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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

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

Ipoayxr: Keropon" (keToposak) pacTBop i BHYTPUBEHHOTO U BHYTPUMbILIEYHOIO BREACHNIA, 30 mr/mn
Batch No / : V230168 Batch Quantity / : 272727ampules /
Cepus Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 890001648000 Date of Analysis / : 27.02.2023
AdauTuyecKnii oTuer Ne JlaTa aHanu3a

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

JlaTa npon3soicrsa T'ojen o

Analysis performed according ND / Ananus nposenen no HJL: JIT-001365-170222

Pagelof4/Crp. 1 134

/
[Tpo3payHbiii CBETIIO-KENThI}

pacTBop.

NNQO Test / [TokasaTeb Results / Pe3yJibTaThi Specification / Hopma
1 Description / Onucanue Clear light yellow solution. Clear colorless to pale yellow solution.

/ Tlpospaunblii 6eCLBETHBIN WK
CBETIIO-XKENTbIH PACTBOP.

2 Identification /
MoaIMHHOCTL

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
yIep>XMBaHUsA OCHOBHBIX NMKOB Ha
Xpomarorpamme UCIBITYEMOIO
pacTBOpa COOTBETCTBYIOT BPEMEHAM
yIEep>XKHUBaHWA OCHOBHBIX TIMKOB Ha
XpoMaTorpaMmme CTaHAAPTHOTO
pacTBopa KeTopoJaka TPOMETaMUHa
" HanpoKceHa (pazznen
«KOJIHYeCTBEHHOE OTIPEAEIIEHHUEN)

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
yIEp)KUBAHMA OCHOBHBIX TMKOB Ha
Xpomarorpamme HCIIBITYEMOTO
pacTBOpa [JOJDKHBl COOTBETCTBOBATH
BpeMEHaM YAEP)KHBaHUS OCHOBHBIX
UKOB Ha XpOMAaTOTpaMMe
CTAHOApPTHOTO PAcTBOpa KETOpOJakKa
TpOMeTaMHHa W HarpokceHa (pasiel
«KOonuuecTBEHHOE OTPEENEHHUE)

3 Clarity / IlpozpaunocTts

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npemnapara He NOJDKHA NPeBblaTh
olaJieCUEHLHIO 3TaloHa CpaBHeHHs 1.

4 Color / lIBeTHOCTB 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npn 1I1MHE BOJTHBI
430 =M.

5 pH 7.40 From 6.9t07.9./016,9 1o 7.9.

Remarks: The Product confirms to ND/
Mpumedanue: TIpoanyk 1 cooTReTeTRYET TReOoBaruam 1T

Conclusion: APPROVED /
3axmoucnuc: OTOBPEHO

Prepared by /
ITonrorosneno: Naresh zumar

p

c—/

Checked by /
[Tposepeno: Himesh Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemkep/| Pykosoaurens

Abhishek Chauhan - /

Reprint Date /
Hara: 27.02.2023

Reprint Date /
Jara: 27.02.2023

Reprint Date /
Jara : 27.02.2023

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
IlpoaykT: Keropon" (keToponak) pacTBop /155 BHYTPMBEHHOIO M BHYTPUMBILIEYHOTO BBEACHHS, 30 MI/mi
Batch No / : V230168 Batch Quantity / : 272727ampules /
Cepna Ne Ob6nem cepun 272727 amnyn
Analytical Report No / : 890001648000 Date of Analysis / : 27.02.2023
AunanuTnyeckuii oruer Ne Jara anaausza
Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026
Jarta npousBoacTBa T'ogen o

Analysis performed according ND / Ananu3s nposeaen o HJI: JI[1-001365-170222
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6 Particulate matter / Mexanuueckue BKIIOUHEHUS

6A Visible particles /
Buaumble yacTULb

Complies / CooTBeTcTBYET

Should correspond to requirements. /
B cootBeTcTBUH ¢ TpeOOBaHUAMMU.

6B Invisible particles /
HeBuanumble yacTHLIbL:

i. Particles> 10 um / 18 not more than 6000 per ampoule /
YacTtuu pa3mMepoM > He 6onee 6000 Ha amnyny;
10 Mxm
ii. particles > 25 um/ 00 not more than 600 per ampoule /
YacTHL pa3MepoM > He Oonee 600 Ha ammyny.
25 MKM
7 Related substances / PoacTBennsie npumecu
Impurity A / IlpaMecs A 0.15% not more than 0.20 % / He Gojee
0,20 %;
Impurity B / Ilpumecs B Not detected / He oBHapyxena not more than 0.50 % / He OGonee
0,50 %;
Impurity C/ Hpumecs C Less than LOQ (LOQ = 0.033 %) / not more than 0.50 % / He Oonee
Hike npenena konuuectsensoro | 0,50 %;
onpenenenus (ITKO = 0.033 %)
Impurity D / Ilpumecs D Below Limit of Detection (LOD = not more than 0.20 % / He Gonee
0,20 %.

Any unspecified impurity /
Envanunas HenpenTHdUIIM-
pOBaHHasl IPUMECH

0.014 %) / Huwxe npenena
obHapyxenus (ITO = 0.014 %)

0.06%

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

Remarks: The Product confirms to ND/
Ilprmeriamie: Ilpoayir coorporernycr TpeGonarmsam 111

Conclusion: APPROVED /
Jakawyenne: OJIOLTEIIO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoprorosneno: Naresh Kumar [lposepeno: Himesh Kumar | Onobpeno: Menemxep / Pykopoautens
u 7~ ™ | Abhishek Chauhan
i
Reprint Date / Reprint Date / Reprint Date /

Hata: 27.02.2023

Hara: 27.02.2023

Hata : 27.02.2023
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| Product : /

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

Ilpoaykr: Ketopon" (keToponak) pacTeop st BHYTPUBEHHOIO M BHYTPUMbILIEUHOIO BBCACHNA, 30 mMr/mn
Batch No / : V230168 Batch Quantity / : 272727ampules /
Cepus Ne Obbem cepun 272727 amiygi
Analytical Report No / : 890001648000 Date of Analysis / : 27.02.2023
AHnajuTH4YecKHii oTueT Ne HMara ananuza
Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026
JaTa mpon3BoacTsa T'ogen oo
Analysis performed according ND / Anaan3 nposegen no HJI: JIT1-001365-170222
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Total impurities / Cymma
npuMecei

0.21%

Not more than 1.50 % / He 6onee
1,50 %.

8 Extractable volume /
U3Bnekaemblii 00beM

1.0ml/ 1.0 mn

Not less than label claim (1.0 mL) /
He meHee HomuHanbHoTro (1,0 M)

9 Bacterial endotoxins /
Bakrepuanbuble
IHAOTOKCHHBDI

<=0.725 EU/mg /
<=0.725 ED/mr

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

10 Sterility (every 15th batch) /

Must be sterile. / JlomkeH ObITb

CrepuIbLHOCTD (A5 KAXKIO0M NA CTEPUIIbHBIM.
15-0ii cepun)
11 Assay / KonuuecTBeHHOE 29.59 mg/ 29.59 mMr From 27.0mg to 33.0mg of
onpejecneHue CisH13NO;3 C4H i 1NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
ao 33,0 MI C15H13N03'C4H11NO3
(keToponiaka TpoMeTaMuH) B 1 ML
12 Alcohol content / ITanon From 10.60 % to 12.60 %. /
11.82 % Ot 10,60 % no 12,60 %.

Remarks: The Product conlirms o ND/

Conclusion: APPROVED /

[Mpumeuanue: [Tpoaykt coorBercTByeT Tpedboannam H/JI

Barsmwuyenne: QNOBPEHO

Prepared by /
IMoarorosneHo: Naresh Kumar

(¥

—

Checked by /
[Mposepeno: Himesh Kumar

T

Approved by: Managey/Executive /

Ono6peHo: Menemxep / Pykosomgirensd

Abhishek Chauhan

Reprint Date /
Hara: 27.02.2023

Reprint Date /
Hara: 27.02.2023

Reprint Date /
Hara : 27.02.2023
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

ITpoaykT: Ketopon™ (keTOpoJIak) pacTBOp Assi BHYTPMBEHHOIO M BHYTPUMbILICHHOTO BBC/EHHS, 30 mr/mn
Batch No / 1 V230168 Batch Quantity / : 272727ampules /
Cepus Ne O6bem cepHit 272727 amnyn
Analytical Report No / : 890001648000 Date of Analysis / : 27.02.2023
Aunajguruyeckni oryer No Jara ananusa

Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026
Jiara npoH3BOACTBA Togen no

Analysis performed according ND / Ananns nposeaen no HJ: JII1-001365-170222

Page 4 of 4/ Ctp. 4 n3 4

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. /

ITlo 1 w™Mn B amnoyisl U3
CBETO3aLUTHOIO cTeKIa
kopuunesoro knacca ! (USP). B
pepXueil YacTH aMITYJBl HAHECEHL!
ROJNBIO M TOYKa s pasioma. Ha
amImyIy HaKJIeuBalOT STHKETKY.

[To 10 ammyn ¢ MHCTPYKLMEH Mo
NPUMEHCHHIO TIOMELAI0T
B [IBX/antomMiHHeBEI# 0nHcTep.

[To 1 6nauctepy B Na4yKy 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. /

INlo 1 w™Mn B aMmMmoyJel  u3
CBETO3aUIMTHOrO CTEKJIa KOPUUHEBOTO
HAH TEMHO-KODHYHEBOTO  1IBETA
kimacca I (USP). B BepxHeH 4acTtH
aMMy/nbl HAaHECEHbl KOJIBLO W TOHYKA
1nst pasznoma. Ha amnynny HakneuBaroT

3THKETKY.
[To 10 amnyn ¢ uHCTpyKUHeH 1O
MPUMEHEHHUIO [IOMEUIAIOT

B [IBX/antoM1HUEBBIH 6IHCTED.

ITo 1 6nucTepy B MayKy KapTOHHYIO;
ons  cranuonapos: nmo 2, 3, 5
GAUCTEPOB B MUKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B coorserctsuu ¢ HJIL.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuieHHoM
OT cBETa MECTE MPH TeMmIieparype He Bolile 25 °C. He 3aMopaxiBaTh.

16 Shelf-life / Cpoxk roanocTn

3 years. / 3 rona.

Remarks: The Product confirms to ND/
ITpumeuanue: [TponykT cooTseTcTBYET TpeboBanusm HJ

Conclusion: APPROVED /
3akmawuenue: OJTOBPEHO

Prepared by /
[MoarotoeneHo: Naresh Kumar
(v

=

Checked by /
IMposepeno: Himesh Kumar

| =

Approved by: Manager/Executive /
Ono6peno: Menemwrepy Pykogoanrens
Abhishek Chauhan 70

Reprint Date /
Hara: 27.02.2023

Reprint Date /
Hara: 27.02.2023

Reprint Date /
Hara : 27.02.2023
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