: 09/2025 

: MNB/05/263 

Batch Quantity l · ·; 454545 ampules / 
O6'heM cepuu • -454545 aMriyn 

Date of Analysis/ 
llaTa auaJiu3a 
Date of Expiry / 
ro)J.eH JJ.O 

MA number:/ 
HoMep PY 

... . 7 ~24. l 0.2025 

: 08/2027 

: JU1-.N2(008888)-(Pf-RU) 

Analysis performed according ND/ AuaJIH3 npoBeJJ.eH no H,n:: JII1-.N2(008888)-(Pf-RU)-l 70225 

X!! Test I IloKaJaTeJJb 

11 Assay / KoJJH'-leCTBeHHoe 
onpei.eJJeHue 

12 Ethanol content/ 3TaHOJJ 

13 Packaging/ On11caH11e 
ynaKOBKH 

Remarks : The Product confirms to ND/ 

Results/ PeJyJJbTaTbI 

30.85 mg I 30.85 Mr 

11.92 % / 11.92 % 

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 MJl ll QMITYJJLI IIJ CllCTOJUIIUITl!0ro 
cTeKJJa TeMH0-Kopwrnesoro u,sern Knacca 
I. 8 BepxHett '-laCTl1 aMnynbl HaHeCeHbl 
KOJJbU.O 11 TOL!Ka .!lJJll pa3JJ0Ma. Ha aMnyJJy 
HaKne11Ba!OT )Tl1KeTKy. 
Ilo 10 aMnyn BMeCTe c JJl1CTK0M-
BKJ1a,!lb(WeM B IlBX/aJJIOM11tt11eBbitt 
6JJ11cTep. Ilo 1 6JJ11cTepy B na'IKY 
KapTOHHyIO. 

Page 4 of 6 I CTp. 4 113 6 

Specification / HopMa 

From 27 .0 mg to 33.0 mg of Ketorolac 
Trometamol per 1 mL. I OT 27,0 Mr .no 
33,0 Mr KeTOponaKa Tp0MeTaMOJJa B 1 MJJ . 

From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) i.o 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 1s attached to 
ampoule. 10 ampoules and a patient 
information leaflet in a PVC/aluminum 
blister. 
1 bli~tor in a carton pack; for in patient 

facilities: 2, 3, 5 blisters in a carton pack. 
I 
Ilo 1 MJJ B aMTTYJJbl 113 CBeT03allll1TH0ro 
cTeKJJa TeMH0-Kopwrnesoro LI.Bern KJiacca 
I. 8 BepxHeH '-laCTl1 aMTTYJihl HaHeCeHbl 
K0JlbU,0 11 TO'iKa .!lJlll pa3JJOMa. Ha aMnyny 
HaKne11Ba10T )THKeTKy. 
Ilo 10 aMnyn BMeCTe c JJl1CTK0M-
BKJ1a,1I:bIWeM B IlBX/aJJIOM11H11eBblH 
6n11cTep. Ilo 1 6n11cTepy B na'iKY 
KapT0HHyIO; ORR Clllal/llOHapoe: no 2, 3, 5 
6Jil1CTepoB B na'IKY 'KapT0HHYJO. 

Conclusion : APPROVED I 
IlpHMe'iaHHe: Ilpo,ll.yKT C00TBeTcTByeT Tpe6oBaHID!M H,[{ 3aKJJJO'-leHne: O,[{OliPEHO, • 

Prepared by / 

Ilo .nroT0BJJeHo: 

Shagun 

~ 
IDaLe / 

,[{aTa: 24.10.2025 

Checked b I Checked by A QA) / Approved by: Quality Assurance/ Authorized 

nposepeHo: Pravesh TipoBepeHO AOK) : j ay person I O.no6peHo: O6ecne'!eH11e 

Rana i Kumar Sri a lava Ka'!eCTsa/OTBeTCTBeHHOe J111U,0: 

~ ?ff 
.--·-

Date / D ate / 

I 
Date I )-.t; - It ,)c 1 S 

,[{a-ra: 24. l 0.2025 ,[{aTa: 24.10.2025 )];am: 
t\e 1s1;;ereuu111tc:~--~:tl,r\Vd'- , ...... . ;, ...... ,,JOIO ... ,~, g --·--- .., __ 

I 'b'""''-• ., • ...., , .... 

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

www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTII <I> IIKA T AHA.JIII3A 

Vill. l(hol, I\J,11 2gar!i Ro::,cl, Bc1ddi, 
DisE Solan, rl.P. , 17:'. 205,. lilDit\ 
TEI: ·1·9.L ;,~165 :SSGJ1-L',;:_ 

www.drredd•;s.curn 

Product:/ Ketorol°'' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo;rv1n: KeToponlJ<• (KeToponaK) pacTBop )].Jlll BH)'Tp11BeHttoro 11 BHYTPl1MbIWe4HOro BBe)].emrn, 30 Mr/Mn 

Batch No/ 
: V250819 

Batch Quantity / 454545 ampules / 
CepnH .N'!! O61>eM cepnn 

: 454545 aMnyJ"i 
Analytical Report No / : 8-90001840974 Date of Analysis / - . .. . 
AuanuTnqec1rnii oTqey .N'!! [.[{aTa auaJIH3a 

: 24.10.2025 

Date of Manufacture / 
: 09/2025 

Date of Expiry / 
08/2027 

21:aTa DPOH3BO)J;CTBa roLJ;eH )J;O 
: 

Mfg. License No. / 
Ilpon3BOLJ;CTBeuuaH : MNB/05/263 MA number:/ : JIIT-N2(008888)-(Pf-RU) 

HoMep PY mn.-eHJHH .N'!! 

Analysis performed according ND/ Auamn nposeLJ;eu no H.LI,: JIIT-N2(008888)-(Pf-RU)-l 70225 
Page 5 of 6 / CTp. 5 u3 6 

* Tests are not performed during the stability investigation. / * J1cnbITamrn He npoBOJJ.51T B xo)].e uccJ1CJJ.OBam151 
CTa611J1bHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./ ** IT pH BhmycKe npenaparn 
KOHTpOJlb Ka'-!ecrna no TTOKaJaTemo npoBO)],HTC51 )],Jl51 Ka)l{)],OH 15-0H cep1111. 

API name/ HaHMeHoBauue A<l>C: Ketorolac Trometamol / KeToponaKa TPOMemMOJJ 

INN/ MHH: Ketorolac / KeTOponaK 

API manufacturer batch number/ 
2KTM0270525 

HoMep cepuu npoH3B0~HTeJISI A<l>C: 

FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHU,HH np0H3B0~HTeJISI FESA00323 
r .JI<I>: 

API Manufactured by & country/ Symed Labs Limited, India/ 
Ilpou3BO~HTem, A<l>C, CTpaua: Cai1MeA na6c flHMHTeA, l1HAJ-rn: 

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/ 

HauMeHOBaHue, a.upec, JIHU,CH3HSI .UJISI 
,[l-p Pe,zuur'c Jla6opaTOpHc flT.u., l1tt.nmr, ITpou3so.ucrneHHoe no.upa3.nenett11e-6, 

IlpoH3BO~CTBeHttasi nJioUJ,am.:a / IlJioma.uKa 
BHJJJl. KXOJlb, Hanarapx Poy,[(, Ea.n..u11, ,[lHCTPHKT ConaH, x.rr., 173205, l1H,l:\H5! 

KOHTPOJISI Ka"leCTBa / IlJioUJ,a~Ka BhlnycKa 
(nm-1eH31151 .N!! No MNB/05/263 

Declaration of certification: «I hereby certify that the above mformation 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 conti.rms to ND/ Conclusion: APPROVED/ ' 

OpnMetJauue: TTpo.uyKT coorneTcrnyeT TPe6osaH1151M H).J; 3aKmoqeuue: O,ll,O6PEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
ITo,l:\roTosnetto: 
Shagun 

~ 
!Date / 
,[lam: 24.10.2025 

TTposepetto: Pravesh TTposepetto {AOK): Ajay person/ O,[(o6petto: O6ecne1IeH11e 
Rana 

1 1 
Kumar Srivastava Ka<Iecrna/OrneTCTBeHHoe mn-10: 

~\ __-c--

Date I Date / !Date/ 
,[lam: 24.10.2025 ,[{am: 24.10.2025 ,[la-ra: 
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•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. l<ilol, Nalagarh Road, 8addi, 
Distt. Solan, H.P., 173 205, Ii JDiA 

1ei: +91 :-JSJ_GG S6G01-U=. 
www.dr,eddys.ccm 

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

Ilpo.[(yKT: KeTopon"'' (KeToponaK) pacrnop )],ml BHyrpttBeHHOro H BHyrpttMbillle4HOro BBe,i],eHHJI, 30 MrlMJI 

Batch No/ 
: V250819 

Batch Quantity/ 454545 ampules I 
Cepu11 .N'!! 

.. O6beM cepuu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 24.10.2025 
. 

AuaJIHTH<JecKuii OT'leT .N'!! 
: 890001840974 

llaTa auaJiuJa 
: 

Date of Manufacture / 
: 09/2025 

Date of Expiry / 08/2027 
lllaTa npouJBO.[(CTBa - ro}leH }lO : 

Mfg. License No./ 
IlponJBO.[(CTBeuuaH : MNB/05/263 

MA number:/ : JIIT-N2(008888)-(Pr-RU) 
JIHIJ;eH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoBe}leH no HJI: JIIT-N2(008888)-(Pf-RU)-l 70225 
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». I 

3aKJJIO'leHHe O COOTBeTCTBHH: «HacTOJIIIl,HM }I ITO)lTBep)K,ll,aJO, 4TO rrpHBe)leHHaJI BhJllle HHq>OpMaU,HJI HBJU!eTCJI )lOCTOBepHOH H 

T0"IHOH. 3m cepHH rrpO/lYKU,HH rrp0H3Be)leHa (BKJJJO"!aJI yrraKOBKY (MapKHpOBKY) 11 KOHTpOJJb Ka"!eCTBa) Ha Bb!WeyKa3aHHOH 

rrpOH3B0)lCTBeHHOH ITJJ0IIl,a,ll,Ke (rrJJOIIl,a,ll,Kax) B ITOJJH0M C00TBeTCTBHH C rpe6oBaHHHMH ITpaBHJl Ha,ll,JJe)Kalll,eH rrpOH3B0)],CTBeHHOH 

rrpaKTl1KH EBpa3ttHCKOfO 3K0H0MH4eCKOfO COJ03a H rpe6oBaHHJIMH K0HTpOJJJI Ka"!eCTBa JJeKapCTBeHHbIX cpe,ll,CTB, a TaK)Ke B 

C0OTBeTCTBHH co crreu,mpHKaU,HJIMH, CO,ll,ep)Kalll,HMHCJI B perttcrpau,HOHHOM )lOCbe crpaHhl-HMIIOpTepa. 3arr11c11 ITO rrp0113B0)lCTBY, 

yrraK0BKe H attanmy rrpoBepeHbl, H ycrnHOBJJeHO HX C00TBeTCTBHe Tpe6oBaHHHM ITpaBHJJ Ha,ll,JleJKalll,eH rrpOH3B0)lCTBeHHOH 

rrpaKTHKH EBpa3HHCKOfO 3KOH0MifIIeCKOfO COJ03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpHMe•rnHHe: ITpo,ll,yKT COOTBeTcTByeT rpe6oBaHHHM H,lJ; 3aKJ1t01.Jenue: O,ll;OliPEHO 

Prepared by / 

ITo)lroTOBJieHo: 

Shagun,>;7~ 

Date / 

,n:a-ra : 24.10.2025 

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

ITpoBepetto: Pravesh TTpoBepetto (AOK): Ajay person / O)lo6petto: O6ecrre"!eHHe 

Rana 1 Kumar Srivastava KaYecrna/O1'.BeTCTBe~rnoe mru,o: 

:J--- c# 
Date I Date I !Date / J-1,fdC,r ?Ov{ 
)];am: 24.10.2025 ,lJ;arn: 24.10.2025 )];am : 

. - - • ra ,: aa -:, J e,an o -ct, 111u,~ Registered Office. 8 2 337, Road No. 3, SanJ.:i Hms, Hy□ rao, ,uv1,1a-1, 1 •s· 

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

www.drreddys.com 
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