Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories | td.
Formulation Unit-6

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

CEPTHUO®UKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections; 30 mg/ml
Ilpoaykr: Keropon" (ketoposak) pacTBop AJisi BHYTPHBEHHOTO ¥ BHYTPMMBILLIEYHOTO BBeAEHHS, 30 Mr/mu
Batch No / : V230367 Batch Quantity / : 272727ampules /
Cepus Ne Oo6Bem cepun 272727 amnys
Analytical Report No / : 890001662209 Date of Analysis / : 11.05.2023
AHaJNTHYeCKHH 0TyeT No JaTa ananunza
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
Jara npou3BoacTBa I'onen o
Analysis performed according ND / Ananns nposeaen no HJI: JII1-001365-170222

Page1of4/Crp. 1n3 4

1;.00 Test / Tloxasarean Results / Pe3sysibTaThl Specification / Hopma

1 Description / Onucanue Clear, light yellow solution. / | Clear colorless to pale yellow solution.
[Tpo3pauHblit ceeno-xkentslit | / Ilpo3paunbiii  OecuBeTHBIN wiau
pacTBop. CBETJIO-KEJThIH pacTBop.

2 Identification / The retention times of the main | The retention times of the main peaks

MoamuuHOCTH peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chromatogram of standard solution | chromatogram of standard solution of
of ketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) / BpemeHna | (Assay section) / BpemeHa
yAEPXKHUBAaHUS OCHOBHBIX THKOB Ha | YHOEP)KHBAHUS OCHOBHBIX ITMKOB Ha
XpoMaTorpamMmme HCOBITYEMOrO | XpoMarorpaMmme HCIIBITYEMOTO
PacTBOpa COOTBETCTBYIOT BpEMEHAM | pacTBOpa MOJDKHBI COOTBETCTBOBATSH
YIEpXKHBaHHS OCHOBHBIX MUKOB Ha | BpPEMEHaM YAEPXHBAHUS OCHOBHBIX
XpOMaTorpamme CTQHAAPTHOrO | IUKOB Ha XpOMATOrpamMmme
pacTBOpa KeToponaka TPOMETAMHHA | CTaHAAPTHOTO pPacTBOpa KETOpOJaka
7§ HanpoKceHa (paznen | TpoMeTamMHa M HampokceHa (pasmen
«Konu4ecTBeHHOE OTpeaeNeHUE) «KonuvecTBeHHOE ONpeneeHHeE)

3 Clarity / IlpozpauyHocTh Complies / COOTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnmanecueHums
npernapara He JOJDKHA NpeBbILIaTh
OMajleCLEHIMIO 3TaJIOHa cpaBHEHHUS L.

4 Color / IlBeTHOCTDH 0.07 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npu anuHe BOJIHBI
430 HM.
5 pH 7.31 From6.9t079./0t16,9 no 7,9.
6 Particulate matter / MexaHuuyeckue BKJIIOYEHHS
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanue: [TponykT cooTBeTCTBYET TpeboBaHusaM HJI 3axawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneno: Ramakant IIposepeno: Pardeep Kumar | OmoGpeno: Menemkep / Pykosoangens
ud Manoj Kuar o
Reprint Date / v Reprint Date / Reprint Date / T
Jara: 11.05.2023 Hara: 11.05.2023 Jarta : 11.05.2023

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

CIN: L85195AP1584PLC004507
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND|A

Tel : +91 98166 56001-02

CEPTUOHUKAT AHAJIM3A www.drreddys.com

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

Ipoaykr: Ketopon" (keToponak) pacTBop isi BHYTPUBEHHOTO M BHYTPHMbILIEYHOTO BBEACHHS, 30 Mr/mn
Batch No / 1 V230367 Batch Quantity / 2 272727ampules /
Cepusi Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 890001662209 Date of Analysis / : 11.05.2023
AnanaTH4ecKHi oTyet Ne Jara ananusa
Date of Manufacture / : Apr.2023 Date of Expiry / ¢ Mar.2026
JlaTa npou3BOACTBA I'open no
Analysis performed according ND / Ananus nposeaen no HJI: JIT1-001365-170222

Page2 of4/Crtp. 2 u3 4

[Ipumeuanne: IIpoaykT cooTBeTcTBYET TpeboBaumsam HJJ

3aknwyenne: OJJOGPEHO

1;,00 Test / Iloxa3zareib Results / PesyasTaThl Specification / Hopma
6A Visible particles / Complies / CooTBeTcTBYET Should correspond to requirements. /
Bupumble yacTrLbl B cooTBeTcTBUM ¢ TpeOOBAaHHAMM.
6B Invisible particles /
HeBuaumble yacTULbl:
i. Particles> 10 pm / 23 not more than 6000 per ampoule /
Yactuu pasmepom > He 6onee 6000 Ha amnyny;
10 Mxm
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YacTHUL pa3Mepom > He 6osiee 600 Ha ammyny.
25 MxM
7 Related substances / PogcTBenHbie npumecH
Impurity A / Ipumecs A 0.14% not more than 0.20 % / He Gonee
0,20 %;
3 Q
Impurity B / [Ipumecs B Not detected / He oGuapyxena not more than 0.50 % / He 6Gonee
0,50 %;
Impurity C / I[lpumecs C not more than 0.50 % / He O6onee
0.03% 0,50 %;
Below Limit of Detection (LOD =
Impurity D / Tlpumecs D 0.014 %) / Huxe npesena not more than 0.20 % / He O6osee
obHapysxeHus (ITO = 0.014 %) 0,20 %.
Any unspecified impurity / 0.10% Not more than 0.20 % / He Gonee
EnuHUYHAs HeMIeHTHPULIU- 0,20 %.
pOBaHHasi MpUMech
Total impurities / Cymma 0.32% Not more than 1.50 % / He 6omnee
npumeceit 1,50 %.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /

Prepared by /
IToarorosnieHo: Ramakant M

Checked by /
Ilposepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnoGpeno: Menemxep / PykoBoauyens

Manoj Kumar

Reprint Date /
Mata: 11.05.2023

Reprint Date /
Jara: 11.05.2023

Reprint Date /
Jlata : 11.05.2023
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T
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTHUOUKAT AHAJIU3A www.drreddys.com

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

Hpoaykr: Ketopon ™ (keTopo/iak) pacTBop jiisi BHYTPUBEHHOTO M BHYTPUMBILIEYHOrO BBEACHHS, 30 Mr/mn
Batch No / : V230367 Batch Quantity / : 272727ampules /
Cepus Ne Ob0bem cepun 272727 amnyn
Analytical Report No / : 890001662209 Date of Analysis / : 11.05.2023
AnaanTH4eckunii oruer No Jlara ananu3za

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
JaTa npou3BoACTBA T'onen oo

Analysis performed according ND / Asanu3 nposegen no HJI: JITT-001365-170222

Page 3 of 4/ C1p. 3u3z 4

No

N Test / ITokazarennb Results / PesynbTaTsl Specification / Hopma

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
HUzBnexkaemplii 00bem He menee HomuHanbHOTro (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTtepuanbHble <=0.725 EQ/mr tromethamine. / He 6onee 5,8 ED/Mr
3HJOTOKCHHBI KETopoJiaka TpOMeTaMHHa.

10 Sterility (every 15th batch) /

Must be sterile. / JlomkeH ObITb

CTepuabHOCTD (AN51 KAXKA0M NA CTEPUIIEHBIM.
15-oit cepum)
11 Assay / KoMyecTBeHHOe 29.66 mg / 29.66 mMr From 27.0mg to 33.0mg of

Ci15H;3NO3- C4H 1 NOs (ketorolac

onpenesicHue
tromethamine) per 1 mL. / Ot 27,0 Mr
A0 33,0 Mr C15H13N03‘C4H11NO3
(keToposyaka TPOMETaMHMH) B 1 ML
12 Alcohol content / 3TaHon From 10.60 % to 12.60 %. /
11.72 % Ot 10,60 % no 12,60 %.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanue: [Iponykt coorBercTByeT TpeboBanusm HJT 3akawdenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo: Ramakant M&U‘(/ I[Tposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykoponureis
| Manoj Kumar P v 8
Reprint Date / Reprint Date / Reprint Date / —
Hara: 11.05.2023 Hara: 11.05.2023 Jara : 11.05.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2960, Fax: +91 40 4900 2999, Emai!: mail@drreddys.com

CIN: L85195AP1584PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTU®PHUKAT AHAJIV3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution tor intravenous and intramuscular injections, 30 mg/ml ]

IIpoaykr: Ketopon" (keToponak) pacTBop Ansi BHYTPUBEHHOIO ¥ BHYTPUMBbILIEYHOTO BBEAEHHS,.30 Mr/Mn
Batch No / 1 V230367 Batch Quantity / 1 272727ampules /
|Cepnst Ne Obbem cepun 272727 amnyn
Analytical Report No / : 890001662209 Date of Analysis / : 11.05.2023
AnanurHyeckuii oTyer Ne JaTta anaaunza

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026

Jara npoussoacTsa T'omen po

Analysis performed according ND / Ananus nposegen mo HJI: JIT1-001365-170222
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No

Test / IToka3aTenb
Ne

Results / Pe3yabTaThl

Specification / Hopma

13 Packaging / YnakoBka

1 mL in class I light-shielding amber
glass ampoules (USP). 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 blisters in a carton pack. /

Ilo 1 wMn B aMmnoyiasl u3
CBETO3ALUTHOTO cTeKna
kopuyHeBoro kiacca I (USP). B
BEpXHEH YacTH aMIysbl HaHECEHBI
"KOJIBLIO M TO4YKa JJIs pasjoma. Ha
amIyJly HaKJICUBalOT STUKETKY.

ITo 10 ammyn ¢ WHCTpyKuMe# o
NPUMEHEHHIO MOMEUIA0T
B [IBX/amoMHiHHEBbII OnUCTED.

1o 1 6nHcTEpy B NayKy KapTOHHYO.

1 mL in class I light-shielding amber
or dark amber glass ampoules (USP).
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 blisters in a carton pack;

For in-patient facilities: 2, 3, 5 blisters
in a carton pack. /

[lo 1 wMa1 B aMoynsl  u3
CBETO3AILUTHOTO CTEKJIa KOPHUUYHEBOTO
WIM  TEMHO-KOPUYHEBOrO  lIBETA
wiacca I (USP). B Bepxneit uacrtu
aMmyJsbl HaHECeHbl KOJNBLO M TOYKa
s paznioMa. Ha amnyny HakJienBawoT
ITHUKETKY.

I[To 10 ammyn ¢ UWHCTpyKUMEH 1O
NPUMEHEHUIO MOMEINAIOT
B [IBX/anoMuHueBbIii OUCTED.

Ilo 1 6nucTepy B mauky KapTOHHY1O;
AN cTaumoHapoB: mo 2, 3, S
611CTEpOB B NMayKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootserctBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiieHHOM
OT CBETa MeCTe Ipy TeMreparype He Brlite 25 °C. He 3aMopaxuBaTh.

16 Shelf-life / Cpox roanocru

3 years. / 3 rona.

Remarks: The Product confirms to ND/
[Tpnmeyanse: Ilpoaykr cooTBeTcTBYET TpeboBanusam HJJ

Conclusion: APPROVED /
3akawuyenne: OJIOBPEHO

Prepared by /
IToarorosneno: Ramakant

et

Checked by /
INposepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoauTesins
- Manoj Kumar ;2]

Reprint Date /
Hara: 11.05.2023

Reprint Date /
Hara: 11.05.2023

Reprint Date /
Jlara : 11.05.2023
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