Dr.Reddy’s Q_':‘

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTU®HUKAT AHAJTN3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Kertopon® (keToposiak) pacTBOp sl BHYTPHBCHHOTO W BHYTPUMBILIEYHOrO BBEJCHH, 30 Mr/mi
Batch No / : V230081 Batch Quantity / : 272727ampules /
Cepua Ne O6Bbem cepun 272727 amnyn
Analytical Report No / : 890001647017 Date of Analysis / : 22.02.2023
AuvajguTndeckuii oTyer Ne Jara anajusa

Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026
JlaTa npousBoacTBa Togen no

Analysis performed according ND / Anann3 nposenen mo HJI: JIT1-001365-170222

Page 1 of 4/ Crp. 1u3 4

1;,? Test / ITokazaTeb Results / Pe3yabTaTthbl Specification / Hopma

1 Description / Onucanne Clear light yellow solution. / | Clear colorless to pale yellow solution.
IIpozpaunslit ceemo-xkenteiii | / Tlpo3pauHplit OecUBETHBIH MM
pacTBop. CBETJIO-XKENTHIN PacTBop.

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

o IMHHOCTD 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) / BpemeHa | (Assay section) / Bpemena
yOEpKUBAHMS OCHOBHBIX MUKOB Ha | YINEPKUBaHWs OCHOBHBIX ITMKOB Ha
Xpomarorpamme HCTIBITYEMOIO | XpOMaTOrpaMMe UCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BPEMEHaM | pacTBOpa AOJDKHBI COOTBETCTBOBATh
yIepXKHBAaHHSI OCHOBHBIX [MKOB Ha | BpPEMEHAM YIEPXHMBAHIA OCHOBHBIX
XpOMAaTorpaMmme CTaHHAPTHOTO | MHKOB Ha XpoMartorpaMme
pacTBOpa KeToposaka TpOMETaMHHa | CTaHAAPTHOTO PpacTBOpa KeToponaka
U HamnpoKceHa (pasmen | TpoMeTamMHa M HanpoKceHa (pasien
«KonuuecTBEHHOE ONpeneTeHHe») «KonruecTBeHHOE ONpeIENSHHE)

3 Clarity / Ilpo3pa4HocTh Complies / COOTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHums
nperiapaTa He NOJKHA NPEBBLILIATh
OMaJIECLEHIIMIO 3TAIOHA cpaBHEeHMA L.

4 Color / LIBeTHOCTH 0.04 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npH JUTMHE BOITHEB
430 nwm.
5 pH 7.33 From 6.9t07.9./ 0t 6,9 no 7.9.

Remarks: The Product confirms to ND/
[pindorianmo: [pogyxr cooTneTcToyeT Tpebonarmian HI

Conclusion: APPROVED /
Rarmonenue: OTORPEFHO

Prepared by /
IMoarorosneno: Shivani Devi

AT

Checked by /
IMpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menezxep / PykoBoaurensb
Amit Kumar

“\—
B e

Reprint Date /
Jara: 22.02.2023

Reprint Date /
Hara: 22.02.2023

Reprint Date /
Hara : 22.02.2023

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

CIN; L85195AP1981PLCQN4507
www.drreddys.com




Dr.Reddy’s Q‘:'

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTH®HKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
poaykr: Ketopon™ (keToposak) pactBOp Ui BHYTPHBEHHOIO U BHYTPHMBILICYHOIO BECACHIA, 30 mr/mn
Batch No / : V230081 Batch Quantity / : 272727ampules /
Cepusn Ne O6bemM cepnu 272727 amnya
Analytical Report No / : 890001647017 Date of Analysis / + 22.02.2023
AHaTuTHYECKHH oTdeT Ne Jara anaansa
Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026
JlaTa mpon3BoacTBa Togen 10
Analysis performed according ND / Ananus nposenen no HJL: JIM-001365-170222
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6 Particulate matter / Mexannyeckune BKAOYEHHA

6A Visible particles /
BuauMble 4acTULBI

Complies / CoOTBETCTBYET

Should correspond to requirements. /
B cooTeeTcTBIY C TpeOOBAHUSMH.

6B Invisible particles /
HepuauMble YacTHLBL:

poBaHHas MPUMECH

Any unspecified impurity /
EnuHudaHas HeMIEeHTHQULIM-

0.05%

Below Limit of Detection (LOD = 0.014 %) /
Huwxke npenena obHapyxenus (110 = 0.014 %)

i. Particles> 10 pm/ 14 not more than 6000 per ampoule /
YacTull pasMePOM = pe Gonee 6000 Ha ammyny;
10 MkM
ii. particles>25 pm/ 02 not more than 600 per ampoule /
JacTHUL pa3sMepoM > He Gonee 600 Ha ammyty.
25 MKM
7 Related substances / PoacrBeHHble MpAMeECH
Impurity A / Ilpumecs A 0.13% not more than 0.20 % / He Gosee
0,20 %;
Impurity B / [lpumecs B not more than 0.50 % / He 6onee
Not detected / He obnapyxena 0,50 %
Impurity C / [Tpumecs C Less than LOQ (LOQ = 0.033 %) / Huxe not more than 0.50% / ne Gonee
npenena KOJIMUECTBCHHOIO ONpeAcyicHHA 0 50 (y .
(TTIKO = 0.033 %) N 70
Impurity D / ITpumecs D not more than 0.20 % / He Oosee

0,20 %.

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

Remarks: The Product confirms to ND/
Hpineraiie: TlponykT cooTreTeTRYET TpeAoRAHMIM HT

Conclusion: APPROVED /
Faxmouenne: QJOBPEHO

Prepared by /
Ioarororneno: Shivani Devi

Checked by /
ITpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opo6peno: Menemxkep / PykoBoaurenb

Amit Kumar {& o T
T /

AT
Reprint Date /

Hara: 22.02.2023

Reprint Date /
Hara: 22.02.2023

Reprint Date /
Jara : 22.02.2023

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

CIN: L85195AP1984PLCON4507
www.drreddys.com




Dr.Reddy’s ‘_‘:‘

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOHNKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToponak) pacTsop /s BHYTPHBEHHOTO U BHYTPHMBIIEYHOTO BBECHHS, 30 Mr/Mi
Batch No / : V230081 Batch Quantity / : 272727ampules /
Cepust Ne OQo6Bem cepun 272727 amiyn
Analytical Report No / : 890001647017 Date of Analysis / : 22.02.2023
AnanuTuyeckuii orger Ne Jlara ananza
Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026
Hara npou3BoaCcTBa T'ogen no
Analysis performed according ND / Ananns nposexen no HJL: JIT1-001365-170222

Page3 of 4/ Cxp.3u3 4

Total impurities / Cymma 0.19% Not more than 1.50 % / He 6onee
npumMecei 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 Mmn Not less than label claim (1.0 mL) /
H3enekaemblii 00bem He menee HomuHansHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuasbHble <=0.725 ED/mMr tromethamine. / He 6onee 5,8 ED/mMr
IHAOTOKCHHBI KETOpOJIaka TPOMETaMKHa.

10 Sterility (every 15th batch) / Must be sterile. / JomxeH ObiTh
CrepnabsHOCTh (I/19 KAXA0MH NA CTepUIBLHBIM.
15-0ii cepun)

11 Assay / KonnuecTBeHHOE 29.79 mg/29.79 mr From 27.0mg to 33.0mg of
onpegeieHHe CisHisNO3- C{H 1 NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
pi(e] 33,0 MrI C15H13N03' C4H11N03
(xeToponaka TpOMETaMHH) B 1 MIL.
12 Alcohol content / ITanon From 10.60 % to 12.60 %. /
11.71 % Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
Ipumeuane: [IponykT cootseTcTBYET Tpebosarmsam HIL

Conclusion: APPROVED /
Zarmouenne: OJJOBPEHO

Prepared by /
IToarotosiieHo: Shivani Devi

AT

Checked by /
[Tposepeno: Pardeep Kumar

Approved by: Manager/Execulive /
Ono6peno: Menemxep / Pykosonutens

Amit K N
CJE// t Kumar A‘/\_"/dﬁ

Reprint Date /
Jara: 22.02.2023

Reprint Date /
Hara: 22.02.2023

Reprint Date /
Jara : 22.02.2023

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

CIN: L85195AP1984PLC004507
www.dieddys.cons




Dr.Reddy’s ":"

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, IND{A

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOUKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMpogyxr: Keropon" (keToposak) pacTBOp A1 BHYTPHBEHHOIO U BHYTPHUMBIIEYHOTO BBEACHNA, 30 mr/mn
Batch No / : V230081 Batch Quantity / : 272727ampules /
Cepus Ne Oo6bem cepau 272727 amnyn
Analytical Report No / : 890001647017 Date of Analysis / : 22.02.2023
AHaIUTHYECKH# oTUeT Ne Jlara ananan3a
Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026
Jara npoH3BOACTBA Tonen mo
Analysis performed according ND / Ananus nposeaen no HJL: JIT1-001365-170222
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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 Mn B aMnylsl M3
CBETO3alIHUTHOIO cTexna
kopranesoro knacca I (USP). B
BEpXHEUM YacTH amIlyJjlbl HaHECEHBI
KOJBLO M TOuka And paszioma. Ha
aMIy/ly HaKJICUBalOT STHKETKY.

ITo 10 amnyn ¢ WHCTpYKLHMEH IO
NPUMEHEHHIO MOMEIAoT
B TIBX/anoMuHUEBbIH OIHCTED.

ITo 1 6iucTepy B IaUyKy 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. /

[lo 1 wMn B aMmoyJds  u3
CBETO3aLIMTHOTO CTEKIa KOPUYHEBOTO
WIH  TEMHO-KOPUYHEBOTO  LBETA
knacca I (USP). B BepxHed yacTu
aMnyJibi HaHeceHBl KOJbLO M TOYKa
115t pasiioma. Ha aMIysly HakJIeUBaroT
ITHKETKY.

I[To 10 amnyn ¢ HWHCTPYKUHEH IO
NPUMEHEHUIO MIOMEILAI0T
B [IBX/amoMHHHEBBIH OIHCTED.

ITo 1 6rucTepy B Ma4yKy KapTOHHYIO;
LId cTanwoHapos: mo 2, 3, 5
GIHMCTEPOB B MAYKy KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBeTcTBru ¢ HJI.

15 Storage conditions /
XpaHeHnue

In a place protected from light below 25 °C. Do not freeze. / B 3aluuieHHOM
OT cBeTa MecTe npu Temreparype He Beinie 25 °C. He 3aMopaXuBats.

16 Shelf-life / Cpok rogHocTH

3 years. / 3 roga.

Remarks: The Product confirms to ND/
[pumeuanye: TTpoaykT conTrReTCTRYET Tpehorairam HJT

Conclusion: APPROVED /
3axmoucnue: OMOBPEHO

Prepared by /
IMoarorosneHo: Shivani Devi

AT

Checked by /
[Mpogepeno: Pardeep Kumar

f

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoautenb

Amit Kumar T
m}/_,""

Reprint Date /
Hara: 22.02.2023

Reprint Date /
Hara: 22.02.2023

Reprint Date /
Hara : 22.02.2023

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

CiN: L85195AP1924PLCON4SNT
www.drreddys.com




