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CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIU3A

11 .

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

vill. Khol, Malagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDIA

5 PR R T =
#31 38156 56001-02

auueHzus Ne

wwwLdrreddys.com
Product: / Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoayKr: Ketopon"™ (keToponak) pacTBOp Ajisi BHYTPUBEHHOTO W BHYTPUMbIILIEYUHOrO BBeAEHHs, 30 mr/mn
Batch No / . V251010 Batch Quantity / . 454545 ampules /
Cepusa Ne T O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AnannTHYecKHi oTyeT Ne : 890001853457 JMara aHaan3a s 27.12.2025
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
Jara npou3BojacTBa Tonen oo
Mfg. License No. /
IponssoncTaennas : MNB/05/263 LI L : JITI-No(008888)~(PT-RU)
Homep PY

Analysis performed according ND / Anaan3 nposegen mo HJI: JIIT-Ne(008888)-(PI'-RU)-170225

Page1of 7/ Crp. 1 us 7

Ne Test / TToka3aTenb

Results / PesyabTaThl

Specification / Hopma

1 Description / Onucanue

Clear slightly yellow color solution. /
[Tpo3payHblii pacTBOp CBETIIO-)KEJITOrO
1BeTa.

Clear colorless to slightly yellow color
solution. / TIlpo3pauHblii pacTBOp OT
OecBETHOrO 10 CBETNO-XKENTOI0 LUBETA.

2 | Identification* / UpenTndurauna*

2a | HPLC*/ BO)XKX*

The retention time of the main peak in the
chromatogram of test solution corresponds
to the main peak in the chromatogram of
standard solution. / Bpems ynep>xuBaHus
OCHOBHOTO TIHKa Ha Xpomarorpamme
HCTIBITYEMOTO PAacTBOpa COOTBETCTBYET
BPEMEHHM yJEepKHUBAaHHA OCHOBHOTO ITHKa
Ha Xpomarorpamme CTaHAapTHOTO
pacTropa.

The retention time of the main peak in the
chromatogram of test solution should
correspond to the main peak in the
chromatogram of standard solution (Assay

section). /  BpeMsa  ynepxuBaHuUs
OCHOBHOIO IIMKa Ha Xpomarorpamme
UCTIBITYEMOTO pacTBopa JOJIKHO

COOTBETCTBOBATbL BPEMEHHU YACPNKKHUBAHUS
QOCHOBHOIC [IMKa Ha XpOMaTOorpaMme
CTaHJApTHOTO pacTBOpa (pa:men
«KonuuecTBeHHOE onpeueneHne»).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanue: ITpoaykT cooTBeTcTBYET TpedoBaHMAM HJJ 3aknarodenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moarorosneno: Shagun ||[Tposepeno: Pravesh  ||[Iposepeno (AOK): person / OnobpeHo: ObecnedeHue
) Rana ’ Amit Kumar R kauecTBa/OTBETCTBEHHOE JIUIIO:
&)~ A o CURIC Ky prL
~ - ~<VV
Date / Date / Date / Date / IN—) - 2025
Hara: 27.12.2025 Hara: 27.12.2025 Hara: 27.12.2025 Hara:

Registared Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L853195AP1984PLCO04507
www.drreddys.com
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Producf: /

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

Junensng No

| Ipoayxr: Ketopon" (keToposiak) pacTBOp A7 BHYTPHBEHHOIO M BHYTPHMBILICYHOIO BBECHHS, 30 Mr/ma
Batch Mo / . V251010 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
|AHanuThyeckuii oTueT Ne : 890001853457 Jara ananuza 1 27.12.2025
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
Hara npousBoacTea Tonen po
Mfg. License No. /
Hpoussoncreennas : MNB/05/263 L, IR : JITI-Ne(008888)-(PT"-RU)
Homep PY

;\nalysis performed according ND / Auanu3 nposegen mo H/I: JIIT-Ne(008888)-(PI'-RU)-170225

Page2 of 7/ Crp. 2 u3 7

Ne Test / IlokasaTennb Results / Pe3ynbTaThl Specification / Hopma
2 | U spectrojnhotomgryT/ | UV absorption spectra of the test solution | UV absorption spectra of the test solution
T —— and the solution of the standard sample of | and the solution of the standard sample of
) P P 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. / YP-cnexTphl NorsomeHus | maxima at 322 + 2 nm. / Y ®-cnekTpsl
HCOBITYEMOTO  pacTBopa M  PacTBOpa | MOTJIOIIEHUS HCTBITYEMOTO pacTBopa M
CTaHAapTHOrO  o0pa3ua  KeTopojaka | pacTBopa CTaHAapTHOTO obpasua
TpoMeTamuBa B obnacty o1 200 1o 400 HM | keToponaka TpoMeTaMUHa B OONacTd OT
UMEIT MakCUMyMBl mornomeHus npu | 200 mo 400 HM  [OMWKHBL UMEThH
32242 uM. MaKCHMYMBbI IIOMIOWEHNA IpH 32242 HM.
3 Clarity / Ilpo3payHocTb The opalescence of the sample does not | The opalescence of the sample should not
exceed  opalescence  of reference | exceed opalescence of reference
suspension T/ Qmanecrienting mpenapata | suspension T/ QmanecneHius npemapaTa
HE MPEBBILIAET ONATECLEHIHIO CYCIIEH3UH | He JOJDKHA MPEBbIIIATh ONANeCLEHIIUIO
cpaBHeHus . CycHeH3Uu cpaBHeHus 1.
4 Color / IIBeTHOCTD 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
[NornolueHue AoJKHO ObITh He Gonee (0,20
IIpY AJUHE BOJHbL 430 HM.
5 pH 7. From 6.9t07.9./0t16,9 no 7.,9.
6 Particulate matter / MexaHn4yeckue BKJIIOYEHHsI
6a | Visible particles / Complies / CooTBETCTBYET Should be absent. /
Buaumble YacTHLIBT JIOJDKHBL OTCYTCTBOBATD.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: IponykT cooTBeTcTBYET Tpeboranusm HJ Jaxknogenune: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
INoxrorosineHo: Shagun ||{[Tposepeno: Pravesh IMposepeno (AOK): person / Onodpeno: Obecnieuenie
- Rana ) Amit Kumar kavecTBa/OTBETCTBEHHOE JTHIIO:
S / ;'\\“_ B ,‘-. L (_ L..\ ‘.\,j" ;l’l}_
P )

Date / |Date / Date / Date / 271 -402T
Hara: 27.12.2025 Hara: 27.12.2025 Hara: 27.12.2025 Hara:

Registared Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 560034, Telangana, India
Tel: +91 4G 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85135AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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|—i)roducpthz_/A

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

Juuensua Ne

Homep PY

 Mpoayxr: Keropon™ (keToposnak) pacTsop Anisl BHYTPMBEHHOTO M BHYTPUMbILIEYHOTO BBEAEHHUS], 30 Mr/mit
Batch No/ . V251010 Batch Quantity / . 454545 ampules /
Cepun Ne ) Oo6bem cepan © 454545 amnyn
Analytical Report No / Date of Analysis /
Ananuriayeckuit oruer Ne : 890001853457 HMaTa ananauza : 27.12.2025
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
Jara npou3BoacTBa Tonen g0
Mfg. License No. /
Iponsponcreennas : MNB/05/263 i : JITI-Ne(008888)-(PI"-RU)

E]alysis_performed according ND / Anann3 nposexen no HJI: JIIT-Ne(008888)-(PI'-RU)-170225

Page3 of 7/Crp.3u3 7

Results / PesynasTaThl

Ne Test / ITokazaTens Specification / Hopma
6b | Invisible particles /
HeBupumMebie yacTuupr:
i. Particles > 10 pm/ 10 not more than 6000 per ampoule; /
Yacruu pasmepom > He 6onee 6000 Ha amnyny;
10 MM
ii. particles > 25 pm/ 3 not more than 600 per ampoule. /
YacTHUL pa3MEPOM > He 6onee 600 Ha ammyny.
25 MKM
£ Impurities / MIpumecn
Impurity A / Ilpumecs A 0.09 % not more than 0.20 % / He 6onee 0,20 %;

Impurity B / [Ipumecs B

Below LOD (LOD = 0.014 %) / Hixe
npenena odHapyxenus (IT0 = 0.014 %)

not more than 0.50 % / e 6onee 0,50 %;

npenena odHapyxkeHus (I10 = 0.014 %)

Impurity C / IIpumecs C Below LOD (LOD = 0.010 %) / Huxe not more than 0.50 % / ue 6osee 0,50 %;
npeaena ooHapyxeHusa (ITO = 0.010 %)
Impurity D / Ilpumecs D Below LOD (LOD = 0.014 %) / Huxe not more than 0.20 % / He 6onee 0,20 %.

Individual unidentified
impurity / EnuHUuHas
HeUIEHTHOUIMPOBaHHAS
MPUMEChH

Below LOQ (LOQ = 0.050%) / Hitxe
npez[ena KOJIMYECCTBCHHOIO onpeneﬂem{ﬂ
(ITKO =0.050%)

Not more than 0.20 % / He Gonee 0,20 %.

Total impurities / Cymma 0.1% Not more than 1.50 % / He 6onee 1,50 %.
nprmecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tpumeuanue: [Iponykt cootseTcTBYET Tpebopanuim HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IonrorosneHo: Shagun |[{[Iposepeno: I"ravesh [Tposepeno (AOK): person / OnobpeHo: ObecneueHue
[a Rana 4 Amit Kumar A kayecTBa/OTBETCTBEHHOE JHLO!
J ] / - ¢ R 1
7 e &(/,r\s i
- |- VY
Date / Date / Date / Date / 2V0) ey <
Hara: 27.12.2025 Hara: 27.12.2025 Hara: 27.12.2025 Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com

CiN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘g‘

CERTIFICATE O ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, A.P., 173 205, INDIA

Tol: +01 92166 S6001-02

CEPTHOHUKAT AHAJIU3A )

e — wWwWiWw.arreddys.com
Product:/  Ketorol" (Ketorolaé)}olution for intravenous and intramuscular injections, 30 mg/ml
IIpoaysr: Ketopon" (keToposiak) pacTBOp Ans BHYTPHUBEHHOTO H BHYTPMMBILIEYHOrO BBeaeHHUs, 30 Mr/mn
Batch Mo / . V251010 Batch Quantity / . 454545 ampules /
| Cepusn N ) O61em cepun " 454545 amnya
Analytical Report No / Date of Analysis /
AnanuriyeckHii oTyer Ne : 890001853457 Jdara ananuza : 27.12.2025
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
JarTa npousBoicTsa I'ogen no
Mfg. License No. /
IpoussoncTaennas : MNB/05/263 e : JITI-Ne(008888)-(PI-RU)
aunenzus Ne Homep PY

Analysis performed according ND / Anaaus nposeaen o HJI: JITI-Ne(008888)-(PT-RU)-170225

Paged4of 7/Crp. 437

rNQ

Test / [TokazaTenanb

Results / PesynabTaTsl

Specification / Hopma

8 Extractable volume* / 10.5 ml/ 10.5 mn Not less than 10.0 ml (collectively
Hzeiekaemslii 06bemM* measured volume of 10 ampoules). /

He menee 10,0 M (06beM, N3MepeHHbIH
Ha OCHOBaHHUU 00bEAMHEHHOT O
cogep:kuMoro 10 amITyn).

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac
BakTepuajabHble /<=0.725 E3/mr Trometamol. / He 6onee 5,8 ED/Mr
HAOTOKCHHbI KETOpOoJIaKa TPOMETaMUHa.

10 | Sterility** / Complies / CooTBeTCTBYET Must be sterile. / [omxedH OblTb
CrepunbHocTh™** CTEPHIIBHBIM.

11 | Assay/KoaundecTBeHHOe 30.39 mg / 30.39 mr From 27.0 mg to 33.0 mg of Ketorolac
CMPLICIICHHC Trometamol per 1 mL. / Or 27,0 Mr oo

33,0 Mr xeToposiaka TpoMeTamona B 1 MIL.

12 | Ethanol content / 3TaHon 11.79 % From 10.60 % (v/v) to 13.10 % (v/v)./

Ot 10,60 % (06/06) no 13,10 % (06/06).

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykT cooTBeTCTBYET TpeboBaHUuAM HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IMoarotosnerno: Shagun  ||TIposepeHo: Pravesh [Mpoeepeno (AOK): person / Onobpeno: ObecneyeHue

A Rana / Amit Kumar i ka4ecTBa/OTBETCTBEHHOE JINLIO:

©’ { N Wrill K ar

; Sy _
‘ { - _ W

Date / Date / Date / Date / ) T ) =202
Hara: 27.12.2025 Hara: 27.12.2025 Jara: 27.12.2025 Jara:

Registered Office: 8-2-337, Road No. 3, Banjaia Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 4G 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85185AP1984PLCO04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS > "% 00 /0o
CEPTUO®UKAT AHAJIU3A wwvLarreddys.com

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

Dr.Reddy’s “:‘.

Product: /

 Hpoayxr: Ketopon™ (keToposak) pacTBop A BHYTPMBEHHOIO M BHYTPUMBIILEYHOTO BBeAEHNS, 30 Mr/mn
Batch No/ . V251010 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0beM cepHH © 454545 amnyn |
Analytical Report No / Date of Analysis /
Ananuriyeckuii oTuet Ne : 890001853457 Jara ananu3a : 27.12.2025
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
JlaTa npon3BoacTBa I'ogen no
Mfg. License No. /
lpomssoncreennas : MNB/05/263 el : JIIT-Ne(008888)~(PI-RU)
Homep PY

JauneH3 s Ne

Analysis_ performed according ND / Ananus nposeaen no HJL: HH—NQ(OOS@S)—(PF—RU)-I 70225
Page Sof 7/Ctp. Su3z 7

Specification / Hopma

No Test / [lokazaTennb Results / PesynbTaTbl

13

Packaging / Onucanue
YNaKoBKH

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. /

ITo 1 M3 B amMmyJjibl U3 CBETO3AIUTHOTO
CTeKJIa TEMHO-KOPHYHEBOTr0 1IBETa KJiacca

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, S blisters in a carton pack.

I. B BepxHell yacTH amIyJlbl HaHeceHsl | /

KOJIBLIO M TO4Ka And pazfnoMa. Ha amnyny | ITo 1 Ma B ammynsl U3 CBETO3aLLUTHOIO
HaKJICUBAKOT 3THKETKY. CTEKJIa TEMHO-KOPUYHEBOIO LIBETa Kilacca
I[lo 10 ammyn BMecTe C JIUCTKOM- I. B BepxHeH 4acTH aMIlylbl HaHECEHbI

BknagpieM B [IBX/amoMmHHEBBI | KONbLO M TOYKA ANA pazfaoma. Ha amnyny
oimerep. llo | biucTepy B mauky HAKJIEUBAOT 3THKETKY.
KAPLOHHY. Mu 10 amuyn BMecTe ¢ JIMCTKOM-

Bkaageiem B [1BX/anmromMuHueBbii
6mucrep. Ilo 1 6nuctepy B mauky
KapTOHHYIO; 044 cmayuoHapos: 1o 2, 3, 5
l OJIMCTEPOB B MAYKY KAPTOHHYIO.
* Tests are not performed during the stability investigation. / * McnipiTanus He IPOBOAAT B XOA€ UCCIEIOBAHHS
CTaOWIBHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** I1pu Beinycke npenapara
KOHTPOJIb Ka4eCTBa I10 M0KA3aTes k0 MPOBOJUTCS U1 KayKI0H 15-0H cepHu.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanne: IponyxT cootsercTRyeT Tpebopanuam HJJ 3akmoyenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[oarorosneno: Shagun ||[Iposepeno: Pravesh ITposepero (AOK): person / Onobpeno: Obecneyerue
. Rana 4 Amit Kumar . kayecTBa/OTBETCTBEHHOE JIULIO:
. A (7, i Joo 7
L : / N~ GSUNIL UM AT—
. [T e s
Date / Date / Date / Date / 1P e b
Hara: 27.12.2025 Hara: 27.12.2025 Jara: 27.12.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Benjara Hills, Hyderabad - 500034, ielangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s Q’:‘

CERTIFICATE OF ANALYSIS

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

vill. Khol, Natagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA

CEPTUOUKAT AHAJIM3A

Tel : +91 9816€ 56001-02

wwedrieddys.com

Product:/

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

Jaunenzus No

 Ipoayxr: Keropon" (keToposiak) pacTBOp It BHYTPUBEHHOTO M BHYTPUMBIILIEUHOTO BBEAEHHS, 30 mMr/min
Batch Mo / . V251010 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6nem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AnanurThyeckuii oTyer Ne : 890001853457 Jara anannza $ 27.12.2025

Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027

JlaTa npou3BoacTaa Togen no

Mfg. License No. /

IponseojcTEeHnan : MNB/05/263 e : JITT-Ne(008888)-(PT-RU)

Homep PY

Analysis performed according ND / Anann3 nposeaen no HJ/I: JITT-Ne(008888)-(PI'-RU)-170225

Page 60of 7/ Crp. 6137

API name / Haumenosanue ADPC:

Ketorolac Trometamol / Ketoposaka TpoMeTamMon

Homep cepiu ey0cTaHIUM NPOU3BOANTES
I'id:

INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number / YK TMO440725
Homep cepum npoussogutens A®C:
FP Manufacturer API Batch number /

FESA00455

API Manufactured by & country /
IIpousBoanrenr ADC, cTpana:

Symed Labs Limited, India /
Caitmen J1a6c Jlumuren, Muaus

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

HaumeHoBaHue, agpec, JIHUEH3HUS ST
Ipouseoacreennas naowanka / [lnomaaka
KOHTposi kayecTBa / [lnomanka Beimycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh
. Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) /
site / s

J-p Pennn’c Jlaboparopuc JIta., HUuaus, IlpoussoncTeeHHOE nopaszeieHue-6,
Bunn. Kxons, Hanarapx Poyx, banau, Juctpuxr Conan, X.I1., 173205, MHaua

(sruuensus Ne 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
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». /

3akmoyenue o0 cooTBercTBUM: «Hactodammm s NOATBEPXKAAK), YTO NPUBCACHHAA BBILIE I/IH(I)OpMaU,Hf{ ABIACTCA I[OCTOBCpHOﬁ H

Conclusion : APPROVED /
3aknwuenue: OJOBPEHO

Approved by: Quality Assurance/Authorized
person / OnobpeHo: Obecneuenue
kauecTBa/OTBETCTBEHHOE JIULIO:
QUNTL gy
_(\ \ /’

Q2400

Remarks : The Product confirms to ND/
INpumeyanue: [TpomykT cooTBeTCTBYET TpedoanusM HJJ

Prepared by / Checked by / Checked by (AQA) /
[Moarorosnexo: Shagun |{[Iposepeno: Pravesh [Tposepeno (AOK):
Rana / / Amit Kumar
9 ;
z £

.
A
-~

e

Date / Date /
Hara: 27.12.2025 Hara:

Date /
Hara: 27.12.2025

Date /
JHara: 27.12.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, India
Tel: +91 46 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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

Vill. khol, Malagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUP®UKAT AHAJIU3A

5 S0 00 = B 403
Tel : +81 98166 56001-02

wwwdrieddys.com

Juuenzus Ne

Product: / Ketorol" (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoayxr:  Keropon™ (keToposak) pacTBOp s BHYTPMBEHHOTO H BHYTPHMbILIEHHOTO BBEIeHHS, 30 mr/ma
Batch No/ . V251010 Batch Quantity / . 454545 ampules /
Cepusa Ne ) O6bem cepuu " 454545 amnyn
Analytical Report No / Date of Analysis /

AnanuTnyecknii oruer Ne : 890001853457 Jara anannza : 27.12,2025

Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027

Hara nponsBoacTea I'onen no

Mfg. License No. /

Mponssoncreenan : MNB/05/263 L : JIT-Ne(008888)-(P'-RU)
Homep PY

Analysis performed according ND / Ananu3 nposegen nmo HJI: JI[T-Ne(008888)-(PI'-RU)-170225
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TOYHOM. DTa cepus MpOAYKLMH TpoM3BeneHa (BK/OUAs YMAaKoBKY (MapKUpOBKY) M KOHTPOJIb KAauyecTBa) Ha BbILLEYKA3aHHOM
NpOM3BOACTBEHHOI Miolaake (MIOLAAKaX) B NOJIHOM COOTBETCTBUU C TpedoBaHUsAMHU [IpaBui Haanexalell NpOM3BOACTBEHHOM
NpakTHKU EBpasuiickoro 3KOHOMMYECKOro coro3a W TpeOOBaHMAMU KOHTPOJIA KadeCTBa JIEKAPCTBEHHBIX CPEACTB, a TaKkKe B
COOTBETCTBUH CO CreHPUKALMAMY, COAEPKALNUMHUCS B PETHCTPALIMOHHOM A0Che CTPaHbI-UMIopTepa. 3anucH No Mpou3BOACTBY,
yINaKkoBKE M aHaU3y ITPOBEPEHbI, W YCTAHOBJICHO HMX COOTBETCTBUE TpeGoBaHusAM IlpaBun Hanjexalled NPOM3BOACTBEHHOM

NPaKTUKHU EBpamﬁcmro 3KOHOMHYECKOIro COro3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykt cooTBeTcTBYET TpedopanusiM HJI 3akaouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Tonrotosneno: Shagun |[{[Iposepeno: Pravesh [Tposepeno (AOK): person / Ongo6peno: Obecnedenue
5 % Rana / Amit Kuma A\ kadecTBa/OTBETCTBEHHOE JIULO:
Z d, e QUL KVnRR _
Z il i e

Date / Date / Date / Date / iy SIS0
Hara: 27.12.2025 Jlara: 27.12.2025 Hara: 27.12.2025 Hara:
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