Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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

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

akIa ol Farat Ce(VM no
L ouiluy o L R

Tel .42

CEPTUOPHUKAT AHAJIN3A vww.drredd /s.com
Produtct ; / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml B
Ipoaykr: Ketopon®™ (keToponak) pacTBOp AJisi BHYTPHEEHHOTO ¥ BHYTPHUMBILIEUHOrO BBEAeHUS, 30 mr/man
Batch No / . V250927 Batch Quantity / . 454545 ampules /
Cepust Ne ) O6Bem cepun * 454545 amnyn
Analytical Report No/ . 890001848623 Date of Analysis / . 25.11.2025
ApanaTHaeckuii oTyer Ne JlaTa anaau3za
Date of Manufacture / - 11/2025 Date of Expiry / . 10/2027
JaTa ripon3BoACTBA T'ogen g0
Mifg. License No. /
IponseoncTsennas : MNB/05/263 MA number: : JITI-No(008888)-(PT-RU)
aunensust Ne Homep PY

Analysis performed according ND / Ananu3z nposenen o HJI: JITT-Ne(008888)-(PI"-RU)-170225

Page1of 6/ Crp. 1 m36

Ne Test / TToka3aTesib Results / Pe3yabTaTthl Specification / Hopma
1 Description / Onucanue Clear slightly yellow color solution. / | Clear colorless to slightly yellow color
[Ipo3paunslii pacTBop cBemyo-xkenroro | solution. / Ilpospaunbiii pacTtBop oOT
LBeTa. GEeCLBETHOTO 0 CBETJIO-XKENTOrO LIBETA.
2 | Identification* / MUnenTnduxanus™
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 ynepxusanus | chromatogram of standard solution (Assay
OCHOBHOTO MMKa Ha XpoMarorpamme | section). /  Bpems  yJepxuBaHus
UCIIEITYEMOTO pacTBOpa COOTBETCTBYET | OCHOBHOrO TMHMKa Ha XpOMaTrorpaMmme
BpPEMEHH YICPXXUBAaHHA OCHOBHOIO MUKA | HCIBITYEMOIO pacTBopa TOJDKHO
Ha XpoMmarorpamme CTaHJAPTHOTO | COOTBETCTBOBATh BPEMEHHU YIEPKHBaHUS
pacTBOpa. OCHOBHOTO TMWKa Ha XpoMarorpaMmme
CTaHAApTHOTO pacTtBOpa (paznen
«KonuuecTBeHHOE ONPEAEIEHHEN).
2b UV- spectrophotometry* / UV absorption spectra of the test solution | UV absorption spectra of the test solution
R e S T and the solution of the.: stgndard sample of | and the solution of thc? stgndard 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. / Y®-cniekTphl moroleHns | maxima at 322 + 2 nm. / Y®-crnexTpsl
HCNBITYEMOTO  pacTBOpa M pacTBOpa | MOIVIOLICHMs HCIBITYEMOTO pacTBOpa H
cTaHpgapTHoro  ofpasia  KeTopojiaka | pacTBopa CTaHAapPTHOTO obpasua
TpoMeTaMuHa B obnactu ot 200 10 400 HM | KeToponaka TpOMETaMUHA B 00NacTu OT
HMEIOT MakcuMyMmbl rortomleHds npu | 200 go 400 HBM  JODKHBL  MMETh
322+£2 HM. MaKCHMYMBI TIOTNOLIEHHs NpU 32242 HM.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuyanne: Ilpoaykt coorBeTcTBYeT TpeboBanusam HJL 3akawuenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
TMoarotosnero: Yogesh [|[[Iposepeno: Pravesh [Mposepexo (AOK): person / Onobpeno: ObecneueHne
Chauhan 4 Rana _ Amit I{umﬂr N kauecTBa/OTBEICTBEHHOE JINLIO:
/- { K (s
l.’ . ydd . | ’__I'_,/
Date / Date { Date / Date / ? b—i1- s
Hara: 25.11.2025 Hara: 25.11.2025 Jlara: 25.11.2025 Hara: =
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_i:’l;di;{t 2/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoxYkr: KeTtoposn"' (keToponak) pacTBop [UIsi BHYTPHBEHHOTO H BHYTPUMBIIIEYHOTO BBeACHHS, 30 Mr/mit
Batch No / Batch Quantity / 454545 ampules /
: V250927 :

Cepusg Ne O0Bem cepun 454545 amnyn |
Analytieal Repovrt No/ . 890001848623 Date of Analysis / . 25.11.2025
AnandTuyecknii orger Ne Jara aHanu3a

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

JaTta yIDoH3BOACTBA T'onen no

Mfg. License No. /

Tpou3soncTeentas : MNB/05/263 S e : JI1-Ne(008888)~(PT-RU)
JHUeH3ust Ne Homep PY

!
Analysis performed according ND / Ananus nposenen no H/I: JITT-Ne(008888)~(PI'-RU)-170225
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Ne Test / Iloka3aTennb Results / Pe3ynbTaTsl Specification / Hopma

3 Clarity / IIpo3pauHocTb The opalescence of the sample does not | The opalescence of the sample should not
exceed opalescence of reference | exceed opalescence of reference
suspension I. / OnmanecueHuus npenapara | suspension I. / OnanecueHuus npenapara
He TPeBBILIAeT ONMaNeCLUEHUMIO CYCIIEH3UH | HE JOMKHA NPEBLIIATH ONaJIECLIEHIHIO
cpaBHeHu L. cycneH3uu cpaBHeHus L.

4 Color / IIBeTHOCTDB 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
IornoweHue A0axHO ObITH HEe Gosee 0,20
npu AIHHE BoNHBL 430 HM.

5 pH 7.4 From 6.9t07.9./016,9 no 7.,9.
6 Particulate matter / MexaHH4ecKHe BKJIIOYEHUS
6a | Visible particles / Complies / CoOTBeTCTBYET Should be absent. /

BungymMpie yacTHILIBI JIOJIXKHBI OTCYTCTBOBATD.

6b | Invisible particles /
HeBuaumbie 4acTHLBL:

i. Particles> 10 pm/ 6 not more than 6000 per ampoule; /
YacTuu pasmepoM > He 6onee 6000 Ha amILyJy;
10 MM

ii. particles > 25 um/ 1 not more than 600 per ampoule. /
YaCTULl pa3MepoM - He Ouitee 600 Hd amiryny.
25 MKM

7 Impurities / IIpumecn

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanue: [Ipoaykt cooTBeTcTBYET TpeboBaHmsiM HJI 3axmouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IMosarotosnero: Yogesh ||{[IpoBepeHo: Pravesh [Tposepeno (AOK): person / OpobpeHo: ObecneueHue
Chauhan V’.f Rana Amit Kumar i kauecTBa/OTBETETREHHOE JIMLO:
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[Product:/  Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIpoaykr: Kertopon"' (keToposniak) pacTBOp Jj1 BHYTPHBEHHOTO M BHYTPHMBILIEYHOTO BBeAeHNS, 30 mr/mMn
Batch No/ . V250927 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6nbem cepun " 454545 amnyn
Analytical Repourt No/ . 890001848623 Date of Analysis / . 25.11.2025
AHaqHTHYEeCKHH oTueT Ne JlaTta aHaJu3a

£ . ——]

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
| laTa ripoH3BoACTBA I'ogen ro

Mfg. License No. /

Tpon3BoacTBenHAs : MNB/05/263 I e : JITT-Ne(008888)~(PT-RU)
JuueH3ust Ne Homep PY

|
Analysis performed according ND / Ananus nposegen no HJI: JIIT-Ne(008888)-(PI'-RU)-170225
Page30f6/Crp.3u36

Ne Test / [loka3zaTennb Results / PesyabTarsi Specification / Hopma
Impurity A / Ilpumecs A o 0.12% not more than 0.20 % / He 6onee 0,20 %;
Impurity B / ITpumecs B Below LOD (LOD = 0.014 %) / Huxe not more than 0.50 % / ne 6o1ee 0,50 %;

npenena o6Hapyxkenus (I10 = 0.014 %)
Impurity C / I[Ipumecs C Below LOD (LOD = 0.010 %) / Huxe not more than 0.50 % / He 6onee 0,50 %;

npeznena odbHapyxenus (I10 = 0.010 %)
Impurity D / TTpumecs D Not detected / He obHapyxena not more than 0.20 % / He 6oxnee 0,20 %.
Individual unidentified Not more than 0.20 % / He 6onee 0,20 %.
U T AMES s Below LOQ (LOQ = 0.050%) / Hike
HenaeHTHULIUPOBaHHAS
npUMecs npeaena KOJIHYCCTBEHHOTO ONPEeACICHUA

(TTKO =0.050%))

Total impurities / Cymma 0.1% Not more than 1.50 % / He 6onee 1,50 %.
npumeceit

8 Extractable volume?* / 10.2 ml/ 10.2 mn Not less than 10.0 ml (collectively
H3paexaemblii 00bemM™ measured volume of 10 ampoules). /

He menee 10,0 mn (06eM, U3MEPEHHBIH
Ha OCHOBaHHU 00BEAHEHHOT O
conepxxumoro 10 ammyn).

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac
BakrepuaJbHble /<=0.725 EDQ/mr Trometamol. / He 6onee 5,8 EQ/Mr
IHIOTOKCHHBI KeTopoNaka TpOMeTaMHHa.

10 Sterility** / NA Must be sterile. / JlomkeH ObITb
CrepunbHOCTL** CTEPUIIBHBIM.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIpoaykT cooTBeTCTRYET TpeboBanusm HJJ 3akmouenue;: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moarotoeneno: Yogesh [[[IposepeHo: Pravesh [Tposepeno (AOK): person / Onobpeno: ObecneueHne
Chauhan / Rana i Amit Ku,er P g kauectra/OTRETCTBEHHOE JIULIO:
/’ = .{ 3= L I"l v

{ : l %W
Date / Date / Date / Date / .){./6 0
JMara: 25.11.2025 Hata: 25.11.2025 Jara: 25.11.2025 Hara:
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_P—ro (iuqcht_ /

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

 IIpoxykr: Ketopon" (keToponak) pacTBop [Uis BHYTPUBEHHOTO U BHYTPUMBIUIEYHOTO BBeAeHUs, 30 Mr/mn
Batch No / . V250927 Batch Quantity / . 454545 ampules /
Cepust Ne ) O6bem cepun " 454545 amnyn
Analytical Repo“rt No/ . 890001848623 Date of Analysis / . 25.11.2025
AHaTHATHYECKHIH oTyeT No JaTta aHaju3a
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
Jata rIpoH3BOACTBA T"omen no
Mfg. License No. /
Hpou3ssoacTaenmas : MNB/05/263 NI R CrY : JITT-Ne(008888)-(PI"-RU)
auueH3us Ne Howmep PY

i
Analysis performed according ND / Anasnns nposeaen mo HJI: JITI-Ne(008888)-(PI"-RU)-170225

Page40f 6/ Crp. 4 u3 6

Specification / Hopma

From 27.0 mg to 33.0 mg of Ketorolac
Trometamol per 1 mL. / Ot 27,0 mMr no
33,0 Mr keToponaka TpoMeTamMona B 1 M.

1|

YIaKOBKH

Ne Test / IlokazaTenb Results / PesyabTaThl

11 | Assay/KoanyecTBeHnHoe 30.06 mg /30.06 Mr
onpeaesieHue

12 Ethanol content / DTanon 11.75% /11.75 %

13 Packaging / Onucaxue 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 Mn B amMmysibl U3 CBETO3ALIUTHOTO
CTeKJIa TEeMHO-KOPHUYHEBOT0 L{BETA Kjlacca
I. B BepxHeil yacTH aMmyJibl HAHECECHBI
KOJIbLIO U TO4Ka AN paznoma. Ha ammymny
HaKJIEWBAIOT STHKETKY.

[Io 10 ammyn BMecTe ¢ JIMCTKOM-
BiiageiieM B [IBX/amoMuHueBslit
onucrep. Ilo 16nuctepy B mauky
KapTOHHYIO.

From 10.60 % (v/v) to 13.10 % (v/v)./
Ot 10,60 % (06/06) no 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.
/

[To 1 Mn B amMmyJiBl U3 CBETO3AILKUTHOIO
CTeKJIa TEMHO-KOPUYHEBOTO 1IBETa KJlacca
I. B Bepxued yacTH amImyjbl HaHECEHEI
KOJIBIIO M TO4Ka Jiist paznoma. Ha ammyny
HaKJIEHBAIOT STHKETKY.

I[To 10 aMoyn BMeCre ¢ JIMCIKOM-
pitaauiines b TIBX/atromimnobolii
onucrep. Ilo 1 6muctepy B INadky
KapTOHHY!0; 045 cmayuorapos: 1o 2,3, 5
6JIMCTEPOB B IAUKY KAPTOHHYIO.

Remarks : The Product confirms to ND/

Mpumeuanne: IIponykT cooTBeTCTBYET TpeboBanmsam HJI

Conclusion : APPROVED /
Zakmwuenne: OJOBPEHO

Prepared by / Checked by /
[Moprotoeneno: Yogesh [|[ITposepeno: Pravesh
Chauhan Rana

Yy ~ {
[ A4

Checked by (AQA)/
[Mposepeno (AOK):
Amit Kumar

Approved by: Quality Assurance/Authorized
person / Opo6peHo: Obecnieuenune
Kauectsa/OTBETETBEHHOE JINLLO:

| Ea

Date / Date /

Hara: 25.11.2025

Tlata: 25.11.2025

{\ .
Date /

Hara: 25.11.2025

Date /
Hara:
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Product ; / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon"' (keToponak) pacTBop [Uisi BHYTPMBEHHOTO H BHYTPUMBILIEYHOro BBeAeHUs, 30 mr/mi
Batch No / . V250927 Batch Quantity / . 454545 ampules /
Cepust Ne ) O6bem cepun © 454545 amnyn
Analytical Repourt No/ . 890001848623 Date of Analysis / . 25.11.2025
AHajgATHYIecKHH oTdyeT Ne JlaTa aHanu3a
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
JlaTta rIpou3BOACTBA I'onen oo
Mfg. License No. /
IpoussoacTeenmas : MNB/05/263 S AImbee : JITT-Ne(008888)-(PI'-RU)
aunea3us Ne Homep PY
Analysis performed according ND / Ananns nposegen mo HJI: JIIT-Ne(008888)-(PI"-RU)-170225

Page5of 6/ Ctp. Su3 6
* Tests are not performed during the stability investigation. / * McnbiTanus He NpoBOJAT B XO€ UCCIIEIOBAHUA
CcTaOUIBHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** [Ipu Beinycke npenapara
KOHTPOJAb Ka4YeCTBa [0 NOKa3aTes 0 NPOBOIMTCS I KavkaoH 15-0i cepuH.

API name / Haumenosanne A®C: ~ Ketorolac Trometamol / KeToponaka TpoMeTamMon
INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number / TKTMO0320625

Howmep cepuu npoussoautena ADC:

FP Manufacturer API Batch number /

Homep cepuu cy0cTaHHM NIPOU3BOANTEIIA FESAQ00395

IJio:

API Manufactured by & country / Symed Labs Limited, India /
ITpouseoautens A®C, crpana: Caiimen Jlabc Jlumuren, Unnus

Name, address, authorization No for FP
manufacturing site / Control site / Release
site /

HaunmenosanMe, agpec, THUEH3US IS
Mpunssupcrsennan wivmanka / Mavwapka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh
Road, Baddi, Distt. Solan, H.P. 1732035, India (license No No MNB/05/263) /
I-p Penmir’c Jla6oparopuc JIta., Muaus, ITpoussoncTeeHHOE NoapazaeneHue-6,
Bunn. Kxone, Hanarapx Poyn, bannn, Juctpukt Conan, X.I1., 173205, Hupus
(muensns Ne No MNB/05/263

KUH 1 puis Kavetisa / Thwwapka soinycka

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 /
IIpumeuanne: IIpoaykT cooTBeTCTBYET TpeboBanuam HJJ 3aknwuenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moarotosneno; Yogesh ||[1posepeno: Pravesh [Tposepeno (AOK): person / Onobpeno: Obecnieuenne
Chauhan 7 Rana l[ Amit Kumar \ kadecTBa/OTBETCEBEHHOE JIMLIO:
1/ f i | N U})
{ A Q L}}b
Date / Date / Date / Date / Db |
Hara: 25.11.2025 Hara: 25.11.2025 Hara: 25.11.2025 Hara:
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| Product : / Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml |
| lIpogyKT: Ketopon® (keToposiak) pactBop /Ul BHYTPMBEHHOIO U BHYTPUMBILIEUHOTO BBEACHHS, 30 mMr/mit
'Batch No / . V250927 Batch Quantity / . 454545 ampules /
Cepust No ) O6beM cepHH " 454545 amnyn
Analytical Repourt No/ . 890001848623 Date of Analysis / . 95.11.2025
AHanATHYeCKHH oTdeT Ne JlaTa aHaan3za

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

Jdata ripouzBoacTBa T'ogen po

Mfg. License No. /

Ipoussoncraennasn : MNB/05/263 QPR OGS : JITT-Ne(008888)~(PT-RU)

JuneH3us Ne Homep PY

Analysis performed according ND / Anaans nposegen mo HJL: JIIT-Ne(008888)-(PI'-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/0UeHHe 0 COOTBEeTCTBUM: «HacToAwmMM s OATBEPXKAAL0, YTO NPHBEACHHAS Bhille MHGOpPMALKs SBIAETCA NOCTOBEPHOR U
TOUHOM. DTa cepus MPOAYKUUH NPOM3BEfEHa (BKIIOYAs YMaKOBKY (MapKMpOBKY) M KOHTPOAb KauecTBa) Ha BbILLCYKA3aHHOM
TIPOU3BOACTBEHHOM TUIOMaAKe (IN0LafKkaX) B [IOJHOM COOTBETCTBMM C TpeOoBaHuamu [IpaBun Hanexkalieli NPOU3BOACTBEHHOM
npakTUKH EBpasniCKOro 3KOHOMMYECKOTO CO03a U TPeOOBaHMAMHM KOHTPOJS KauyecTBa JEKApCTBEHHBIX CPEICTB, a Takke B
COOTBETCTBHH CO CHELU(PUKALUIMU, COAEPKAMUMHUCSA B PECHCTPALHOHHOM AOChE CTPAHBI-MMIIOPTEPA. 3AMHCH 1O POU3BOICTBY,
YIIAKOBKE W aHaJW3y MPOBEPEHBI, H YCTAHOBJIEHO MX COOTBETCTBUE TpeboBauimsM Ilpasmin Haexaiiedl NPOM3BOACTBEHHOM
NPaxkTUKK EBpa3zuiickoro 3x0HOMHYECKOTO COHO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[pumeuanue: Ilpoaykr cootsercTByeT TpeboBanuam HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moaroroeneno: Yogesh ||IIpoBepeHo: Pravesh [Tpoeepeno (AOK): person / Onobpeno: Obecnieyenue
Chauhan Rana Amit Kumar kauecTBa/OTBE TR TEEHHOE JIULIO:
s N )
7 / : W |
W [
Date / Date / Date / Date / ) It 10 1)/
Hara; 25.11.2025 Hara: 25.11.2025 Hata: 25.11.2025 Hara: ‘
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