Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

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

Hpoayxr: Ketopon™ (keToponak) pacTeop AJisl BHYTPHBEHHOIO W BHYTPHMbILLIEYHOrO BBENEHHS, 30 Mr/Mn
Batch No / 1 V220929 Batch Quantity / ¢ 27272 7ampules /
Cepus Ne OQ6Bem cepHR 272727 amnyn
Analytical Report No / : 890001629560 Date of Analysis / : 21.11.2022
AHanuTHYecKHi oTueT No Ilara anaausa

Date of Manufacture / : Oct.2022 Date of Expiry / : Sep.2025
JlaTa npou3BOACTBA Toxen go

Analysis performed according ND / Ananns nposesen no HJI: JIT1-001365-170222
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No

No Test / Ilokaszatens

Results / PesynbTaThl

Specification / Hopma

1 Description / Onucanue

Clear  colorless  solution.  /
ITpo3paunbiii BeCLBETHBIN pacTBOP.

Clear colorless to pale yellow solution.

/ TlpospauHblif 6GecUBETHLIA WU
CBCTJIO-XKEJITHIH pacTBop.

2 Identification /
IToaTMHHOCTDL

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
YIEPIKUBAHHA OCHOBHBIX ITHKOB Ha
XpoMmarorpaMme HCIBITYEMOTO
PacTBOpa COOTBETCTRYIOT BPEMEHaM
YIOEPKHBAaHHS OCHOBHBIX IHKOB Ha
XpoMaTorpaMme CTAHIAPTHOrO
pacTBopa KeTopojlaka TPOMEeTaMHHa
H HaNpoKceHa (paznen
«KonmdaecTBEHHOE ONIPSICICHUEN)

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
YIOEPKUBAHUSL OCHOBHbIX ITMKOB Ha
XpoMarorpamMme UCTBITYEMOTO
pacTBopa AO/KHBI COOTBETCTBOBATEH
BpeMeHaM YHEPKHBAaHHS OCHOBHEIX
NHKOB Ha XpoMaTorpaMme
CTaHIAPTHOIO pacTBopa KeTopojaka
TpOMETaMHHa M Hanpokcexa (paszen
«KONM4ECTBEHHOE OIpEeIeneHIeN)

3 Clarity / IlpospausocThe

Complies / CoOoTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHiys
TiperapaTa He JOIDKHA NPEBBIIIATH
ONTATIECLIEHLIUIO 3TANOHa CpaBHEHHMA 1.

4 Color / llBeTHOCTB 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu AMMBeE BONHBI
430 HM.

5 pH 7.33 From 6.9 to 7.9./ Ot 6,9 10 7,9.

Remarks: The Product confirms to NI/

IIpumeuanue: IlpoaykT cooTBeTcTBYET Tpebosanusm HJ

Conclusion: APPROVED /
Zasouenne: OJOBPEHO

Prepared by /
Toarotosneno: Ankaj Verma

&,

Checked by /
Ipoeepeno: Naresh Kumar

U Manoj Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosonurens

(el

Reprint Date /
Jara;21.11.2022

Reprint Date /
Harta: 21.11.2022

Reprint Date /
Hara : 21.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



‘. .o Dr. Reddy's Laboratories Ltd.
Y * . Formulation Unit-6
Dr. Reddy S e Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUPHUKAT AHAJIHM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpogyxr: Keropon” (ketoponak) pacTeop Afis BHYTPHBEHHOIO ¥ BHYTPUMBILUEYHOTO BBEACHMS, 30 MIYmn
Batch No / : V220929 Batch Quantity / : 272727ampules /
Cepnsn Ne : O6mem cepHH 272727 amnyn
Analytical Report No / : 890001629560 Date of Analysis/ ¢ 21.11.2022
Ananurnyeckuii oryer Ne Jara ananuza
Date of Manufacture / : Oct.2022 Date of Expiry / : Sep.2025
Hara npouseoacrea Togen oo
Analysis performed according ND / Ananu3z npogegen mo HJI: JII1-001365-170222
Page2 of 4/ Cip.2 u3 4
6 Particulate matter / Mexanuueckue BKIHYEHHS
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
BunuMbIe 4acTALS! B cooTBeTcTBUM € TPEOGOBAHHAMM.
6B Invisible particles /
HeBuUMbIE YaCTHLBI:
i. Particles> 10 pm/ 100 not more than 6000 per ampoule /
YacTui pa3MepoM > He 6onee 6000 va amnyny,
10 Mxm
ii. particles> 25 pm/ 03 not more than 600 per ampoule /
4acTHL pa3MEpPoM > He 6onee 600 Ha ammnyIy.
25 MKM
7 Related substances / Poncreennsie npumecu
Impurity A / IIpumecs A 0.14% not more than 0.20 % / He 6Gosee
0,20 %;
Impurity B / HIpumecs B Below Limit of Detection (LOD=0.014%)/ | not more than 0.50 % / ne 6onee
Hm‘xc npenena o6napyxenns (110 =0.014 %) 0,50 %;
Impurity C / ITpumece C not more than 0.50% / He Goxee
0.03
0,50 %,;
T Below Limit of Detection (LOD = 0.014 %) / 7
Impurity D / TIpumecs D Wiuxe npe nena CORARyRELATILO = 0.014%) not more than 0.20 )% / He Gonee
0,20 %.
Any unspecified impurity / Not more than 0.20% / He 6Gonee
EMHMYHAA HEWIEHTHQUIHI- 0.07% ' 0,20 %.
pOBaHHAA [IPUMECH
Total impurities / Cymma 0.30% Not more than 1.50% / He 6onee
npuMecei : 1,50 %.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ilpumeuanue: [IpoxykT cooTBeTcTByeT TpeboBanusaM HJT 3axmouenne: QJOBPEHO
Prepared by / Checked by / ‘ Approved by: Manager/Executive /
IToarororneHo: Ankaj Verma Ipoeepeno: Naresh Kumar Onpo6peno: Menemiep / PykogoanTens
vy /1 Manoj Kumar @EZ
’.,-'-'"
Reprint Date / Reprint Date / Reprint Date /
Jata:21.11.2022 Jara: 21.11.2022 Hara : 21.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal* #81 AN AQNN 790N, Fax* +91 &N 49NN 2999 Frail: mail@drreddyvs,com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.,

@e
! °® Formulation Unit-6
Dl'. Reddy S q-‘ Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS  1o(-+91 98166 56001-02

CEPTHOUKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| Hpoaykr: Keropon" (keroponak) pacTBOp juts BHYTPHBEHHOIO W BHYTPHMbILIEYHOrO BBEACHNUS, 30 MI/Ma
Batch No / : V220929 Batch Quantity / + 272727ampules /
Cepust Ne Ob6bem cepuu 272727 amnyn
Analytical Report No / : 890001629560 Date of Analysis / : 21.11.2022
AnannTuyeckHi oTuer Ne Jlata anasmza

Date of Manufacture / s Oct.2022 Date of Expiry / : Sep.2025

Jlara npon3BoAcTBA Tonen no
|Analysis performed according ND / Ananus npoeesen mo HJI: JII1-001365-170222

Page3 of 4/ Cip.3u3 4

8 Extractable volume / 1.0ml/ 1.0 ma Not less than label claim (1.0 mL) /
He mMenee HomuHansHOro (1,0 mi)

HUsBjekaemMeblii 00LeM

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTtepuanbHble <=0.725 EQ/mr tromethamine. / He Gonee 5.8 EQ/mr
IHIOTOKCUHEI KETOpOJIaKka TPOMETaMHUHA.

10 Sterility (every 15th batch) / Must be sterile. / JlomkeH ObiTh
CTepuibHOCTD (118 KaxA0#H COMPLIES CTEPHIBHBIM.
15-0ii cepum)

11 | Assay/KonuyecTeennoe 29.57 mg/ 29.57 mr From 270mg to 33.0mg of

oTnpeaesieHHe - CsH13aNO3- C4H 1NO; (ketorolac

tromethamine) per 1 mL. / O 27,0 Mmr
10 33,0MmMr CisH;sNOs; CiH NO;
(xéToponaka TpoOMeTaMuiH) B 1 M.

12 Alcohol content / ITanon ' From 10.60 % to 12.60 %. /
11.31% Ot 10,60 % mo 12,60 %.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ipumedanye: Ilponykr cootBeTcTBYET TpebOBanusaM HJI 3aknroyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Hoxnrorosneno: Ankaj Verma Iposepeno: Naresh Kumar | Onobpeno: Menemiep / PykoBoauTens
@/ @ Manoj Kumar 9
-
Reprint Date / Reprint Date / Reprint Date /
Jara:21.11.2022 Mara: 21.11.2022 Hara : 21.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 191 40 4900 2900, Fax: 191 40 4900 2898, Email; mail@drraddys.com
CIN: L85135AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ":'.

Dr. Reddy's Laboratories Ltd.

" Formulation Unit-6

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A

Vill. Khol, Nalagarh Road, Baddi,
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
Ilpoxyxrt: Ketopon" (keToponak) pacteop a0s BHYTPHBEHHOTO M BHYTPHMBILWIEYHOUO BBEIEHUS, 30 MI/m
Batch No / 1 V220929 Batch Quantity / : 272727ampules / )
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001629560 Date of Analysis / : 21.11.2022
|AnaaaTHyecKHH oTyeT N2 Jara ananniza
Date of Manufacturce / : Oct.2022 Date of Expiry / : Sep.2025
JlaTa npoH3BOCTBA Tonen go
[Analysis performed according ND / Ananuz nposeaen no HJL: JITI-001365-170222 i
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13 Packaging / YnaxoBka

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™mMn B ammoynsl u3
CBETO3ALIATHOTO cTekna
kopuuHeporo knacca 1 (USP). B
BEpXHEH JacTH aMITyJibl HaHECEHHI
KOJILLIO M Touka IUIA payioma. Ha
amIyJly Hak/IeuBaloT 3THKETKY.

Tlo 10 ammyn ¢ MHCTpyknMeH 1o
[PYMEHEHHIO HOMEIHAlOT
B [IBX/antoMHHUEBbIH OnHCTEp.

Ilo 1 6nucTepy B Mayky 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
leaflel in a PVC/aluminum blister.

1 blisters in a carton pack;

For in-patient facilities: 2, 3, 5 blisters
in a carton pack. /

Ilo 1 w™Mn B aMmmOoyias! U3
CBETO3ALUTHOIO CTEKJIa KOPUHHEBOTO
WIA  TEMHO-KOPMYHEBOTO  [BETa
knacca 1'(USP). B BepxHei vacTu
aMIynbl HaHeCeHbl KONbLIO M TOYKa
JUis paznoMa. Ha amMnyny naxieusaroT
ITHKETKY.

Mo 10 amMnmyn c MHCTpYKUIMEH 1o
MPHMEHEHHUIO MOMELIAIoT
B [IBX/antomunuenblid GnucTep.

ITo 1 6nucTepy B Nd4Ky KapTOHHYIO;
JUIS  CTauuoHapos: no 2, 3, 5
GNHCTEPOB B MAYKy KAPTOHHYH).

14 Labelling / MapkupoBka

According to ND / B ¢ootseTcTsuu ¢ HJI.

15 Storage conditions /
XpaHenne

In a place protected from light below 25 °C. Do not freeze. / B 3amuineHHOM
OT CBETa MecTe npu Temneparype He Boie 25 °C. He 3aMopaxuBaThb.

16 Shelf-life / Cpok roasoctu

3 years. / 3 ropa.

Remarks: The Product confirms to ND/

Ilpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanuam HJ[

Conclusion: APPROVED /
3axarouenne: OJIOBPEHO

Prepared by /
[Moaroroeneno: Ankaj Verma

Checked by /
ITporepeno: Naresh Kumar

——

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBpauTens
Manaoj Knmar j

Reprint Date /
Hata:21.11.2022

Reprint Date /
JHara: 21.11.2022

Reprint Date /

Hara:21.11.2022

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: L85195AP1984PLCD04507
www.drreddys.com



