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i—Product_: /

Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

| IIpoayKr: Ketopon® (keToposiak) pacTBOp [ BHYTPUBEHHOTO M BHYTPUMBILIEYHOLO BBeACHHS, 30 mr/mn
Batch No / . V250891 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun © 454545 amnyn
s BT gz [nolAmisiams
Nara npowsmegersa 112023 Pogengo .+ 102027
Mfg. License No. /
Hpou3eoncraennas : MNB/05/263 pAsnamber: : JITI-Ne(008888)-(PT-RU)
aHIeH3us Ne Homep PY

Analysis performed according ND / Anann3 nposeaen nmo HJ/I: JIIT-No(008888)-(PI-RU)-170225

Pagelof 6/ C1p. 1 u3 6

No Test / [TokaszaTens Results / PesynbTaTh! Specification / Hopma
1 Description / Onucanue Clear slightly yellow color solution. / | Clear colorless to slightly yellow color
[lpo3paunbiii pacTBOp cBeTnO-kentoro | solution. / Ilpospadgnbiii pacTBOp oOT
LBETA. 6eCUBETHOTO JI0 CBETJIO-XKENTOTO LIBETA.
2 | Identification* / MUpenTuduxauus*
2a | HPLC*/BOXX* 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 in the
standard solution. / Bpems yaepxusauus | chromatogram of standard solution (Assay
OCHOBHOrO IMKa Ha XpoMarorpamme | section). /  Bpemf  ynepxuBaHus
UCTILITYEMOTO  PacTBOpa COOTBETCTBYET | OCHOBHOIO TIHMKa Ha XpOMarorpaMmme
BpEMEHH YAEPKUBAHUS OCHOBHOTO NHKA | HUCIBLITYEMOro pacTBopa OJDKHO
Ha XpoMmarorpamme CTaHAAPTHOTO | COOTBETCTBOBATH BPEMEHHU YIEPXKUBAHUA
pacTBopa. OCHOBHOIO [MHKa Ha XpOMarorpaMme
CTaHJapTHOIO pacTBOpa (pa3nen
«Konu4ecTBeHHOE OTPENEIEHHUEN).
2b UV- spectrophotometiy™* / UV absorption spectra of the test solution | UV absorption spectra of the test solution
-l O SR and the solution of thej st§ndard sample of | and the solution of thg sta}ndard 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. / YD-cnexTpsl Mormoimenuss | maxima at 322 + 2 nm. / Y®-coexTpw
HCIIBITYEMOrO  PacTBOpa W pacTBopa | IMOIJIOIIEHUS HCIBITYEMOIO pacTBOpa H
cTaHmaptHoro  ofpa3na  KeTopojilaka | pacTBOpa CTaHAApTHOTO obpasua
TpoMeTamuHa B o6aacti ot 200 10 400 HM | KeToponaka TpoMeTaMHHA B 00JacTH OT
HMEIOT MakcuMymbl mnornouienus npd | 200 go 400 HM  JODKHBI  UMETh
32242 HMm. MaKCHUMYMBI [TOTJIOWIEHU NpH 32242 HM.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [TpoaykTt cooTBeTCTBYET TpeOopanusam HJI 3aknwuenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IMoproroeneno: Yogesh ||[Tposepeuo: Pravesh [Tposepeno (AOK): person / OpoOpeno: Obecneuenne
Chauhan // Rana Amit Kumar kauecTsa/OTBETCHRBEHHOE JTHLO:
V- : o )
o 4~ It
Date / Date / Date / Date / ) Lo ¥
Harta: 25.11.2025 Hara: 25.11.2025 Hara: 25.11.2025 Hara: )/t’
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_i’ﬁﬁ—c—t o/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoayxr: Kertopon" (keToposiak) pacTBop Ajist BHYTPHBEHHOTO M BHYTPHMBILIEYHOTO BBefeH S, 30 mr/mn |
Batch No / . V250891 Batch Quantity / _ 454545 ampules /
Cepust Ne ) O0BeM cepHH 454545 amnyn
Analytical Repo\}‘t No/ . 890001848621 Date of Analysis / . 25.11.2025
AHagdTHYecKHH oTueT No JlaTa anaau3a
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
Jata fpoH3BOACTBA I'ozen mo
Mfg. License No. /
HponssoacTeenmas : MNB/05/263 MG mumher:y : JITI-Ne(008888)-(P-RU)
annersus Ne Howmep PY
Analysis performed according ND / Ananus nposexen mo HJI: JITT-Ne(008888)-(PI'-RU)-170225
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IMoxrorosneno: Yogesh

[Tposepeno: Pravesh

ITposepeno (AOK):

Ne Test / lloka3zaTesan Results / PesyabTaTbl Specification / Hopma E
3 Clarity / l'lp03pa-_u-locn, The opalescence of the sample does not | The opalescence of the sample should not |
exceed opalescence of  reference | exceed opalescence of reference
suspension I. / Omanecuenuus npenapara | suspension I. / OnanecueHuus npenapara
He MPEBBILIAET ONANECHEHLIUIO CYCTIEH3UX | He JOJKHA NPEBLIILATh OMaXeCUEHLHIO
cpaBHeHus L. CyCIIeH3HH cpaBHeHus L.
4 Color / [IpeTHOCTDb 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
IMornomeHue aoyxHo O6bITH HE Gonee 0,20
npu AnuHe BOJTHbI 430 HM.
5 pH 7.4 From 6.9 t0 7.9./0t1 6,9 1o 7.9. R
6 Particulate matter / MexaHu4eckue BKIIOYEHUSA
6a | Visible particles / Complies / CooTBETCTBYET Should be absent. /
Bunumelie yacTULBI JIOJOKHBI OTCYTCTBOBATD.
6b | Invisible particles /
HeBuauMble 4aCTULIBL:
i. Particles> 10 pm/ 13 not more than 6000 per ampoule; /
YacTHl pazMepoM > He 6onee 6000 Ha amITyny;
10 Mxm
ii. particles> 25 pm/ 01 not more than 600 per ampoule. /
YACTUL| pa3MEPOM 2 He Goliee SO0 Ha amilyiy.
25 MKM
7 Impurities / IIpumecn
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanne: [Iponykt cooTBeTcTBYET TpebGoBanuamM HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized

person / Onobpeno: ObecnieucHHe

Chauhan _ Rana Amit Kumar A KauecTBa/OTBETCTREHHOE NHLO:
yz Ij L 9\1! b
. I {+ 4
Date / Date / Date / Date / )/f) | =L
Hara: 25.11.2025 Havra: 25.11.2025 Hara: 25.11.2025 Hara:
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Product : / Ketorol" (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon™ (keToposak) pacTBop Anis BHYTPHBEHHOTO M BHYTPHMBILIEYHOTO BBEACHHS, 30 Mr/mn
Batch No / . V250891 Batch Quantity / _ 454545 ampules /
Cepust Ne ) O6bem cepun " 454545 amnyn
Analytical Repourt No/ . 890001848621 Date of Analysis / . 25.11.2025
AHaauTHYECKHH oTyeT Ne Jara ananusa
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
.Jara nipou3BoaCcTBa Tonen 1o
Mfg. License No. /
Mpoussoxcraenmas : MNB/05/263 MA number: / : JITT-No(008888)-(PT'-RU)
anueH3ua Ne Homep PY

Analysis performed according ND / Anann3 nposenen mo H/: JITT-Ne(008888)-(PT-RU)-170225

Page30of6/Cip.3m36

Ne Test / Iloka3arTenn Results / PesyabTaTsl Specification / Hopma
T Impurity A / Tlpumecs A 0.11% not more than 0.20 % / ve 6onee 0,20 %;
Impurity B / ITpumecs B Below LOD (LOD = 0.014 %) / Hyxe not more than 0.50 % / He 6onee 0,50 %;
i npenena obHapyxenus (I10 = 0.014 %)
Impurity C / TTpumecs C Below LOD (LOD = 0.010 %) / Huxe not more than 0.50 % / He 6osee 0,50 %;
npenena o6Hapyxenns (T1I0 = 0.010 %)
Impurity D / TlpumMecs D Not detected / He o6HapyxeHa not more than 0.20 % / ue 6osee 0,20 %.

Individual unidentified
impurity / EnuHHYHasA

HeMICHTHOUIPOBAHHAS Below LOQ (LOQ = 0.050%) / Huxe

npeacia KOMUYECTBEHHOTO ONPEACICHHA

Not more than 0.20 % / He 6ornee 0,20 %.

H3Baexaemblii 00beM*

[RHMESE (ITKO =0.050%)
Total impurities / Cymma 0.1% Not more than 1.50 % / He 6onee 1,50 %.
npuMecei

8 Extractable volume* / 10.4 ml/ 10.4 mx Not less than 10.0 ml (collectively

measured volume of 10 ampoules). /

He Menee 10,0 Ma (06beM, H3MepeHHbIH
Ha OCHOBaHHHU 00bEIHHEHHOTO
cogepxumoro 10 ammyi).

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac
BakrepunanbHble /<=0.725 ED/mr Trometamol. / He O6onee 5,8 EQ/mr
JHAOTOKCHHBI KeTOoposiaka TPOMETaMUHa.

10 | Sterility**/ NA Must be sterile. / J[lomxeH ObITb
CrepuabHOCTL** CTEPHJIBHBIM.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IpogykT cooTBeTCTBYET TpeboBanuaM H/J 3akmwuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
INogrorosnewo: Yogesh |[[Tposepeno: Pravesh  ||IIposepeno (AOK): person / Ofgobpeno: Obecnedenne
Chauhan 7, Rana ] Amit Kumar kauecTea/OTBETCTRGHHOE IIPILI?I

[ /7 ."\/ " T[ } LY

- [~ 1>

Date / Date / Date / Date / ¥ ~11 =1 15
Hara: 25.11.2025 Hara: 25.11.2025 Jara: 25.11.2025 Hara: 9
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'_Prodvi& 2/

Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIpoaYkr: KeTopon" (keToposiak) pacTBOp AJs BHyTPHBEHHOTO W BHYTPHMBILIEYHOrO BBeAeHHUS, 30 Mr/Mn
Batch No / . V250891 Batch Quantity / . 454545 ampules /
Cepug Ne ) O61bem cepuu " 454545 amnyn
Analytical Repourt No / . 890001848621 Date of Analysis / . 25112025
AHaTATHYEeCKHIH oTdeT Ne Jara ananusa

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027

Jata ¥ipoH3BOACTBA I'ogen go

Mfg. License No. /

Hpou3soncTeennas : MNB/05/263 S BumbeR: : JIIT-Ne(008888)-(PT-RU)
auueHsus Ne Homep PY

Analysis performed according ND / Anaans nposexen mo HJI: JITT-Ne(008888)-(PI'-RU)-170225

Page4o0f 6/ Crp. 4u3 6

yNaKOBKH

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 M B aMnysbl M3 CBETO3ALLUUTHOIO
CTeKIa TEMHO-KOPHYHEBOTO [1BETA KJlacca
I. B BepxHell 4acTd aMIIy/ibl HAHECEHBI
KOJIBLIO M TOUKa s pasnoma. Ha ammyny
HaKJIEHUBAIOT ITUKETKY.

Ilo 10 amnyn BMecT€ C JIUCTKOM-
Binanpimem B [IBX/anioMHHHEBHIH
6nuctep. Ilo 1 6muctepy B nadky
KapTOHHYIO.

Ne Test / Iloxa3aTennb Results / PesynbTaThl Specification / Hopma
11 | Assay/ KonndecreenHoe 30.08 mg /30.08 mr From 27.0 mg to 33.0 mg of Ketorolac
onpejeJieHue Trometamol per 1 mL. / Ot 27,0 Mr 1o
33,0 Mr keToponaka TpoMeTaMona B 1 M.
12 Ethanol content / DTaHon 11.90%/11.90 % From 10.60 % (v/v) to 13.10 % (v/v)./
Ot 10,60 % (06/06) mo 13,10 % (06/00).
13 Packaging / Onucanue 1 mL in class I light-shielding dark amber | 1 mL inclassI 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.
/

Ilo 1 Ma B amnyJibl U3 CBETO3ALIMTHOIO
CTEeKJIa TEMHO-KOPHUYHEBOTO LIBETa KJacca
I. B BepxHel 4acTU aMIlyJibl HAaHECEHBI
KOJIBLIO U TOUKa Ui pa3fioMa. Ha ammyny
HaKJIEUBAIOT STHKETKY.

[To 10 ammyn BMeCTe C JIMCTKOM-
piaguimem b [IBX/amroMuriienwiii
6mucrep. Ilo 1 6mucrepy B Mauky

KapTOHHYIO; 0715 cmayuoxHapos: 1o 2, 3, 5

GHHCTGPOB B Ma4YKYy KapTOHHYIO.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[puMmeuanue: [IpoaykT cooTBeTcTBYeT TpebosanuamM HJI 3axmouenne: ONTOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Tonrorosnewo: Yogesh |[[Tposepeno: Pravesh ITposepeHo (AOK): person / Onobpeno: ObecneueHne
Chauhan /4 Rana i Amit Kumar Y kauecTsa/OTBETCTBEHHOE JIULIO!
'fy Vol -II.I\ — \ ¥
[ /7 { — ( ‘ }“;U d
Date / Date / Date / Date / ‘ "’(l'\ s~
Hata: 25.11.2025 Hara: 25.11.2025 Hata: 25.11.2025 Hara: )/l’
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
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CEPTUOUKAT AHAJU3A oo o

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

IMpoaykr: Kertopon" (keToposak) pacTBOp [UIsi BHYTPHBEHHOTO M BHYTPUMBILIEUHOTO BBeACHHS, 30 mr/mn
Batch No / . V250891 Batch Quantity / . 454545 ampules /
Cepust Ne ) Ob6beM cepHH " 454545 amnyn
Analyftical Repovrt No / . 890001848621 Date of Analysis / . 25.11.2025
AHanTHYecKH# oTueT Ne JlaTa aHajau3sa

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027

JaTa r1pou3BoacTBa Tonen mo

Mfg. License No. /

Iponseoxcraennas : MNB/05/263 NUAUUHESE : JITT-Ne(008888)~(PI-RU)
Juunensus Ne Homep PY

Analysis performed according ND / Auanu3s nposenen mo HJI: JITT-Ne(008888)-(PI'-RU)-170225

PageSof 6/ Ctp. Su3z 6
* Tests are not performed during the stability investigation. / * McnibiTaHus He MPOBOJAT B XOJ€ UCCNEIOBAaHHA
cTaOUIBHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** Ilpu Beinycke npenapara
KOHTpOJIb Ka4ecTBa 110 MMOKa3aTesIio IPOBOAUTCS Al Kaxkaon 15-ok cepuu.

API name / HaumeHoBanue AD®C: Ketorolac Trometamol / KeToponaka TpoMeTamMon
INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number / TKTMO0320625

Homep cepun npoussoautens ADC:

FP Manufacturer API Batch number /

Homep cepum cy6cTaHLMH NPOU3BOANTENS FESA00395

| ) (O F

API Manufactured by & country / Symed Labs Limited, India /
IMpoussoautens APC, crpana: Caiimen Jlabc JIumuten, UHaus

manufacturine site / Control site / Release Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh
. g Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) /
site / )
I-p Penny’c JlaGoparopric JIta., Hupnst, [Ipou3BoacTBEHHOE NoApa3aeneHie-6,

H
Ha2:::(:):;‘}:::Haazpﬁzoﬁ::::l;si'liﬂos:uanka Bunn. Kxons, Hanarapx Poyn, Bapnu, Jfuctpukt Conan, X.I1., 173205, Hnous
P (muuen3ust Ne No MNB/05/263

KUH 1 pudst kadeel sa / Thivmapna sbiiyena

Name, address, authorization No for FP

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 /
[Mpumeuanue: [Iponykt cooTBETCTBYET TpeboBaHusM HJI 3aknwuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
Ionprotosneno: Yogesh |[[Iposepeno: Pravesh [Tposepeno (AOK): person / Opobpeno: Obecnieyuenue
Chauhan Rana Amit Kumar KauecTea/OTBETCTBEHHOE MHLO; ;
y ; - ) X S 4
I g '\_ - U
(/ / [ R P
Date / Date / Date / Date / ( T w;/r'
Hara: 25.11.2025 Hara: 25.11.2025 JHara: 25.11.2025 Hara: _)/ o

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khot, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel: 42128166 5600102

CEPTUDOUKAT AHAJIN3A \Nww.drredd\/slcom
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml il
IpoxyKT: KeTtopon™ (keToposiak) pacTBOp A/ BHYTPMBEHHOIO H BHYTPUMBILIEYHOrO BBeAEHUS, 30 Mr/mi _
Batch No / . V250891 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepHH " 454545 amnyn
Analytical Repovrt No/ . 890001848621 Date of Analysis / . 25.11.2025
AdaJHATHYeCKHH oTyeT Ne JaTta ananu3a
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
Jara ripoH3BoACTBA I'open go
Mfg. License No. /
poussoncraennas : MNB/05/263 M nurberil : JTT-Ne(008888)-(PT"-RU)
AuuneHsus Ne Howmep PY
Analysis performed according ND / Anaau3s nposegen mo HJI: JITT-Ne(008888)-(PI'-RU)-170225

Page 6 of 6 / CTp. 6 n3 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». /

3akiouenue 0 cOOTBeTCTBUM: «HacTosmuM s MOATBEPXAl0, YTO MPHUBEJEHHAs Bblile HHOOPMaLMA ABAAETCS HOCTOBEPHOH U
ToYHOU. DTa cepHs MPOAYKLMK MpousBefcHa (BKIOuas YNakoBKYy (MapKMpOBKY) M KOHTPO/Ib KayeCTBa) HA BbILUEYKA3aHHOM
NPOH3BOACTBEHHOH Miomaake (NJ0laakax) B NMOJIHOM COOTBETCTBUH C TpeboBaHuAMU [IpaBui Haexaulel NpON3BOIACTBEHHON
NpaKTHUKH EBpa3HiickOro 3KOHOMMYECKOIO COH3a H TPeOOBaHHAMH KOHTPOJA KadecTBa JIEKAPCTBEHHBIX CPEACTB, a TAKKe B
COOTBETCTBUH CO CrielMPUKAIMAMU, COAEPKAILNMUCS B PETHCTPALMOHHOM JOChE CTPaHbI-UMIIOPTEPa. 3aNMCH M0 MMPOU3BOJCTBY,
YNAaKOBKE M aHAIu3y NPOBEPEHbI, W YCTAHOBIEHO HX COOTBETCTBUE TpeGoBaHusAM [lpaBwi Haanexamed NpoU3BOACTBEHHOMN
NpakTHKH EBpasnilckoro 3K0OHOMHYIECKOro COr03a».

Conclusion : APPROVED /
3axmouyenne: OJOBPEHO

Remarks : The Product confirms to ND/
IMpumeuanue: [Iponykt cooTBeTcTBYeT TpedoBaHusIM HJI

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
Moarorosneno: Yogesh ||/IIposepeHo: Pravesh [Tposepeno (AOK): person / Ono6peno: ObecneyeHune
Chauhan / Rana Amit Kumar kauecTBa/OTBETCTBEHHOE JTULO:
7 A e o
l" (= 1 B !
Date / Date / Date / Date / LG“‘ [~ 1{”
Jara: 25.11.2025 Jata: 25.11.2025 Hara: 25.11.2025 Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com
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www.drreddys.com




