Dr.Reddy’s Q':‘.

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTU®UKAT AHAJIA3A www.drreddys.com
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: KeTopon® (keToponiak) pacTBop Ui BHyTPUBEHHOTO M BHYTPHMBILIEYHOIO BBACHHH, 30 Mr/mn
Batch No/ : V230870 Batch Quantity / : 272727 ampules /
Cepusn Ne O0BeM cepun 272727 amnyn
Analytical Report No / : 890001700950 Date of Analysis / : 21.11.2023
ARANUTHYCCKHH 0TUeT No JlaTa aHaan3a
Date of Manufacture / : 11/2023 Date of Expiry / : 1072026
JlaTa npoH3BOJCTBA T'onen no
Analysis performed according ND / Ananns mposesen no HJI: JIT1-001365-1 70222

Pagelof 5/Crp. 1 m3 5

ITpo3payHetil 6ecLiBETHBIM PACTBOP.

i:’ Test / Ilokaszarenn Results / PesynsTaTsl Specification / Hopma
1 Description / Onucanue Clear Colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpospauneiit 6ecuBeTHBIH WK
CDOTIIO KATLIT pacTBOP.

2) Identification /
TloaauuHOCTH

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen (Assay section) / BpemeHa
yIepXHBaHUsA OCHOBHBIX NMKOB Ha
XpoMaTorpaMmme HCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM
yIEpXKUBaHUsL OCHOBHBIX IHKOB Ha
XpoMaTorpamme CT2HDAPTHOTO
pacTBOpa KeTopoylaka TpOMETaMUHa
u HalpoKCcEeHa (paznen
«KOJIHYECTBEHHOE ONpEETIEHHEY)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen
(Assay  section) /  BpemeHa
yIepKMBaHUA OCHOBHBIX IIHKOB Ha
XpoMaTrorpamMme HCIIBITYEMOTO
pacTBOpa HOJDKHBl COOTBETCTBOBATH
BpeEMEHaM YIEpXHBAHMA OCHOBHBIX
[IMKOB Ha XpoMaTorpaMmme
CTAHAAPTHOIO pPacTBOpa KEeTOpOJaka
TPOMETAMHMHA M HAaNpoOKceHa (paszen
«KOH4eCTBEHHOE OTIPEIENIEHHE))

3 Clarity / IIpo3pa4HocThb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuAs
npenapara He HOJKHA NPEBLIIATE
OnaJeCcUeHUHIO 3TANOHA CpaBHEHN A L.

4 Color / IIBeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He Guiee 0,20 upu ANUHE BOJHBL
430 HM.

5 pH 7.37 From 6.9t07.9./016,9 10 7.9.

Remarks: The Product confirms to ND/
INpumeuanne: [Ipoaykr cooTBeTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3axmwouyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IoarotoeneHo: Pravesh Rana | Ilposepero: Santosh umar | Oxo6peno: Menekep / Pykosonutesis
/f ‘ Maurya o il Manoj Kumar gl G a J’ML

Reprint Date / Reprint Date / Reprint Date /

Jara:21.11.2023 Hara: 21.11.2023 IMata: 21.11.2023

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

IpoaykT: Ketopon® (keroponak) pacTBOp AJisi BHYTPHBEHHOTO ¥ BHYTPHMBLIEYHOrO BEEACHHU, 30 mr/mn
Batch No / : V230870 Batch Quantity / : 272727 ampules /
Cepuna Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001700950 Date of Analysis / : 21.11.2023
AHaTHTHYECKHH 0TYeT Ne JlaTa anaansa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JlaTa npon3BOACTBA Tonen no

Analysis performed according ND / Anaans nposeaen no HJ: JIN-001365-170222

Page2of 5/C1p. 2 H3 5

6 Particulate matter / Mexauu4yecKkue BKJIIOUEHHA
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
BuanMseie 4acTHLIBI B cooTBeTCTBHH ¢ TPEOOBAHHUAMH.
6B Invisible particles /
HeBHUUMBIE YaCTiUb)
i. Particles > 10 pm/ 04 not more than 6000 per ampoule /
YacTuu pazMepom > He 6onee 6000 Ha ammtyay,
10 MxM
ii. particles>25 pm/ 00 not more than 600 per ampoule /
YacTHI pa3MEPOM > ue 6onee 600 Ha ammnyiy.
25 MKM
7 Related substances / PoacTBeHHbIE IPBMeECH
Impurity A / IIpumecs A 0.15% not more than 0.20 % / nHe Gonee
0,20 %);
Impurity B / ITpumece B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Gonee
Hwxe npenena obHapyxeuns (ITO 0,50 %;
=0.014 %)
Impurity C / ITpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He Bonee
Hwmxe npenena KOMMYECTBEHHOTO 0,50 %;
onmpeneneHus (11KO = UV.U33 %)
Impurity D / [Ipumecs D not more than 0.20 % / He Goinee
Below LOD (LOD = 0.014 %) / 0,20 %.
Huxe npenena obuapysxenus (I10
=0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnunudHas HeUOCHTHQHIH- 0.05% 0,20 %.
pOBaHHAs [IPHMECH

Remarks: The Product confirms to ND/
[Ipumeuanue: [lpoaykT cooTseTcTBYET TpeboBanuaM HJ

Conclusion: APPROVED /
3axarwuesne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

TonroroeneHo: Pravesh Rana | Ipoeepeno: Santosh Kumar | Ono6pero: Menenxep / Pyxosonurent
' Maurya Manoj Kumar '

Reprint Date / Reprint Date / Reprint Dale /

Jara:21.11.2023 Hara: 21.11.2023 Hara: 21.11.2023

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

HUzrnexkaemMrrii ohnem

CEPTHO®HUKAT AHAJIU3A
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]
IIpoaykTt: Ketopon™ (keToposiak) pacTsop As BHYTPHBEHHOTO H BHYTPHMBILIEYHOrO BBecHHA, 30 Mr/mn
Batch No / 1 V230870 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepun 272727 amMnyn
Analytical Report No / : 890001700950 Date of Analysis / ¢ 21.11.2023
AdanuTHYecKHH oTyeT No JlaTa ananu3za
Date of Manufacture / : 1172023 Date of Expiry / : 10/2026
Jlara npoH3BOACTBA T'ogen no
Analysis performed according ND / Ananus nposeaen no HJI: JI11-001365-170222
Page3 of 5/Crp.3u3 5
Total impurities / Cymma 0.25% Not more than 1.50 % / He Gosee
npyumeceit 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mMn Not less than label claim (1.0 mL) /

He meHee HomuHanbHOTO (1,0 M)

9 Bacterial endotoxins /
BaxTepHajibHble
IHAOTOKCHHBDI

<=0.725 EU/mg /
<=0.725 ED/mMr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 ED/mr
KETOpOJIaKa TPOMETaMHHa.

10 Sterility (every 15th batch) /
CTepnabHOCTh (A9 Kama0ii
15-0it cepun)

NA

Must be sterile. / JlomxeH OBITh
CTCPHIIBHEIM.

11 Assay / KoauyecTBeHHOE 29.56 mg/ 29.56 mMr From 27.0mg to 33.0mg of
onpeneseHue CisHi3NO;3 CsH 1 1NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
no 33,0mr CisHisNOs; C4H (NOs
(keTopoJyiaka TpoMeTaMuH) B 1 MII.
12 Alcohol content / 3Tanon 11.92 % From 10.60 % to 12.60 %. /

Ot 10,60 % ne 12,60 %.

Remarks: The Product confirms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTBYET Tpeboranuam HJ

Conclusion: APPROVED /
3akawuenne: OJJIOBPEHO

Prepared by /
IMoAroTORNEHO: Prav7h Rana
r'?

Checked by /
Ilposepeno: Santosh Kumar

Maurya A
—

Approved by: Manager/Executive /

Opobpeno: Menemxep / Pykosomirens
Manoj Kumar @_@Jg
1

Reprint Date /
Jara:21.11.2023

Reprint Date /
Hara: 21.11.2023

Reprint Date /
Jara: 21.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85155AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q':‘

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

CERTIFICATE OF ANALYSIS
CEPTHOMKAT AHAJA3A ~ Www.drreddys.com
Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IlpoaykT: Ketopon® (keToponak) pacTBop AN BHYTPHBEHHOTO W BHYTPHMEILEIHOTO BBeICHHS, 30 Mr/mn
Batch No / : V230870 Batch Quantity / : 272727 ampules /
CepHa No O0bem cepuu 272727 amnyn
Analytical Report No / : 890001700950 Date of Analysis / : 21.11.2023
AnanBTHYECKHH oTUeT Ne JlaTa ananusa
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
Jara npou3sBoacTBA I'ogen no
Analysis performed according ND / Ananus mposenen mo HJI: JIT1-001365-170222
Page4of S/ Crp. 4u3 5
13 Packaging / Ynakopka 1 mL in class I light-shielding amber | 1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP).
and point in the upper part of | A cutring and point in the upper part
ampoule. A label is attached to | of ampoule. A label is attached to
ampoule. ampoule.
10 ampoules and a patient | 10 ampoules and a patient information
information leaflet in a | leaflet in a PVC/aluminum blister.
PVC/aluminum blister. 1 blisters in a carton pack;
1 blisters in a carton pack. / For in-patient facilities: 2, 3, 5 blisters
Mo 1 wMn B ammydsl 43 | inacarton pack./
CBETO3ALIMTHOIO creia | lo 1 M1 B amMmoynsl  u3
xopuuHeBoro kiacca I (USP). B | cBeTO3aIMTHOTO CTEKNa KOPUYHEBOTO
BEpXHel YacTy aMIyJbl HaHECEeHbl | WIH  TEMHO-KOPUYHEBOrO  LBeTa
KONIBIO M Touka s pasnoma. Ha | kmacca I (USP). B BepxHed vactu
aMITyJly HaKJIEHBAIOT 3THKETKY. aMIIysbl HaHECEHbI KONBbLO M TOUKa
Ilo 10 amityn ¢ HHCTpyKuued mo | s pasnoma. Ha ammyiy HAKICHBAIOT
NIPUMEHEHHIO MOMELIAIT | 3THKETKY.
s [IBX/amomuBueBbIii 6nucTep. Mo 10 ammyn ¢ WHCTPYKIHMEH IO
ITo 1 6nucTepy B NayKy KapTOHHYIO. | NPHUMCHEHHIO MOMeLIAIoT
B [IBX/amomMuniessiii Gructep.
ITo 1 6nucTepy B Ma4Ky KapTOHHYIO,
Juii CTalHoHapos: mo 2, 3, 5
61HCTEPOB B AYKy KAPTOHHYIO.
ITo 1 6naucTepy B Nayky KapTOHHYIO.
14 Labelling / MapkupoBxa According to ND / B cootsercraun ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B zamuiuenHoM
Xpanenune OT CBETa MECTE IPH Temriepatype He Bblie 25 °C. He 3aMOpaXKHBaTh.
16 Shelf-life / Cpox roguocTH 3 years. / 3 roza.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
TIpumeuanue: [TpoaykT coorBeTcTBYET TpeboBanusm HJL Zaxmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Prav@sh Rana | Iposepeno: Santosh Kumar | OnoGpeno: Menemxep / Pyxosozsres
j‘& Maurya Manoj Kumar '
s - L
Reprint Date / Reprint Date / Reprint Date /
Jlata:21.11.2023 Jata: 21.11.2023 Jara: 21.11.2023

Registered Office: 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

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS  Tel : +91 98166 56001-02

CEPTHA®IKAT AHAJTH3A RRCElC e

Product : /

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

TlpoaykT: Ketopon® (keroponax) pacTeop Uis BHYTPHEEHHOIO W BHYTPHMBHUCHHOTO BBCACHNUA, 30 mMr/mn
Batch No/ : V230870 Batch Quantity / : 272727 ampules /
Cepus Ne Ob6bem cepun 272727 ammyn
Analytical Report No / : 890001700950 Date of Analysis / : 21.11.2023
AnanuTHYeCKHH 0TYeT Ne JaTa anajnza

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026

JaTa npon3BojcTBA Topen go

Analysis performed according ND / Anasuz nposeger mo HJL: JIT1-001365-170222

Humep cepun cybetanunn upunssopn rens CIID,

Page 5of 5/ Cip. Sn3 §
API name / Haumenosanne ADC: Ketorolac tromethamine / KeToponaka TpOMETaMiH
INN / MHH: Ketorolac / KeToponak
API manufacturer batch number /
Homep cepun nponssoauTens ADOC: ALY
FP Manufacturer API Batch number / FEQA00497

API Manufactured by & country /
Npouszsoanrens ADC, crpana;

Dr. Reddy's Laboratories Ltd., India /
JI-p Pepmw'c JlaGoparopuce Jita., Mraks

Remarks: The Product confirms to ND/
[Ipumeuanne: [Ipoayxr cooteeTcTayeT Tpebosanuim HIT

Conclusion: APPROVED /
3axauenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[Toarotosieno: Pravgsh Rana | [poBepero: Santosh Kumar | Oxo6peno: Menekep / PykosoanTens
- . Maurya Manoj Kumar / 0w &_j

Reprint Date / Reprint Date / Reprint Date /

Hara:21.11.2023 Hara: 21.11.2023 Hara: 21.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills,

Hyderabad - 500034, Telangana, !ndia

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
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