Dr.Reddy’s Q‘:‘

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

Agannrndeckui ordyer Ne

Jarta anaanza

CEPTUPUKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
[poayxr: Ketopon™ (keTopoiak) pacTBOp [l BHYTPUBEHHOIO U BHYTPUMBILIEYHOrO BBEAEHUS, 30 Mr/mn
Batch No / : V220812 Batch Quantity / : 272727ampules /
| Cepusa Ne Ob6bem cepun 272727 amnyn
Analytical Report No / : 890001627381 Date of Analysis / : 09.11.2022

Date of Manufacture /
JaTta npou3sBoacTBa

: Sep.2022

Togen mo

Date of Expiry /

: Aug.2025

Analysis performed according ND / Auanms nposenen mo HJI: JII1-001365-170222

Page 1 of4/Crp. 1 u3 4

[Mpo3pauHblii 6ecLBeTHDIH pacTBop.

1;.? Test / ITokazaTensb Results / PesyabTaTbl Specification / Hopma
1 Description / Onucauune Clear  colorless solution. /| Clear colorless to pale yellow solution.

/ TlpospauHblif OECLBETHBIN MK
CBETJIO-)KEJITbIH PACTBOP.

2 Identification /
IMoaavMHHOCTEL

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
YIACPXKMBAHHS OCHOBHBIX [UKOB Ha
XpoMaTorpamme HUCTBITYEMOTO
pacTBOpa COOTBETCTBYIOT BPEMEHAM
YAEPKMBAaHUS OCHOBHBIX TNMMKOB Ha
XpoMmaTorpamme CTaHJApTHOTO
pacTBOpa KETOposaka TpoMeTaMuHa
H HanpoKceHa (pa3zen
«KonnuecTBeHHOE ompenesieHue»)

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
YAEpXKMBaHHS OCHOBHBIX MHKOB Ha
XpOMaTorpaMme HCTILITYEMOTO
pacTBOpa IOJDKHBI COOTBETCTBOBATD
BPEMEHAM YAEPKUBAHHUS OCHOBHBIX
NIMKOB Ha XpoMaTorpamme
CTaHAAPTHOTO pPacTBOpa KeToposiaka
TpOMeTaMHMHa M HanpokceHa (pasfen
«KonnuecTBeHHOE ONpeieTeHHEY )

3 Clarity / llpo3pauHocTsb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuust
npenapara He JOJXKHA MPeBbILIaTh
OManeclEHIINI0 3TaloHa cpaBHeHus 1.

4 Color / IlBeTHOCTE 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npH anuHe BOJTHbL
430 Hwm.

5 pH 731 TFrom 69w 7.9./0106,9 v 7,9.

Remarks: The Product confirms to ND/
ITprmeuanme: [lponykr cootBercTByeT TpeGoBanusm HJT

Conclusion: APPROVED /
3aknwuenne: OJOBPEHO

Jara:09.11.2022

Hara: 09.11.2022

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

HonarorosneHo: Naresh Kumar Hpoeepeno: Pardeep Kumar | Ono6peno: Menemiep,/ Pykosoaurens
" ‘ Kusum Lata N\ —

Reprint Date / Reprint Date / Reprint Date /

Jara : 09.11.2022

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

Mpoaykr: KeTopon™" (keToponak) pacTBOp /1 BHYTPUBEHHOIO M BHYTPHMBbILIEHHOTO BBEAEHNs, 30 Mr/ma
Batch No / 1 V220812 Batch Quantity / : 272727ampules /
Cepus Ne Oo6bem cepun 272727 amnyn |
Analytical Report No / : 890001627381 Date of Analysis / : 09.11.2022
AnammtnyeckHii oTuer Ne Hara anasuza

Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2025

JaTta npousBojacTrBa Toaen no

Analysis performed according ND / Ananun3 nposeaen mo H/1: JII1-001365-170222

Page2 of 4/ Crp. 2 u3 4

6 Particulate matter / MexannuyeckHe BKNIOYEHHS

6A Visible particles /
Buaumble 4acTHLbI

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B cooTBeTcTBHU ¢ TPeOOBaHUSIMU.

6B Invisible particles /
HeBHaymble 9acTHLbL:

Impurity B / Ilpumecs B

Not Detected

Impurity C / [Ipumecs C

Less than LOQ (LOQ = 0.033 %) / Huxe
npeiena Koa4ecTBEHHOro ONpeAeneHNs

Impurity D / [Tpumecs D

(TIKO =0.033 %)

Below Limit of Detection (LOD =0.014 %) /
Hinke npeaena obHapyxenus (110 = 0.014 %)

Any unspecified impurity /

i. Particles> 10 pm / 38 not more than 6000 per ampoule /
YacTyL pazmepom > He donee 6000 na amnyny;
10 Mxm

ii. particles > 25 um/ 01 not more than 600 per ampoule /
YJacTHLL Pa3sMEPOM > He 6onee 600 Ha ammyTy.
25 MKM

7 Related substances / PoacTBeHnHbIe npumecu
Impurity A / ITpuMecs A 0.15% not more than 0.20 % / He Gonee

0,20 %;

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

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

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

Not more than 0.20 % / He 6onee

EnuHu4HAas HeUACHTUDULIH- 0.07% 0,20 %.

pOBaHHas NMpUMEChH

Total impurities / Cymma 0.28% Not more than 1.50 % / He 6onee
npuMecei 1,50 %.

Remarks: The Product confirms to ND/
ITpumeuanue: IlponyxT coorBeTcTBYET TpeboBanusim HJL

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IToarorosneno: Naresh Kumar

2

Checked by /
[Mpoeepeno: Pardeep Kumar

L~

Approved by: Manager/Executive /

Opobpeno: Menemkep / Pykosoaurens

-

Kusum Lata X?&: S

Reprint Date /
Jara:09.11.2022

Reprint Date /
Hata: 09.11.2022

Reprint Date /
Jara : 09.11.2022

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



Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +51 98166 56001-02

CEPTUO®UKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml -
I poaykr: Keropon™ (keToponak) pacTBop /s BHYTPMBEHHONO M BHYTPUMBILLEYHOTO BBEACHNS, 30 Mr/mi
Batch No / : V220812 Batch Quantity/  : 272727ampules / N
Cepusg Ne Oo6Bem cepun 272727 amnyn
Analytical Report No / : 890001627381 Date of Analysis / : 09.11.2022
Apajsurndeckuii oryer Ne JaTa anaansa
Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2025
Hdara npou3BojacTea I'oxen go
Analysis performed according ND / Ananuz nposenen mo HJL: JII1-001365-170222

Page3 of 4/ Crp.3u3 4

8 Extractable volume / 1.0ml/ 1.0 ma Not less than label claim (1.0 mL) /
H3BiexaemMblii 00bem He meHee HomMuHanbHoro (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuanbHbie <=0.725 ED/mMr tromethamine. / He 6onee 5,8 ED/Mr
IHAOTOKCHHBI KETOpoJiaKa TpOMeTaMHHa.

10 Sterility (every 15th batch) / Must be sterile. / JomxeH ObITb
CTepUJIbLHOCTD (A5 KAXKAOI COMPLIES CTEPUIILHBIM.
15-0it cepun)

11 Assay / KoninuecTBeHHOe 29.87 mg/29.87 mr From 27.0mg to 330mg of

omnpeneJieHHe CisHi3NO3-C4H ;1 NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
no  33,0mr  C;sHisNOs C4H;1NOs
(xeToponaka TPOMETaMHUH) B 1 MIL.
12 Alcohol content / ITanon 11.74 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/

ITpumeuanue: Ilpoayxr coorBercTByeT TpeboBanusm HJ|

Conclusion: APPROVED /
3axkmouenne: OJOBPEHO

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

IMoarorosnexo: Naresh Kumar IIposepeno: Pardeep Kumar | Onobpero: Menenskep ( PykoBonuress
W Kusum Lata b~ —

Reprint Date / Reprint Date / Reprint Date /

Hata:09.11.2022 Jara: 09.11.2022 Jara : 09.11.2022
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CEPTUPUKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoayxr: Keropon" (keTopofiak) pacTBOp AJIst BHYTPUBEHHOIO W BHYTPUMBILUEUHOTO BBeAEHHA, 30 Mr/ma
Batch No / 1 V220812 Batch Quantity / : 272727ampules /
Cepusi Ne Ob6nem cepuu 272727 amnyn
Analytical Report No / : 890001627381 Date of Analysis / : 09.11.2022
Ananurnuyeckuii oruer Ne JlaTa aHaau3za

Date of Manufacture / : Sep.2022 Date of Expiry/ : Aug.2025

JaTa mpousBoacTBa Tonen no

Analysis performed according ND / Ananu3 nposexen no HJI: JII1-001365-170222

Page4 of4/Crp. 4u3 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. /

[lo 1 wmn B amiylbl W3
CBETO3aLIUTHOTO cTeKna
kopuuHeBoro kmacca 1 (USP). B
BEPXHEH 4YacTH aMITyJbl HaHGCCHBI
KONBLIO W TOuka Jns pasnoma. Ha
amIyny HakJIeMBarT STHKETKY.

Mo 10 amMmyn ¢ WHCTpyKLHEHN IO
NPHMEHEHHIO MIOMELIAI0T
B [IBX/amoMuHHeBbIH 6iUcTeD.

[To 1 6nucTepy B NauKy KapTOHHYIO.

I 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. /

I[To 1 w™mn B aMnoydasl U3
CBETO3ALIUTHOTO CTEKI1a KOPUYHEBOTO
Wil TEMHO-KOpDWYHEBOTO  IIBE€Ta
knacca I (USP). B BepxHeil uyacTu
amnyJibl HaHeceHbl KOJBLO W TOYKa
1515 pasznoma. Ha amnyiy nakjienBaioT
3THKETKY.

ITo 10 amnyin ¢ MHCTpYyKLMEH nO
MIPUMEHEHUIO NoMellaoT
B [IBX/antoMuHueBBIH On1CTED.

[To 1 6micTepy B Nauky KapTOHHYIO;
I cTauHoHapoB: mo 2, 3, 5
OJIMCTEPOB B MayKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B coorserctBuu ¢ H/I.

15 Storage conditions /
XpaneHnue

In a place protected from light below 25 °C. Do not freeze. / B 3amuimessom
OT CBETa MecTe NpH Temnepatype He Boiie 25 °C. He 3amopaxxuBarts.

16 Shelf-life / Cpok roanoctu

3 years. / 3 rona.

Remarks: The Product confirms to ND/
IIpumeuanue: IIpoaykT coorBercTByeT TpeboBanusm HJ{

Conclusion: APPROVED /
3axiaouenne: OJJOBPEHO

Hara:09.11.2022

Hara: 09.11.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Ionrorosneno: Naresh Kumar ITpoeepeno: Pardeep Kumar | Onobpeno: Menemiep,/ Pykosoauresns

(AL , Kusum Lata LN\ o —
Reprint Date / Reprint Date / Reprint Date /

Jara : 09.11.2022
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