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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

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

B = — = = - s w v.v\"\.‘.‘df'ﬁi-_"ddys CoOMf— —
Product : / Ketorol (Kctorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIpoayxT: Ketopon"” (ketoponak) pactBop At BHYTPABEHHOTO W BHYTPHMBILICHHOMO BBEAEHHS, 30 Mr/ma
Batch No / : V220603 Batch Quantity / : 272727 ampules/ |
|Cepust Ne O6Bem cepun 272727 amnyn
Analytical Report No / : 890001612241 Date of Analysis/ : 30.08.2022
AHajiuTHUYEeCKHIT oTyeT No Jarta ananusa
Date of Manufacture / 1 Aug.2022 Date of Expiry / : July.2025
JaTa npou3BoacTea Topen no
Analysis performed according ND / Anaaus nposenen no HJI: JIT1-001365-170222
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[Mpo3paunsiit CBETJIO-JKENThI 1

pacTBop.

1;,00 Test / TToka3zatensb Results / Pe3yabTatnt Specification / Hopma
1 Description / Onucanue Clear light yellow solution. / | Clear colorless to pale yellow solution.

/ TlpospauHblii GecUBETHBIN WK
CBETIO-KENTbIH pacTBOP.

2 Identification /
MopMHHOCTE

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
YIAEPKHMBaHHUSA OCHOBHbIX MHKOB Ha
XpoMarorpamme HCIILITYEMOTO
PacTBOpa COOTBETCTBYIOT BpEMeHaM
YIepXKHUBaHU OCHOBHBIX NUKOB Ha
XpoMmaTorpamme CTaHAAPTHOTO
pacTBopa KeToponaka TpOMETaMKHa
u HanpoKceHa (paznen
«KonuuecTBeHHOE onpeaeseHues)

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) / Bpemena
YAEP)KUBAHUA OCHOBHBIX THKOB Ha
Xpomarorpamme MCIIBITYEMOTO
pacTBOpa JOJXKHbl COOTBETCTBOBAThH
BpPEMEHaM YACPXKUBAHUS OCHOBHBIX
MHKOB Ha XpoMaTorpamMme
CTaHJApTHOTO pPacTBOpa KETOpOJaka
TpOMETaMHMHa W HanpokceHa (pasgen
«KonuyecTBeHHOE ONpeneNieHrE»)

3 Clarity / [1po3pauHocTsb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npernapara He NO/KHA NPeBbILIATh
OMNANIECLIEHLIMIO 3TANOHA CpaBHEHus 1.

4 Color / IlBeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu anrHe BOTHBI
430 Hm.

5 pH 7.31 From 6.9t07.9./0t16,9 no 7,9.

Remarks : The Product confirms to ND/
IIpumeuanue: [poaykT cootBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO

Prepared by /
ITonroroenexo: Pardeep Kumar

==

Checked by /
Npoeepeno: Himesh Kumar

el a———

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurens
Rishu Sharma

Reprint Date /
Hara: 30.08.2022

Reprint Date /
Jara: 30.08.2022

A nu~1

Reprint Date / /\lu
Hara : 30.08.2022

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: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

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

CEPTHOHKAT AHAJIM3A Tel : +91 98166 56001-02
Product : / Ketorol (Kctomlac) solution for intravenous and intramuscular 111JLE11|%(11EY{FHW ml ]
Hponykr: Ketopon™ (KeTOponak) pactsop aas BHy TPUBEHHOFO M BHY TPHMbILICYHOrO BBeACHNUS, 30 Mr/mn
Batch No / : V220603 Batch Quantity / 2 272727 ampules/
Cepus No O0vem cepun 272727 amnyn
Analytical Report No / : 890001612241 Date of Analysis / : 30.08.2022
AHanuTHYeckuii oryer Ne Jdarta anannza
Date of Manufacture / : Aug.2022 Date of Expiry / : July.2025
JlaTa npousBoacTea Tojgen no

L&nal} sis performed according ND / Ananu3s nposejen mo HA: JIT1-001365-170222
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6 Particulate matter / Mexanuuyeckue BRIIYCHUR

6A Visible particles /
Buanmele yacTuuel

Complies / CooTeeTcTBYET

Should correspond to requirements. /
B cooTBETCTBHH € TPeGOBAHUAMM.

6B Invisible particles /
HeBuaumble yacTuLb!:

1. Particles> 10 um/ 09 not more than 6000 per ampoule /
Yactun pasmepom > He 6osee 6000 Ha amnyny;
10 MM

ii. particles > 25 um/ 00 not more than 600 per ampoule /
4acCTMLL pasMepoM > He Oosee 600 Ha ammyny.
25 MKM

7 Related substances / Pogcreennblie npumecn
Impurity A / [Tpumecs A 0.14% not more than 0.20% / He 6onee

Impurity B / Ilpumecs B

Impurity C / IIpumecs C

Below Limit of Detection (LOD = 0.014 %) /
Huxe npenena oGnapyxenus (IO =
0.014 %)

Less than LOQ (LOQ = 0.033 %) / Huxe
npeaena KoJM4ecTBEHHOr0 OnpeaeeHis

Impurity D / ITpumecs D

(IMTKO =0.033 %)

Below Limit of Detection (LOD =
0.014 %) / Huice npesena o6uapyswenus (ITO

Any unspecified impurity /
EnunuuHas HeuneHTHOULY-
pOBaHHasl MPUMEChH

=0.014 %)

Less than LOQ (LOQ = 0.050 %) / Huxe
nipenena KoJMHCCTBEHHOTO OMpeac/icHUS
(ITKO =0.050 %)

0,20 %;

not more than 0.50 % / He 6onee
0,50 %;

not more than 0.50 % / He 6oJee
0,50 %,;

not more than 0.20% / He 0Oojee
0,20 %.

Not more than 0.20% / He 6osee
0,20 %.

Total impurities / Cymma 0.14% Not more than 1.50 % / He 6onee
npumeceii 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /

Ussnekaemblit 06bem

He menee HomunanbHoro (1,0 mn)

Remarks : The Product confirms to ND/
[Tpumeuanne: [poaykT cooteeTcTBYET TpeGopaHusm HJJ

Conclusion : APPROVED /
3axmoyenne: OJOBPEHO

Prepared by /
IMoarorosneno: Pardeep Kumar

<[

Checked by /
[Tposepeno: Himesh Kumar

"

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoaiiteis
— Rishu Sharma

edl

Reprint Date /
Hara: 30.08.2022

Reprint Date /
Hara: 30.08.2022

Reprint Date /
Jara : 30.08.2022

/\4"

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh Road, Badd],
Distt. Solan, H.P., 173 205, IND|A

CEPTHOUKAT AHAJIH3A Tel : +91 98166 56001-02
| Product : / KetoroI_(Ketorolac) solution for intravenous and intramuscular mjections, 30 mg/m!
Ipoaykr: Keroposi’ (KeTOponak) pacreop Asisi BHYTPHBCHHOFO i BHYTPHMbILICHHOTO BBEACHHS, 30 MI/mJ1
Batch No / 1 V220603 Batch Quantity / : 272727 ampule_s /
Cepus Ne Obbem cepuu 272727 amnyn
Analytical Report No / : 890001612241 Date of Analysis / : 30.08.2022
AnanuTuyeckuil oryer No Hara ananuza
Date of Manufacture / : Aug.2022 Date of Expiry / : July.2025
Jara npoussogcTaa I'ogen no
Analysis performed according ND / Auanus nposeaen no HJI: JI[1-001365-170222
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9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuanbHbie <=0.725 EDB/mMr tromethamine. / He Gonee 5,8 ED/mr
IHAOTOKCHHBI KeToponaka TpoOMeTaMH1Ha.

10 Sterility (every 15th batch) / Complies / Crepunen Must be sterile. / JlomkeH ObITb
CtepnnpHocTh (00151 Kaxa0#H CTEPHIILHLIM.
15-0ii cepun)

11 Assay / KonuuecreeHHoe 30.34 mg / 30.34 mr From 270mg to 33.0mg of

onpeaeneHue Ci5Hi3NO;3- C4H 1 NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
A0 33,0 Mr C15H13NO3'C4H11NO3
(keToposaka TpoMeTaMiH) B 1 MJI.
12 Alcohol content / 3Tanon 11.46 % From 10.60 % to 12.60 %. /
Ot 10,60 % mo 12,60 %.

Remarks : The Product confirms to ND/
[Tpumeuanne: IIpogykT cooTBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
IToarorosneno: Pardeep Kumar

<

—

Checked by /
IMposepeno: Himesh Kumar

Approved by: Manager/Executive /
OnobGpeno: Menepxep / Pykosoauresib
Rishu Sharma

K‘X’l ad

Reprint Date /
Hara: 30.08.2022

Reprint Date /
Jara: 30.08.2022

Reprint Date /
Hara : 30.08.2022
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CERTIFICATE OIF ANALYSIS
CEPTH®HNKAT AHAJIN3A

Dr. Reddy's Laboratories {td.

Formulation Unit-6
Vill. Khot, Nalagarh Road, Badidli,

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

Tel : +91 58166 56001-02

. appiinhs Aepad e cmre =
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular 'ii{jéé'tlia‘ﬁg."?hy;l‘{g_ ml -
Mpoaykr: KeTopon ™ (KeToponak) pactsop A1s BHYTPHBCHHOIO H BHYTPHMbILUEHHOTO BBEACHHA, 30 Mr/ma
Batch No/ : V220603 Batch Quantity / : 272727 ampules /
Cepus Ne Obbem cepnn 272727 amnyn

Analytical Report No /
ApanuTnyeckni otuer No

: 890001612241

Jdara ananusza

Date of Analysis /

: 30.08.2022

Date of Manufacture /
Jdara npoussoacrea

2 Aug.2022

T'ogen no

Date of Expiry/

: July.2025

Analysis performed according ND / Ananus nposegen mo HJI: JII1-001365-170222
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13 Packaging / Ynakoska

I 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. /

I[Tlo 1 wMn B avnyisl 3
CBETO3ALLUUTHOIO cTekna

KopHyHeBoro kiacca [ (USP). B
BEPXHEH uyacTH amMnyNibl HaHECEHbI
KOJIbLIO M TOuYka AJs pasnoma. Ha
amIyJy HakJIeHBaloT 3THKETKY.

Ilo 10 ammyn ¢ MHCTpyKuued Mo
NPHMEHEHHIO TIOMELL@AIOT
B [IBX/antomMinnessiit 6nncrep.

ITo 1 GnucTepy B MayKy KapTOHHYIO.

I mL in class I light-shielding ambeﬂ
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 M B aMAyJel 13
CBETO3ALIHTHOTO CTEKJIA KOPHYHEBOTO
HIH  TEMHO-KOPHYHECBOIO  LIBETA
knacca I (USP). B BepxHeil yacrtu
aMMyJbl HAHCCEHB! KOMBLO M TOYKA
Ui pa3noma. Ha amnyny Hak/JeuBaoT
3THKETKY.

ITo 10 amnyn c mHCTpyKLMEl mo
[PHMEHEHITHO MNOMELIAIoT
B [IBX/antomiHnieBsbti Gaucrep.

ITo 1 OHcTEpy B MauKy KapTOHHYIO,
IS cTauloHapos: no 2, 3, 5
OJIMCTEPOB B NaUKy KapTOHHYIO.

14 Labelling / Mapkuposka

According to ND / B cootsercTBuu ¢ HJI.

15 Storage conditions /
XpaHeHne

In a place protected from light below 25 °C. Do not freeze. / B 3amuuieHsHoM
OT CBETA MECTe NMpH Temrnepatype He Bouile 25 °C. He 3aMopakuBaTh.

16 Shelf-life / Cpok roanoctu

3 years. / 3 roga.

Remarks : The Product confirms to ND/
[Ipumeuanne: Tlpoaykr coorsercTByeT TpeGoBanuam HJI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Pardeep Kumar [Iposepero: Himesh Kumar | Ono6peno: Menemxep / Pykopogurens
ﬁ — -f"_“J Rishu Sharma /
— /i)
Reprint Date / Reprint Date / Reprint Date / /\’UW J
Hara: 30.08.2022 Hara: 30.08.2022 Jara : 30.08.2022
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