Dr.Reddy’s Q’:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lidl
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel ;491 98166 56001-02
www.drreddys.com

CEPTUDUKAT AHAJIU3A
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: KeTopon®™ (keToposiak) pacTBOp A7 BHYTPUBEHHOIO ¥ BHYTPHMBbILICUHOrO BBeAeHH s, 30 Mr/ma
Batch No / . V260336 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0bem cepun 454545 amnyn
Analytical Report No / Date of Analysis /
A”anurunyeckui oTuer Ne : 890001880405 JarTa ananusa : 08.05.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npou3BoACTBA Topen mo
Mfg. License No. /
Tponspoxcraennas : MB/05/264 SRy : JITT-Ne(008888)-(PT-RU)
munensusi Ne Howmep PY

Analysis performed according ND / Ananns nposesen no HJL: JITI-Ne(008888)-(PI-RU)-170225

Page 1 of 7/Crp. 1 u37

chromatogram of test solution corresponds
to the main peak in the chromatogram of
standard solution. / Bpems yaepxuBaHust

No Test / [Toka3aTens Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / Tlpo3paunsiii | Clear colorless to slightly yellow color
GeclBETHBIH PacTBOP. solution. / [Ilpo3paunblii pacTBOp OT
OeCLUBETHOr0 [0 CBETI0-)KEJITOTO LBETA.
2 | Identification* / UnenTudpurauuna*
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 should
correspond to the main peak in the
chromatogram of standard solution (Assay

OCHOBHOTO MUKa Ha XpomarorpamMme | section). /  Bpems  yaepxuBaHus
UCTILITYEMOTO pacTBOpa COOTBETCTBYET | OCHOBHOIO NHMKa Ha XpomarorpaMmme
BpEMEHH YIEPKHBAHHSA OCHOBHOTO MHKAa | HCIBLITYEMOTO pacTtBopa JOJIKHO

Ha Xpomarorpamme CTAaHIAPTHOTO | COOTBETCTBOBATH BPEMEHH YNEPKHBAHUA
pacTBopa. OCHOBHOTO IHK2 Ha XpOMaTorpamme
CTaHJapTHOrO pacTBOpa (paznen

«KonuuecTBeHHOE OTIpeNeIeHHEY ).

Remarks : The Product confirms to ND/

[Ipumeuanne: I[Ipoaykt cooTBeTcTBYET TpeboBaHuam HJI

Conclusion : APPROVED /
3akmoyenue: OJJOBPEHO

Prepared by /
[ToarotoneHo: Shagun

Checked by /

7

v

[Tposepeno: Rama Kant

B

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

Approved by: Quality Assurance/Authorized
person / Ono6peno: Obecneyenne
kayecTBa/OTBETCTBEHHOE NHLO:

_Luwit Kum AL
=i

Date /
Hata: 09.05.2026

Date /

Jlata: 09.05.2026

=N
/
Date /

Hara: 09.05.2026

Date /
Hara:

1 OC06

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 50034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4500 2999, Email: mail@drreddys.com
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid.
Formuiation Unit-6

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

Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOPHUKAT AHAJIN3A
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keroposax) pacTBOp A BHYTPMBEHHOIO M BHYTPHUMBbILLIEYHOrO BBeACHHs, 30 Mr/mit
Batch No / . V260336 Batch Quantity / . 454545 ampules /
Cepus Ne ' O6bem cepun 454545 amnyi
Analytical Report No / Date of Analysis /
AnajguTHYecKHH oT4yeT Ne : 890001880405 JlaTa ananusa : 08.05.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npousBoAcTBA T'ogen mo
Mfg. License No. /
Tpoussoncreenmnas : MB/05/264 L BRmng: : JITI-Ne(008888)-(PI-RU)
auuensus Ne Howmep PY

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

Y@-cnexmpogomomempus *

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. / Y®-cnieKTpbl NOMMIOLIEHNU
HCOBITYEMOr0  pacTBopa M pacTBopa
cranpaptHoro  ofpa3na  keTopofiaka
TpomeramuHa B obnactu ot 200 1o 400 Bm
UMEKT MaKCHMYMbl TMOTJIOLIEHUS TIpH
32242 M.

Page2 of 7/Crp.2m37
Ne Test / ITokasarenn Results / PesynbTaThl Specification / Hopma
2b | UV- spectrophotometry* / UV absorption spectra of the test solution | 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. / Y®-cnexTpsl
TIOTJIOIIEHUS. HCIIBITYEeMOro pacTBopa M
pactBopa CTAQHIAPTHOTO o6pasua
KeTopoJlaka TpOMeTaMHHa B 00JacTd OT
200 no 400 HM JOMKHBI HUMETh
MaKCHUMYMbI NOTIOEHUS Tpu 322+2 HM.

3 Clarity / IIpo3pauHocTh

The opalescence of the sample does not
exceed  opalescence of  reference
suspension I. / OnanecueHLus npenapata
HE NPEBLIIAET OMAJECLEHLMIO CYCIIeH3HN
cpaBHeHuUs L.

The opalescence of the sample should not
exceed opalescence of reference
suspension I. / OnanecueHuus npenapara
He JIOJKHA [IPEBbILIATH ONAIeCUEHLNI0
CYCINEH3UU cpaBHeHus 1.

4 Color / lIseTHoCTL Absorbance should be not more than 0.20
0.04 Abs at a wavelength of 430 nm. /
’ [TornouweHue noJIKHO ObITh He Gonee 0,20
n0pHy AJIMHE BOJHBL 430 HM.

5 pH 72 From 6.9t07.9./016,9 1o 7,9.

6 Particulate matter / MexaHn4yeckue BKIHOUYEHHUSA
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanne: IIpoaykt cooTBeTcTBYET TpeboBanusam HJJ 3axmovenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toprorosneno: Shagun |{[Iposepeno: Rama Kant|[[Iposepero (AOK): person / Ogo6peHo: ObecrneueHue

g Amit Kumar kayecTsa/OTBETCTBEHHOE NIHLIO:
?// @ \/\ Qv gyl

Date / Date / Date / Date / V[0S w0
Jara: 09.05.2026 Jara: 09.05.2026 Hara: 09.05.2026 Jata:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
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CERTIFICATE OF ANALYSIS

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

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

Tel : 491 98166 56001-02
www.drreddys.com

CEPTUDPUKAT AHAJIM3A
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IlpoayxT: KeTtopon® (keToposiak) pacTBOp Uit BHYTPUBEHHOTO ¥ BHYTPUMBILIEYHOrO BBeeH s, 30 Mr/mit
Batch No / . V260336 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AHanuTayeckuii oTuer Ne : 890001880405 JlaTa aHau3a : 08.05.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npou3BoAcTBa T'onen g0
Mfg. License No. /
Mpoussoxcraennas : MB/05/264 b L e : JIT1-No(008888)-(PT-RU)
Jgunenzusi Ne Howmep PY

Analysis performed according ND / Ananus nposeaen mo HJL: JITI-Ne(008888)-(PI"'-RU)-170225

Page3 of 7/Crp.3m37

Ne Test / Iloka3aTenn

Results / PesyabTaThl

Specification / Hopma

6a | Visible particles /
BuauMbie YacTHIIbI

Complies / CoOTBETCTBYET

Should be absent. /
JIOJKHB! OTCYTCTBOBAT.

6b | Invisible particles /
HeBunumble 4acTULIBL:

i. Particles> 10 um/ 09 not more than 6000 per ampoule; /
Yactui pasmMepom > He 6osnee 6000 Ha ammyiy;
10 MM
ii. particles > 25 pm/ 00 not more than 600 per ampoule. /
YaCcTHL pa3MEPOM > He Gonee 600 Ha amnymy.
25 MM
7 Impurities / IIpumecu
Impurity A / [Ipumecs A 0.10 % not more than 0.20 % / He Gonee 0,20 %);
Impurity B / TIpumecs B Below LOD (LOD = 0.014 %) / Huxe not more than 0.50 % / He Gonee 0,50 %;
npenena obHapyxenus (I10 = 0.014 %)
Impurity C/ IIpumecs C Below LOD (LOD = 0.010 %) / Huxe not more than 0.50 % / He 6onee 0,50 %;
npenena obHapyxeHus (I1TO = 0.010 %)
Impurity D / Ilpumecs D Below LOD (LOD = 0.014 %) / Huxe not more than 0.20 % / ne 6onee 0,20 %.

npenena obnapyxenus (T10 = 0.014 %)

Remarks : The Product confirms to ND/

[Tpumeuanue: [Ipoaykt cooTBeTCTBYET TpeGoBanuam HJJ

[Conclusion : APPROVED /
3akauenne: OJOBPEHO

Prepared by / Checked by /

[ToaroroBneHo: Shagun

[Tposepeno: Rama Kant||[Ipoeepeno (AOK):

B>

Checked by (AQA) /

Amit Kumar

M

Approved by: Quality Assurance/Authorized
person / Onobpeno: ObecneueHue
kayecTBa/OTBETCTBEHHOE JIULIO:

LML Kuwmp
LA

v

Al

Hara: 09.05.2026

Date /

Hata: 09.05.2026

Date /
Hata: 09.05.2026

Date /
Hara:

oS0k

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr. Reddy's Laboratories Ltd
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTU®UKAT AHAJIVI3A L L S

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Keropon™ (keToponak) pacTBOp [Jis BHYTPMBEHHOIO U BHYTPUMBILLIEYHOTO BBEACHH, 30 MI/MJ
Batch No / . V260336 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun 454545 amnyn
Analytical Report No / Date of Analysis /

AHaJHTHYECKHI oTUeT No + 890001880405 JlaTa ananu3a : 08.05.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
Jara npousBojacTaa I'open xo

Mfg. License No. /

HpomssoncTennas : MB/05/264 IO B : JITT-Ne(008888)-(PT™-RU)
JIHIen3us Ne Homep PY

Analysis performed according ND / Ananus nposeaen mo HJI: JITI-Ne(008888)~(PI'-RU)-170225

Page4 of 7/ Crp. 4 u3 7

Ne Test / IlokasaTens Results / PesyabTaThl Specification / Hopma
Individual unidentified
fmpuity{ Exmmvia 0.07 % Not more than 0.20 % / He 6onee 0,20 %.
HEUJCHTHQULHPOBAHHASA
NpUMech
Total impurities / Cymma 02 % Not more than 1.50 % / He 6omnee 1,50 %.
npumecei e

8 Extractable volume* / Not less than 10.0 ml (collectively
H3Bnekaemblii 00bem* measured volume of 10 ampoules). /

10.3 ml/ 10,3 M He menee 10,0 mn (06beM, u3MepeHHbIH
Ha OCHOBAHHU 0OBENMHEHHOTO
cofepxumoro 10 ammyn).

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac
BakrepuasnbHble /<=0.725 ED/Mr Trometamol. / He ©6onee 5,8 ED/Mr
IHAOTOKCHHBDI KETOopoJiaKka TpPOMeTaMUHa.

10 | Sterility**/ NA Must be sterile. / JlomxeH ObITh
CrepuabHocTh** CTEPHIbLHBIM.

11 | Assay/ KonudecTBeHHoe 30.67 mg /30,67 Mr From 27.0 mg to 33.0 mg of Ketorolac
onpeaejieHne Trometamol per 1 mL. / Ot 27,0 Mr o

33,0 Mr keTopoJaka TpoMeTaMona B 1 MiL.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanwue: IIpoaykT coorBercTBYeT TpeboBanusiM HJI 3axmoyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[oarotoeneno: Shagun ||[Iposepeno: Rama Kant||[Tposepeno (AOK): person / OnobpeHo: ObecneueHue
Ukr Amit Kumar kauecTBa/OTBETCTBEHHOE JIMLLO:
?V NS v U KW R
Date / Date / Date / Date / OTROL 2
Jara: 09.05.2026 Hara: 09.05.2026 Hara: 09.05.2026 Jlara: '

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q,‘:"

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel ; +91 98166 56001-02
www.drreddys.com

CEPTU®UKAT AHAJIM3A
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToponak) pactBop Uls BHyTPMBEHHOTO M BHYTPUMBILIEYHOrO BBeeHHUs, 30 mr/mn
Batch No / . V260336 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun ' 454545 amnyn
Analytical Report No / Date of Analysis /
AHaIUTHYECKHI oT4eT No : 890001880405 Jarta ananunza : 08.05.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npou3BoACTBA T'onen go
Mfg. License No. /
Hponssoncrennas : MBJ05/264 MA number: / : JITT-Ne(008888)-(PT-RU)
anuenzus Ne Homep PY

Analysis performed according ND / Anasnn3 nposenen no HJIL: JITT-Ne(008888)-(PT"-RU)-170225

Page5Sof 7/Crp.5mu3 7

Ne Test / ITokazaTens

Results / PeyabTartnl

Specification / Hopma

12 Ethanol content / 9Tanoqa

11.80 %

From 10.60 % (v/v) to 13.10 % (v/v)./
Ot 10,60 % (06/06) no 13,10 % (06/00).

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 Mn B aMmynbsl U3 CBETO3ALIMTHOTO
CTeKJ1a TEMHO-KOPHMUYHEBOTO L[BETA Kacca
I. B BepxHeii 4acTH aMIyJbl HaHECEHBI
KOJIbLIO U TOUKA Juis pa3inoMa. Ha ammyny
HaKJIEUBAIOT STHKETKY.

[Io 10 ammyn BMecCTe C JIMCTKOM-
BigtageimieM B IIBX/amoMuHueBsIii
6nucrep. Ilo | 6nuctepy B mauky
KapTOHHYIO.

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.
/

Ilo 1 M1 B aMmysibl U3 CBETO3AILUTHOrO
CTeKJla TEMHO-KOPHUYHEBOTO L[BETa Kilacca
I. B BepxHe# 4acTu amImysbl HaHECEHbBI
KOJIBIIO U TOYKa [is pasnoma. Ha ammyny
HaKJICHBAIOT 3THKETKY.

I[To 10 ammyn BMecTe ¢ JIHCTKOM-
BknagpnueM B [IBX/antomunuesbiit
Gimctep. Ilo 1 6Gawcrepy B mauky

KapTOHHYIO; 014 cmayuorapos: 1o 2,3, 5
OJIMCTEPOR B MAUKy KApTOHHYIO.

Remarks : The Product confirms to ND/

[Mpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Prepared by / Checked by /

[MoaroToBneno: Shagun

[Tposepeno: Rama Kant

it

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

Approved by: Quality Assurance/Authorized
person / Ono6peHo: ObecneueHue
kauecTBa/OTBETCTBEHHOE JIMLO:

_AAae Rua e
A

Date /

ﬂaTa: 09.05.2026

Date /

Hara: 09.05.2026

[\_/\
—
Date / l

JHara: 09.05.2026

Date /
Jara:

| D05

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":'.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTU®UKAT AHAJIU3A

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon® (keToposiak) pacTsop U1t BHYTPUBEHHOTO ¥ BHYTPUMBILIEYHOTO BREAEHHS, 30 Mr/mJ1
Batch No / . V260336 Batch Quantity / . 454545 ampules /
Cepus Ne ’ O0beM cepuu 454545 amnyn
Analytical Report No / Date of Analysis /
AHanuTudeckuy oryer Ne : 890001880405 JlaTa anananza : 08.05.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npon3BoACTBA Toaen g0
Mfg. License No. /
IponssoxcTeennas : MB/05/264 o AR : JI-Ne(008888)-(PT-RU)
aunenzust Ne Homep PY

Analysis performed according ND / Anaans nmposeaen no HJI: JITT-No(008888)-(PI"-RU)-170225

Page 6 of 7/ Ctp. 6 M3 7

* Tests are not performed during the stability investigation. / * McnslTaHHs He MPOBOJAT B XOZ€ UCCIENOBAHUS

CcTaOHUJILHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** I1pu Beinycke npenapara
KOHTPOJIb Ka4ECTBA MO MOKA3aTEII0 MPOBOAUTCS ISt KaXKA0H 15-0i cepun.

API name / Haumenosaune ADC:

Ketorolac Trometamol / Ketoponaka TpomMeTamon

INN/MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun npoussoautens ADC:

2KTMO0721125, 2KTM0661125

FP Manufacturer API Batch number /
Homep cepuu CyﬁcTaHl.lHPl l'lpOl'lZBO[lHTCJIﬂ
rJid:

FESA00653, FETA00132

API Manufactured by & country /
IIpousBoautenn ADC, crpana:

Symed Labs Limited, India /
Caiimen Jla6c Jlumurten, Muaus

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

HaumeHoBaHue, aapec, THUEH3US AJI
IIpousBoacTBReHHast miowanxa / Ilnomanka

KoHTpoJia kauecTea / [lnowaaka Beinycka

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) /
H-p Penmu’c Jlaboparopuc JIta., Uunus, ITponssoacTeeHHOE Noapasaenenue-6,
Bunn. Kxone, Hanarapx Poyn, Bagau, Juctpukt Conan, X.I1., 173205, Unpus

(munensus Ne No MNB/05/263

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: ITponykr coorsercTByeT Tpebosanmsm HJ 3aknwuenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Tonrorosneno: Shagun |[[Tposepeno: Rama Kant|[[Tposepeno (AOK): person / Ono6peno: Obecneuenue

u&_\ Amit Kumar kayecTBa/OTBETCTBEHHOE NULIO:

" e = —Cum L et

' el , —<w
Date / Date / Date / Date / ¥ ) Sand
Mlata: 09.05.2026 Hara: 09.05.2026 Jara: 09.05.2026 Jlara:

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Emeil: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
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Dr. Reddy's Laboratories Ltd.
'] .... Formuiation Unit-6
Dr. Reddy S & Vill, Khol, Nalagarh Road, Baddi,
g Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel: +31 93366 56001-02
CEPTU®UKAT AHAJIN3A  ‘VWw.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykrT: Keropon® (xeToposnak) pactBop Aiist BHyTPUBEHHOTO M BHYTPHMBILIEYHOro BBeAeHHUs, 30 Mr/mn
Batch No / . V260336 Batch Quantity / . 454545 ampules /
Cepus Ne ’ O6bem cepuu 454545 amnyn
Analytical Report No / Date of Analysis /

AnanurTuyeckuii oryer Ne : 890001880405 JlaTa anaauza : 08.05.2026

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

Jarta npon3soacTea I'open xo

Mfg. License No. /

Tponssoncreennan : MB/05/264 s : JIT1-No(008888)-(PT-RU)
Junensns Ne Homep PY

Analysis performed according ND / Ananu3 nposenen mo HJI: JITI-Ne(008888)-(PI'-RU)-170225

Page 7 of 7/ Ctp. 7u3 7
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». /

3akJ/0ueHue 0 cooTBeTCTBHM: «HacToALIMM A MOATBEPXKAA0, YTO NPHUBEAEHHAs Bbllie UHGOpMaLUA sBAAETCA JOCTOBEPHOH U
TOYHOW. DTa cepusi NMPOAYKLUMH MpOH3BeldeHA (BKIOYas YNAaKoBKY (MapKHpOBKY) M KOHTPOJb Ka4ycCTBa) Ha BbILIEYKa3aHHOM
IPOU3BOACTBEHHOM MUiomaake (TUIOLIaAKax) B [OJIHOM COOTBETCTBUM ¢ TpeGoBaHuAMM [IpaBun Hapexalleil Mpou3BOACTBEHHOMN
NpakTUKU EBpasHACKOro 3KOHOMHYECKOTO COI03a M TpeOOBAaHUAMM KOHTPOIS KadyeCTBa JICKAPCTBEHHBIX CPENCTB, a TaKkKe B
COOTBETCTBUH CO crieluuKalusiMuU, conep allUMHICA B PErMCTPaLMOHHOM J0ChE CTpaHbl-UMIIOpTEPa. 3aMiCcH MO TPOU3BOACTRY,
YIaKOBKE M aHaJlu3y MpPOBEPEeHbl, W YCTAHOBJIEHO HX COOTBETCTBHE TpeOoBaHWAM IlpaBun Hamnexamieil Mpou3BOACTBEHHOU
npakTiky EBpasuiickoro 3K0HOMHYECKOTO COKO3a».
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