Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIA3A Tel : +91 98166 56001-02

| Product : / Ketorol (Ketorolac) solution for intravenous and iI']ll‘ﬂillllfi(.‘lll:llwi‘ﬁjuét G E%’(f?ﬁéf ml i

IMpoayr: Keropon ™ (keroponak) pacTsop Ans BHYTPHBEHHOTO M BHYTPHMbILLEYHOrO BBEIeHH, 30 M r/mn
Batch No / 1 V220448 Batch Quantity / : 272727ampules /
Cepua Ne O6bem cepiin 272727 amnyn
Analytical Report No / : 890001602724 Date of Analysis / 1 14.07.2022
AHaJuTHYecKni# oTueT No Jlara ananusa

Date of Manufacture / : JUN.2022 Date of Expiry / : MAY.2025
Hara npouzeoacrea Topen go

Analysis performed according ND / Anasns nposenen no HJI: JII1-001365-170222

Page 1 0of4/Crp.1u3 4

ITpo3paunblii 6ecuBeTHBIN pacTBOp.

1;: Test / [loka3zaTenn Results / PezyabTaThl Specification / Hopma
1 Description / Onuncauue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/' Tlpo3pauHblii GecUBETHBI Wi
CBETJIO-XKENTLIH pacTBOp.

2 Identification /
IMoaannHOCTEL

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) / Bpemena
YIOEPXKHMBAHUS OCHOBHBIX HHMKOB Ha
Xpomarorpamme HCTIBITYEMOTO
PacTBOpa COOTBETCTBYIOT BpEMEHaM
YIOEpXKUBAaHUSA OCHOBHLIX ITHKOB Ha
XpoMarorpaMmme CTaHIAPTHOTO
pacTBOpa KeTopojaka TpOMETaMMHA
u HarpoKkceHa (pazmen
«KonuuecTBEHHOE OTIpeieNeHUE)

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) / BpeMmeHa
YAEPKUBAHUA OCHOBHBIX IMKOB Ha
XpoMarorpamme HCIMBITYEMOTO
pacTBOpa [OJDKHBI COOTBETCTBOBATH
BpPEMEHAM YIEPXXMBAHUS OCHOBHBIX
ITMKOB Ha XpoMaTorpaMme
CTaHIapTHOTO PAacTBOpa KETOpOJiaKa
TPOMETaMMHA W HampoKceHa (paszen
«KonM4ecTBEHHOE OTIpeeneHue»)

3 Clarity / IlpozpauHocTb

Complies / CooTBeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onmanecuenuus
npenaparta He JOJDKHA NPEBLIIATh
OMAJIECUEHLHIO 3TaJIOHa CPaBHEHHs 1.

4 Color / HseTHOCTL 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu [utiHE BONHBI
430 M.

5 pH 7.30 From 6.9t07.9./016,9 no 7,9.

Remarks : The Product confirms to NI/
[Mpumeuanne: [ponykT coorsererayer Tpebosanuam HJ

Conclusion : APPROVED /
3akmoyenne: OJJOBPEHO

Jara: 14.07.2022

Hara: 14.07.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Ramakant IIpoBepeno: Pardeep Kumar | OmoGpeno: Menemiep / Pykosoxurens
: Amit Kum A _
3 i et
Reprint Date / Reprint Date / Reprint Date /

Hata : 14.07.2022

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: L85195AP1984PLCO04507
www.drreddys.com



‘..o Dr. Reddy's Laboratories Ltd.
e ® Formulation Unit-6
Dr" Reddy S ® Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTHOUKAT AHAJIN3A Tel : +91 98166 56001-02
 Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular’ 11 &¢ ORI RS /ml
 IIpoaykr: Keroposn" (keroponak) pacTsop 1 BHyTPMBEHHONO W BHYTPHMbILLEYHOTO BBEACHNA, 30 Mr/mn
Batch No / 1 V220448 Batch Quantity / : 272727ampules/ |
Cepus Ne Oo6nem cepun 272727 amnyn
Analytical Report No / : 890001602724 Date of Analysis / : 14.07.2022
AnanurHyeckuii oTyet Ne Jlara anaausa
Date of Manufacture / : JUN.2022 Date of Expiry / : MAY.2025
JaTta npousBoacTsa I'ogen go
Analysis performed according ND / Ananus nposeaen no HJI: JII1-001365-170222
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6 Particulate matter / MexaHnuyeckue BK/JIKYEHHS
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
BuauMble YacTHLBI B cooTBeTCTBHY C TPeOOBAHUSIMHU.

6B Invisible particles /
HeBuarmMmbie YaCTULBI:

i. Particles> 10 um/ 14 not more than 6000 per ampoule /
YacTun pazMepoM > He 6onee 6000 Ha amnyny;
10 MxM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YACTHL] pa3MEpOM > He 6onee 600 Ha ammyIy.
25 MKM
7 Related substances / PoncTBeHHb1e npumecy
Impurity A / [Tpumecs A 0.17% not more than 0.20% / He OGonee
0,20 %;
Impurity B / Tlpumecs B Not detected / He o6uapyxena not more than 0.50 % / He Gonee
0,50 %;
: Less than LOQ (LOQ = 0.033 %) / Huse
Impurity C / pumecs C Npe/iena KOMMHECTDEHHOND OTDENeNCHIA not more than 0.50 % / He Ooiee
(TIKO = 0.033 %) 0,50 %o;
Impurity D / Ilpumecs D Below limit of detection (LOD = 0.014 %) / not more than 0.20% / He Gonee
Husie npefena Kou4ecTBEHHOTO 0,20 %.
onpeneneHus (TTKO = 0.014 %)
Any unspecified impurity / Not more than 0.20 % / He Oonee
EnuHuYHAS HEUNEHTU(HIH- 0.07% 0,20 %.
pOBaHHas MPUMECh
Total impurities / Cymma 0.30 % Not more than 1.50 % / He Gonee
npuMecei 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3pnekaemblii 06beM He menee HomuHansHOTO (1,0 MIT)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [TpogykT cooTBeTcTBYeT TpedoBanuam HJI 3axawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeieno: Ramakant [Ipoeepeno: Pardeep Kumar | Omobpeno: Menemxkep / Pykosoautens
Amit Kumar Ao~ o
aﬁ—f N
Reprint Date / Reprint Date / Reprint Date /
Hata: 14.07.2022 Jara: 14.07.2022 Jara : 14.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular“{\l%mﬁnl

Mpoaykr: Kertopon" (keToposak) pacTBop Auisi BHYTPHBEHHOTO W BHYTPMMBILLIEUHOTO BBeAeHH S, 30 mr/mn
Batch No / 1 V220448 Batch Quantity / : 272727ampules /
Cepusa Ne Oo0Bem cepun 272727 amnyn
Analytical Report No / : 890001602724 Date of Analysis / : 14.07.2022
AHaJINTHYECKHH oTueT No JlaTa anaamsa

Date of Manufacture / : JUN.2022 Date of Expiry / : MAY.2025
Jata npoussogcrsa T'open no

Analysis performed according ND / Anann3s nposesen no HJI: JIT1-001365-170222
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9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuanbHble <=0.725 ED/mr tromethamine. / He 6onee 5,8 ED/mr
IHAOTOKCHHBI KeTOpOoJiaka TpOMETaMHHA.

10 Sterility (every 15th batch) / Complies / Crepunen Must be sterile. / JomxeH ObITh
CTepuIbHOCTD (A5 KaXKAOM CTepUJIbHBIM.
15-0it cepun)

11 Assay / KoinyecTBeHHOE 29.80mg / 29.80mr From 270mg to 330mg of

onpejeneHue CisH13sNO3 C4H 1NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
Ao 33,0 MT C15H13N03'C4H11NO3
(keToponaka TPOMETaMUH) B 1 MJL.
12 Alcohol content / ITanon 11.51% From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/
[Tpumeuanue: IIpogykT cooTBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by /
IToxrorosneHo: Ramakant

i

Checked by /
Iporepeno: Pardeep Kumar

.

Approved by: Manager/Executive /
Onob6peno: Menemxep / Pykopoautens
Amit Kumar & N

e

Reprint Date /
Jara: 14.07.2022

Reprint Date /
Jara: 14.07.2022

Reprint Date /
JHarta : 14.07.2022
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Dr. Reddy's Laboratories Ltd.
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DI'. Red dy,s ‘.... Formulation Unit-6

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

CEPTUOUKAT AHAJIU3A Tel : +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramusculal H{EATGTEY3 ¢ Mh/ml
| IpopykT: KeTopon™ (keToponak) pacTBOp Ulsi BHyTPUBEHHOIO ¥ BHYTPUMBILLEYHOIO BBEACHHS, 30 Mr/mn
Batch No / 1 V220448 Batch Quantity / + 272727ampules / ]
Cepus Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001602724 Date of Analysis / : 14.07.2022
AHaIuTHYECKHH 0TUeT Ne JlaTa ananusza
Date of Manufacture / : JUN.2022 Date of Expiry / : MAY.2025
Jata npoH3BoACTBA T'oxgen oo
Analysis performed according ND / Ananus nposenen no HJI: JIII-001365-170222
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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
Ilo 1 w™Mn B avmmoynsl u3 | ina carton pack. /

CBETO3AaIUTHOIO crekna | [lo 1 wmMn B amnynsl U3

kopuuHeBoro kinacca I (USP). B | cBero3allMTHOTO CTEKJia KOPUYHEBOro
BEpPXHEH YacTH ammyybl HaHECEHBl | MIW  TEMHO-KOPUYHEBOLO  LBETa
KOJNLLIO W Toyka mia pazioma. Ha | xmacca I (USP). B Bepxued wactn

amITyNy HaKJIEHBaIOT ITUKETKY. aMmyJibl HaHECEeHbI KOJIBLO M TOYKa
Mo 10 ammyn ¢ uHCTpYKuMeit mo | s pasnoma. Ha amnyny HakneHBaioT
NPUMEHEHUIO NIOMELIAOT | 3THKETKY.

B [IBX/antomunuesbiii Onucrep. I[To 10 ammyn ¢ MHCTpyKLue# Io
[To 1 GnucTepy B NayKy KapTOHHYIO. | MPUMEHEHHIO TIOMEIIAIOT

B [IBX/anmoMunMeBLIii 6nuctep.

ITo 1 6nuctepy B NauKy KapTOHHYIO;
Ul cTauuoHapoB: mno 2, 3, 5
6NyCTEPOB B NaUYKy KAPTOHHYIO.

14 Labelling / Mapkuposka According to ND / B coorsercTsuu ¢ HJ.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3aliinueHHoM
XpaHeHue OT CBETa MecTe NpH TeMrepatype He Beiie 25 °C. He 3aMopaXHUBaTh.
16 Shelf-life / Cpox roasocTH 3 years. / 3 ropa.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpymeuanue: [IpoaykT cooTseTcTByeT Tpebosanuam HJI 3axnwuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarororneHo: Ramakant ITposepeno: Pardeep Kumar | Oxobpeno: Menemxep / PykoBoaurensb
& Oﬁ/ Amit Kumar \ N
- l.-_ "_/f-
Reprint Date / Reprint Date / Reprint Date /
Hara: 14.07.2022 Hara: 14.07.2022 Hara : 14.07.2022
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