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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIM3A

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

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

Product : /

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

Ipoaykrt: Ketopon® (keToposniak) pacTBOp Julsl BHYTPHBEHHOTO ¥ BHYTPHMBIIIEYHOTO BBEACHHA, 30 mr/mn
Batch No / : V230206 Batch Quantity / : 272727ampules /
Cepun Ne O6beM cepHu 272727 amnyn
Analytical Report No / : 890001650527 Date of Analysis / : 13.03.2023
AnanuTuyecknii ordyer Ne JaTa aHaymsa

Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026

Jarta npou3BoicTBA T'open no

Analysis performed according ND / Ananus nposegen nmo HJL: JIT1-001365-170222

Page 1 of4/Crp. 1 m3 4

No . .
No Test / [TokasaTennb Results / PesyabraTsl Specification / Hopma
1 Description / Onucanune Clear colorless  solution. / | Clear colorless to pale yellow solution.
ITpospauHbii ceeTo-kenThlii | / TlpospauHbiii OecUBETHBIH WM
pacTBop. CBETJIO-XKEJIThIH pacTBOP.

2 Identification /
“TIoAJIMHHOCTD

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
yIOepXKUBaHUA OCHOBHBIX THMKOB Ha
XpomarorpaMme UCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BPEMEHAM
yIep)KUBAHUA OCHOBHBIX MHKOB Ha
XpoMaTorpamme CTaHAAPTHOTO
pacTBOpa KeTopoaka TpOMETaMUHa
1% HarnpoKCceHa (pa3nen
«Konu4ecTBEHHOE OTIpeIeNIEHHE)

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
yIepKUBAHUST OCHOBHBIX IIMKOB Ha
XpomaTorpamme UCOBITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBATh
BpEMECHAM YAEPKMBAHMS OCHOBHBIX
[KKOB Ha XpoMaTorpaMmme
CTAHJApTHOTO PacTBOpa KETOpoJaka
TpOMeTaMKHa M HalpokceHa (pasneln
«KonuuecTBeHHOE ONPEReNICHUEY)

3 Clarity / Ilpo3payHocTh

Complies / CoOTBETCTBYET

~The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuyst
npernapara He JIONKHa TpeBbIIaTh
OMAECLIEHIIMIO 3TalloHa cpaBHeHus 1.

4 Color / llBeTHOCTSH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu [UIMHE BOJIHBI
430 M.

5 pll 711 From 6.9 to 7.9./ O1 6,9 10 7,9,

Remarks: The Product confirms to ND/
TMpumeuanue: ITpogykT cooTBeTcTBYET Tpebosanusm H/Q

Conclusion: APPROVED /
3aknouenune: OJJOBPEHO

Prepared by /
[Moarorosnexo: Shivani Devi

A

Checked by /
ITporepeno: Ramakant

Al

Approved by: Manager/Executive /
OpobpeHo: MeHenke
Ajay Sharma

Pykosoaurens

Reprint Date /
Hara: 13.03.2023

Reprint Date /
Jara: 13.03.2023

Reprint Date /
Jara : 13.03.2023

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
IIpoaykKT: Ketopon® (keToponak) pacTBop Ul BHYTPHBEHHOIO ¥ BHYTPHMBIIIEHHOrO BBEACHHA, 30 mr/mn
Batch No / : V230206 Batch Quantity / : 272727ampules /
Cepus Ne O0BeM cepuu 272727 amnyn
Analytical Report No / : 890001650527 Date of Analysis / : 13.03.2023
AnaanTHYeCKHii oTyeT Ne Jata ananusa
Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026
JlaTa npou3BOACTBA T'onen no
Analysis performed according ND / Ananus nposejen mo HJI: JIT1-001365-170222
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6 Particulate matter / MexaHuueckHne BKJIIOYEHUHA
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
Buaumble 4acTULbI B cOOTBETCTBHH € TPEOOBAHUAMHU.
6B Invisible particles /
HeBnauMble YaCTHILIBI:
i. Particles> 10 pym/ 09 not more than 6000 per ampoule /
YacTun pasMepoM > He 6oj1ee 6000 Ha amnyiy;
10 MKM
ii. particles>25 um/ 00 not more than 600 per ampoule /
YacTHL pa3MEPOM > He 6onee 600 Ha aMnyiy.
25 MKM
7 Related substances / PoacTBennble npumMecH
Impurity A / IlpuMecs A 0.15% not more than 0.20 % / He Oonee
0,20 %;
Impurity B / [Tpumecs B Not detected / He o6HapyxeHa not more than 0.50% / He 6osee
0,50 %;
Impurity C / ITpumecs C Less than LOQ (LOQ = 0.033 %) / not more than 0.50 % / He O6oisee
Hmwke npenena xonuuectsennoro | 0,50 %;
onpenenenus (ITIKO = 0.033 %)
Impurity D / TIpumecs D Below Limit of Detection (LOD = gozt0 $ore than 0.20 % / He Oonee
0.014 %) / Huxe npenena e
obuapyxenus (TIO = 0.014 %) _
Any unspecified impurity / 0.06% Not more than 0.20 % / He 6Gonee
EnuHuunast HeuaeHTuGULn- 0,20 %.
pOBaHHAs PHUMECh

Remarks: The Product confirms to ND/
T[Tpumeuanue: [Tpoaykr cooTBeTcTBYeT Tpebosanuam H/T

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

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

[Toarorosneno: Shivani Devi [Ipoepeno: Ramakant OnoGpeno: Menekep / Pykosonurens
/AT 6“17@} Ajay Sharma H@/

Reprint Date / Reprint Date / Reprint Date /

Hara: 13.03.2023 Hara: 13.03.2023 Jara : 13.03.2023

Registered Uttice: 8-2-33/, Road No. 3, Banjara Hills, Hyderabad - SU0U34, lelangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘.

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

Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P.,, 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTHONKAT AHAJTN3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mpoaykr: Kertopon" (keToponak) pacTBop Ul BHYTPUBEHHOTO ¥ BHYTPHMbILIEYHOrO BBCICHHA, 30 mr/mn
Batch No / : V230206 Batch Quantity / : 272727ampules /
Cepusi Ne O0bem cepuu 272727 amnyn
Analytical Report No / : 890001650527 Date of Analysis / : 13.03.2023
AHanHTHYECKHHA oTUeT No Jlata ananu3za
Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026
Jara npoH3BoJCcTEA logen fo
Analysis performed according ND / Ananus nposesen no HJL: JIT1-001365-170222
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Total impurities / Cymma 0.26% Not more than 1.50 % / He 6onee
npumeceit 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3eiekaemblii 06bemM He menee nomuaansHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuajbHbIie <=0.725 ED/mr tromethamine. / He 6onee 5,8 E3/mMr
JIHAOTOKCHHbBI KETOpOoJiaKka TPOMETAMHUHA.

10 Sterility (every 15th batch) / Must be sterile. / JlomxeH ObITh
CTepHABHOCTB (ANs1 KAXKI0i NA CTepUNBHBIM.
15-0ii cepun)

11 Assay / KonnvecTBenHoe 29.84 mg / 29.84 mr From 27.0mg to 33.0mg of
onpejaejieHHe Ci5sH1sNO3 C4H 1 NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
pi(e] 33,0 Mr C15H13NO3‘C4H11NO3
(keToponaka TpOMETaMHH) B 1 MJL.
12 Alcohol content / Tanon From 10.60 % to 12.60 %. /
11.75% Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/

Ipumeuanne: [Ipoaykt cooTBeTcTBYeT Tpebosanuam H/L

Conclusion: APPROVED /
Zaxnwuenne: OJOBPEHO

Prepared by /
IloaroTtoneno: Shivani Devi

).

Checked by /
Iposepeno: Ramakant

Gl

Approved by: Manager/Executive /

Ono6peHo: Menemtep / Pykosoautens
Ajay Sharma m/

Reprint Date /
Jara: 13.03.2023

Reprint Date /
Jara: 13.03.2023

Reprint Date /
Hara : 13.03.2023
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Kertopon® (keToposak) pacTBOP. VISl BHYTPHBEHHOrO ¥ BHYTPHMBILIEYHOrO BBEACHNS, 30 Mr/mu
Batch No / : V230206 Batch Quantity / : 272727ampules /
Cepus Ne Ob6bem cepun 272727 amnyn
Analytical Report No / : 890001650527 Date of Analysis / : 13.03.2023
AnanuTuyeckuii oryeT No Jlata anajau3za .
Date of Manufacture/ : Feb.2023 Date of Expiry / -1 Jan.2026
JlaTa Npou3BOACTBA T'ogen xo
Analysis performed according ND / Ananns nposenen no HJI: JI1-001365-170222
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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 w™Ma B aMmoynsl u3
CBETO3aILMUTHOTO cTeKIa
kopuuHeBoro knacca I (USP). B
BEpXHEH YacTu amilyjbl HaHEeCEHBI
KOJIbLIO W TO4YKa Jns pasnoma. Ha
aMIyJTy HaKJIEUBalOT 3TUKETKY.

ITo 10 ammyn c HHCTpYKUMeH no
NpUMEHEHUIO HOMEILAOT
B [IBX/anoMuuueBsl i Guctep.

ITo 1 6nucTepy B NaYKy KapTOHHYIO.

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. /

Illo 1 w™Mn B aMOoynsl 3
CBETO3AIIMTHOTO CTEK/1a KOPUYHEBOTO
WIM  TEMHO-KOPHYHEBOIO  LBETA
wiacca I (USP). B Bepxuell 4vacTu
aMITyJIBl HAHECEeHbl KOJNBLO W TOYKa
11 pasnoma. Ha amnyny HakJieuBaroT

3THKETKY.
ITo 10 ammyn ¢ MHCTpYKLMEHA 1O
TIPUMEHEHHUIO NOMELLAOT

B [IBX/amoMuHHeBBIH OIHCTED.

ITo 1 6nucTepy B Na4Ky KAPTOHHYIO,
UlA  cTamHoHapoB: mno 2, 3, 5
6UCTEPOB B MAYKy KAPTOHHYO.

14 Labelling / MapkupoBka

According to ND / B cooterctBum ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3aiuuiieHHoM
OT CBETa MECTe NMPH TeMnepaType He Boiwle 25 °C. He 3aMopaxuBaThb.

16 Shelf-life / Cpok roagHocTH

3 years. / 3 roxa.

Remarks: The Product confirms to ND/
[Tpumeuanue: [IpoaykT cooTeTcTBYET TpeboBanusm HJI

Conclusion: APPROVED /
Baxawouenue: ONOBPEHO

Prepared by /
IMoarorosineHo: Shivani Devi

Checked by /
Ilposepeno: Ramaka.?lt

Bufrtl-

Approved by: Manager/Executive /

Opnobpeno: Mene / PyxoBonuTenn
Ajay Sharma H@;

AT
Reprint Date /
Jara: 13.03.2023

Reprint Date /
Hara: 13.03.2023

Reprint Date /
Jara : 13.03.2023
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