Dr.Reddy’s Q;”’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDIa

B CEFTUOUKAT AHAJM3A Tel : +91 98166 56001-02
| Product : / Ketorol (Ketorolac) solution for intravenous and intramuscula yeeeieadys 0omg/ml
 NpoaykT: Ketopon® (keToponak) pacTBOp Uit BHYTPUBEHHOIO M BHYTPUMbILIEYHOTO BBEACHHS, 30 Mr/mMA
Batch No / : V220510 Batch Quantity / : 272727ampules /
Cepust No O6bem cepun 272727 amnyn
Analytical Report No / : 890001610116 Date of Analysis / : 31.08.2022
AnanuTn4yecknii oryet Ne Jara ananuza
Date of Manufacture / : JULY.2022 Date of Expiry / : JUN.2025
JlaTta npousBoacTBa Tomen no
Analysis performed according ND / Ananus nposeaen no HJI: JII1-001365-170222

Pagel of4/Crp.1u34

[po3paynblii GecuBeTHbIN pacTBoOp.

. Test / IlokazaTenn Results / PesyabTaTtsi Specification / Hopma
No
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/' Tlpo3pauHblii OecuUBETHBIN WU
CBETJIO-)KENThI pacTBop.

2 Identification /
IToaJMHHOCTE

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) / BpemeHa
yIOEp>KMBaHHS OCHOBHBIX MWKOB Ha
XpoMaTtorpamme UCIIBITYEMOTrO
pacTBoOpa COOTBETCTBYIOT BpeMeHaM
yIEep>KUBaHUS OCHOBHBIX ITHKOB Ha
XpOMaTorpamme CTaHZAPTHOTO
pacTBOpa KeTopoJylaka TpOMeTaMUHa
u HanmpoKCeHa (pa3nen
«KonuuecTBeHHOE OMpeNieNieHrE)

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
YOEPKHUBAHUS OCHOBHBIX THKOB Ha
XpoMaTorpamme UCTIBITYEMOTO
pacTBopa [IOMXKHBI COOTBETCTBOBAThH
BpEMEHaM YAEpPXKUBaHUS OCHOBHbIX
MHKOB Ha XpoMaTtorpaMmme
CTaHAApPTHOTO PacTBOpa KETOpoJiaka
TpOMeTaMHHA U HanpokceHa (paszesn
«KonuiecTBEeHHOE OnpeeNeHue»)

3 Clarity / IlpospauHocTb

Complies / CooTBeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onanecuenuus
npenapara He JOJDKHA NPEBbIIIATh
ONANECIIEHIUIO 3TAIIOHA CpPaBHEHUS [.

4 Color / IleTHOCTb 0.06 Not more than 0.20 at 430 nm. /
He 6onee 0,20 rnipu ANKMHE BOJIHBI
430 M.

5 pH 7.33 From 6.9 t0 7.9./ 071 6,9 no 7.9.

Remarks : The Product confirms to ND/
[Ipumeuanue: IIpogykT cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3aknouenune: OJOBPEHO

Mata:31.08.2022

Hara: 31.08.2022

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

[Toarorosneno: Ankit 7 ITposepeno: Pardeep Kumar | Onobpeno: Menemwxkep / PykoBoaurens
Y Om Prakash < N ol

Reprint Date / Reprint Date / Reprint Date /

JlaTa : 31.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘,’:6

CERTIFICATE OIF ANALYSIS

CEPTHOHUKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel: 49198166 56001-02

| Product : / Ketorol (Ketorolac) solution for intravenous and intramuscul s sycbiiessy 3¢pimig/ml

Hpoaykr: Keropon" (keToponiak) pacTeop a/ist BHYyTPHBEHHOTO 1 BHYTPHMbILICYHOTO BBCACHHS, 30 Mr/mn
Batch No / : V220510 Batch Quantity / : 272727ampules /
Cepusi Ne O6mbem cepuu 272727 amnyn
Analytical Report No / : 890001610116 Date of Analysis / : 31.08.2022

AHannTHYecKni oTuer No

Jara ananu3za

Date of Manufacture /
JaTa npousBoacTea

: JULY.2022

T'onen o

Date of Expiry /

: JUN.2025

Analysis performed according ND / Avanus nposeaen mo HJL: JIT1-001365-170222

Page 2 of 4/ Crp. 2 n3 4

6 Particulate matter / Mexanuueckne BKIIO4YEHUs

6A Visible particles /
Buaumble 4acTHLbI

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B cooTBeTcTBMM C TpeOOBAHUAMH.

6B Invisible particles /
Hesuaumbie YacTHULIbI:

Impurity B / [pumecs B

1. Particles> 10 pm/ 62 not more than 6000 per ampoule /
YacTHu pazmMepom > He Gonee 6000 Ha ammyny;
10 Mkm

il. particles > 25 pm/ 06 not more than 600 per ampoule /
YacTULL pa3zMepoM > He 6onee 600 Ha ammyny.
25 MKM

7 Related substances / PoncTBeHHble npumMecu
Impurity A / ITpumecs A 0.15% not more than 0.20 % / He OGonee

0,20 %;

Not detected / He oGHapyxena

Impurity C / ITpumecs C

not more than 0.50 % / He Oonee
0,50 %,

Less than LOQ (LOQ = 0.033 %) / Hinke
npeena KOJMYECTBEHHOrO ONPCACACHHUS
(NMKO =0.033 %)

Impurity D / TIpumecs D

not more than 0.50 % / nHe Oonee
0,50 %;

Below Limit of Detection (LOD = 0.014 %) /
Hwxe npeaena o6napysxenus (I10 =

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

npuMecet

Any unspecified impurity / L Not more than 0.20 % / He 6onee
EnunnuHas HenpeHTUGUIU- 0,20 %.

pOBaHHas NpUMeCh 0.06%

Total impurities / Cymma 0.20% Not more than 1.50 % / He 6osee

1,50 %.

Remarks : The Product confirms to ND/

ITpumeuanue: Ilpoaykr coorBetrcTBYeT TpeGoBanuam HJT

Conclusion : APPROVED /
3axmwouenne: OJJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Ankit A Iposepeno: Pardeep Kumar | Onobpeno: Menemkep / Pykosoautes
; Om Prakash ¢ JF
£ ——— P
Reprint Date / Reprint Date / Reprint Date / '
Jara:31.08.2022 Jlara: 31.08.2022 Jara : 31.08.2022

Registered Office: 3-2-337, Road MNo. 2. Eanjara dills, Hyderabad - 500034, Telangana, india
2000, Fax: #9150 4200 7985, Email: mail@drreddys.com

Tel: +91 40 4800

CIN: LE5105AF1984PLCO04507
wenydrreddys.com



Dr.Reddy’s Q_':é

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND1A
Tel : 491 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscul arinjedtieddy3 0omg/ml
| Ipoaykr: Keropon™ (keToposiak) pacTBOp /1 BHYTPHBEHHOIO M BHYTPHMbILIEUHOTO BBEACHNUS, 30 MI/Mn
Batch No / : V220510 Batch Quantity / : 272727ampules / ]
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001610116 Date of Analysis / : 31.08.2022

AHalHTHYECKHH oTyeT No

JlaTa ananuza

Date of Manufacture /
JlaTa nponsBoacTBa

: JULY.2022

T'ogen xo

Date of Expiry /

: JUN.2025

Analysis performed according ND / Anasn3 nposegen o HJI: JI[1-001365-170222

Page3 of4/Crp.3n3 4

8 Extractable volume /
UzBJekaeMblii 00beM

1.0ml/ 1.0 mn

Not less than label claim (1.0 mL) /
He mMenee HomuHanbHoro (1,0 mu)

CTepnibHOCTDb (4151 KAXKIO0M
15-0ii cepun)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepnanbHble <=0.725 ED/mr tromethamine. / He 6onee 5,8 ED/mr
IHAOTOKCHHBI KETOpoNiaka TpoMeTaMKHa.

10 Sterility (every 15th batch) / Complies / Crepunen Must be sterile. / [lomkeH ObliTh

CTEPUJILHBIM.

11 Assay / KoinuecTBeHHOE 29.56 mg/29.56 mr From 27.0mg to 330mg of
onpeaeseHne CisH13NOj3-C4H NOs (ketorolac
tromethamine) per 1 mL./ Ot 27,0 mr
pice] 33,0 Mr C15H|3NO3'C4H11NO3
(xeToponaka TpoMeTaMMH) B 1 MIL.
12 Alcohol content / 3Tanon 11.72 % From 10.60 % to 12.60 %. /

Ot 10,60 % 0o 12,60 %.

Remarks : The Product confirms to ND/
ITpumeuanue: Ilponykr cootBercTryet TpeGoBanusm HJI

Conclusion : APPROVED /
Saknwuenue: OJOBPEHO

Prepared by /
IMogrorosneno: Ankit

(b

Checked by /
IIposepeno: Pardeep Kumar

=

Approved by: Manager/Executive /
OpobpeHo: Menemkep / PykoBoauntens
Om Prakash <

,_{."/‘r;f|£/’

e

Reprint Date /
Hara:31.08.2022

Reprint Date /
Jara: 31.08.2022

Reprint Date /
Jara : 31.08.2022

Dt
]

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 Q_‘:s

CERTIFICATE OF ANALYSIS

CEPTHDPUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND|A
Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramusculayfie@ti6#dy30ama/ml
Hpoaykr: Keropon™ (keToponak) pacTeop s BHYTPMBEHHOIO W BHYTPUMbILLEHHOrO BBeACHHS, 30 Mr/mr
Batch No / : V220510 Batch Quantity / : 272727ampules /
Cepus Neo O61bem cepuu 272727 amnya
Analytical Report No / : 890001610116 Date of Analysis / : 31.08.2022
AHaanTu4yeckmnii oruet No Hdara ananuza
Date of Manufacture / : JULY.2022 Date of Expiry / : JUN.2025
JlaTa npousBoacTRa I'onen no
Analysis performed according ND / Auanns nposeaen mo HJI: JII1-001365-170222

Paged4of4/Crp. 4 n3 4

13 Packaging / Ynakoska

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. /

ITo 1 wMn B amnoyisl w3
CBETO3aIIUTHOTO CTeKJ1a
xopuyHesoro kiuacca I (USP). B
BEPXHEH 4aCTU aMITyJbl HaHECEHbI
KONBbUO M TO4YKa Ang pasioma. Ha
amIyJsry HaKJIE€UBalOT STHKETKY.

Ilo 10 amnyn ¢ uUHCTpykuMei Mo
NPUMEHEHUIO NOMELIAIOT
B [IBX/anmomunuersii 6nuctep.

ITo 1 6nucTepy B Na4Ky 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. /

flo 1 wMng B amMnyas u3
CBETO3aIUTHOIO CTEKJIa KOPHYHEBOrO
A4 TEMHO-KOPWYHEBOTO  LiBETa
knacca I (USP). B repxueit yactu
amMnynbl HaHEeCeHbl KONBLLO M TOYKa
JJis paznoma. Ha amMnyny HakieusaioT
ITHKETKY.

ITo 10 ammyn c HHCTpyKIued 1o
NPUMEHEHHIO MOMEIIAI0T
B [IBX/antoMuHueBbIH OnUCTEp.

ITo 1 6aucTepy B Mauky KapTOHHYIO;
Ui cTauMoHapoB: no 2, 3, 5
6J11CTEPOB B NAYKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBerctuu ¢ HJI.

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3aiuiueHHOM
OT CBETa MECTE NPHU TemIepatype He Bbilue 25 °C. He 3aMopaxkuBars.

16 Shelf-life / Cpox roanoctn

3 years. / 3 rona.

Remarks : The Product confirms to ND/
ITpumeyanue: IIponykT cootBercTiyet TpeGosanuam HJI

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Jlata:31.08.2022

Hata: 31.08.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Ankit (\A [Ipoeepeno: Pardeep Kumar | Ono6peno: Menemiep / Pykosonurens
- Om Prakash  \. 0
=X A WYV —
Reprint Date / Reprint Date / Reprint Date /

Hara : 31.08.2022

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: L85195AP1984PLC004507
www.drreddys.com




