C

ERTIFICATE OF ANALYSIS

Dr.Reddy’s Q':'

CEPTH®UKAT AHAJIHU3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
ViII Khol, Nalagarh Road, Baddi,

Product : /

Ketorol (Ketorolac) solution for intravenous and intramuscular i 1n joc

LL{I?)%‘]HBBm ,?"TJS‘T\iUlA

0%% SEHEME 30 Mr/mn

IpoaykT: Ketopon” (keToposiak) pacTBOp [l BHYTPHBEHHOIO U BHyTpuMp_mJ__t;}a

Batch No / : V220196 Batch Quantity/  : bf@é(’)gﬁ ampules /
Cepns Ne O0bem cepHu 209090 amityn
Analytical Report No / : 890001583687 Date of Analysis / : 31.03.2022
ApannTHYeCKHi oTueT Ne JlaTa ananausa

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
JlaTa npoM3BOACTBA T'open oo

Analysis performed according ND / AHa/IH3 NpOBe/ieH MO HJI; JIT1-001365-170222

Page 10f4/Crp. 1u3 4

1}? Test / [TokazaTenn Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanue Clear _ colorless  solution. / | Clear colorless to pale yellow solution.
T1po3pauHsblii 6eCLIBETHBIH PaCTBOP. / TlpospauHblii OeCUBETHBIH HIIH
CBETIIO-KEJThIH pacTBop.

2 Identification / The retention times of the main | The retention times of the main peaks
IToAJIMHHOCTD 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) / Bpemena | (Assay section) / Bpemena
yIepKUBAHUA OCHOBHBIX NMHKOB HA | YHCPXKMBAaHHMS OCHOBHBIX ITMKOB Ha
XpoMaTorpamMme HCTIBITYEMOTO | XpOMaTOrpamme HCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BPEMEHAM | DAcTBOpa JOJDKHBI COOTBETCTBOBATH
yIepXHUBAHMS OCHOBHBIX NMHKOB HA | BPEMEHAM YIEPXMBaHUA OCHOBHBIX
XpOMaTorpamMmMe CTaHOAPTHOIO | IHKOB Ha XpoMaTorpamMMe
pacTBopa KeTopoJiaka TPOMETAaMHHa | CTaHAAapTHOro pacTBOpa KETOpOJaka
7} HarnpokceHa (pasmen | TpoMmeTamHHa M HampokceHa (pasnen

«KOoJIMUECTBEHHOE OTIPEMETIEHHE) «KONHYECTBEHHOE OTIPE/IETIEHHEN)

3 Clarity / Ilpo3pa4uHocTb Complies / COOTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecieHuys
npenapara He JOJDKHa MPEBBILIATE
OMANIECLICHIIMIO YTANIOHA cpaBHEHHUA .

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

He 6onee 0,20 npH 1JIMHE BOJTHBL
430 HM.
5 pH 7.30 From 6.9 to 7.9./ 01 6,9 10 7,9.

Remarks : The Product confirms to ND/

ITpumeuanye: [1poiyKT COOTBETCTBYET tpebosauusam HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoaroroeneno: Naresh IIpoeepeno: Himesh Kumar | OnoGpeHo: Menemxkep / PykoBoanTeb
&)

Kumar C . Pavan Kumar Sharma L )

M, M Joa—"7>

- < \ /

/Jf/

Reprint Date / Reprint Date / Reprint Date /
Hara: 30.03.2022 JHara: 30.03.2022 JMara: 30.03.2022

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: L85195AP1984PLCC04507
www.drreddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.,
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular 1%‘5&1&?@”3@ mg/mE0>, INDIA
IpoaykT: Ketopon" (keToponak) pacTBop [uisl BHYTPHBEHHOIO H BHYTpuMfilietiord sl 30 mr/mn

Batch No / : V220196 Batch Quantity / "t F9068 Empules /
Cepus Ne O0BeM cepun 209090 ammysn
Analytical Report No / : 890001583687 Date of Analysis / : 31.03.2022
Anajgurudeckuii oruer Ne JlaTa anajanza

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025

JlaTa npon3BoacTBA I'onen o

Analysis performed according ND / Avanu3 nposexen mo HJI: JI[1-001365-170222

Page 2 of 4/ Crp. 2 n3 4

6 Particulate matter / MexaHH4YeCKHE BK/IIOYEHHUSA

6A Visible particles /
BuauMmelie 4acTHLIBI

Complies / CooTBETCTBYET

Should correspond to requirements. /
B cOOTBETCTBUM ¢ TPEGOBAHUAMHU.

6B Invisible particles /
HeBuaiMble 4aCTHIIBL:

i. Particles> 10 pm / 153 not more than 6000 per ampoule /
YacTul pazMepoM > He 6onee 6000 Ha ammyny;
10 Mxm
il. particles > 25 pm/ 03 not more than 600 per ampoule /
YaCTHLl Pa3MEPOM > He 6onee 600 Ha amnyny.
25 MKM
7 Related substances / PoacTBeHHbBIE NpHMecH
Impurity A / IIpumecs A 0.14 % not more than 0.20 % / He Gousee
0,20 %;
Impurity B / TTpumecs B Ll Ry S S not more than 0.50 % / e Gonee
0,50 %;
: Below LOQ (LOQ = 0.033 %) / Hike
Impurity C / Hpumecs C Hpe/ieNa KOMAHECTREHHOD ONPENeeHNA not more than 0.50% / He Ooinee
(TIKO = 0.033 %) 0,50 %;
Impurity D / Ilpumecs D Below LOD (LOD = 0.014 %) / Huske not more than 0.20 % / He Gonee

npenena obuapyxenus (I10 = 0.014 %)

0,20 %.

Any unspecified impurity / 0.09 % Not more than 0.20 % / He 6onee
Enunnynas HeuaeHTUGUUM- 0,20 %.
pOBaHHas MPUMEChH
Total impurities / Cymma 0.22 % Not more than 1.50 % / He 6onee
npuMeceit 1,50 %.

8 Extractable volume / 1.1ml/ 1.1 mn Not less than label claim (1.0 mL) /

H3BaekaemMblii 00LeM

He meHee HomuaanbsHOTO (1,0 M)

Remarks : The Product confirms to ND/
[Tpumeuanue: IIpoaykt cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akmwuenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Naresh [Tpoeepeno: Himesh Kumar Onob6peno: Menemxep / PykoBoauTens
Kumar —.. | Pavan Kumar Sharma )

J“"'/.: =
Reprint Date / Reprint Date / Reprint Date /
Jara: 30.03.2022 Jara: 30.03.2022 Jara: 30.03.2022

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
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Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIN3ZA

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

Product : /

Ketorol (Ketorolac) solution for intravenous and intramuscular 1%?}&&183@”3@%&7&1?05 INDIA

TIpoayKT: Kertopon” (keToponak) pacTBop Ui BHYTPHBEHHOro 1 BHyTpuMbAlietitor 8 #iezeifita030 mr/ma
Batch No / : V220196 Batch Quantity / © " 00 359088 Ampules /
Cepus Ne O6beM cepuu 209090 amnyn
Analytical Report No / : 890001583687 Date of Analysis / : 31.03.2022
AnaauTuiecKuii otuer No Jara anaiuza
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
JlaTa npon3BoJaCTBA T'ogen o

Analysis performed according ND / Anann3 nposegen no HJI: JINT-001365-170222

Page 3 of 4/ Ctp. 313 4

9 Bacterial endotoxins /
BakrepuajabHblie
3HAOTOKCHHbI

<=0.725 EU/mg /
<=0.725 ED/Mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 EQ/mr
KETOpOJIaka TPOMETaMHHa.

10 Sterility (every 15th batch) /
CTepuabHOCTD (4J18 KaK10it
15-oii cepun)

Sterile / CrepuneH

Must be sterile. / Jlomken ObITh

CTEPpUIIEHBIM.

11 Assay / KonnuecTBeHHOE 29.66 mg / 29.66 mr From 270mg to 33.0mg of
omnpejesieHUe CisHi3sNO;- C4H 11 NO3 (ketorolac
tromethamine) per 1 mL./ Ot 27,0 Mmr
0 33,0 Mr C15H13N03‘ C4H11NO3
(keToponaka TpOMETaMuH) B 1 MII.
12 Alcohol content / Itanosa 11.61 % From 10.60 % to 12.60 %. /
Ot 10,60 % nmo 12,60 %.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykt cooTseTcTBYET TpeboBanusam H/JJ 3axmovyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotoeneno: Naresh ITposepeno: Himesh Kumar | Opo6peno: Menemxep / chono;uwenb
Kumar Pavan Kumar Sharma /
& o o
< g /
=
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.03.2022 Jara: 30.03.2022 Jara: 30.03.2022

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: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
ViII Khal, Nalagarh Road, Baddi,

Product : /

Ketorol (Ketorolac) solution for intravenous and intramuscular i 1% ctlgl ) (ghS%[I]%l 5

Drstt oumrl U.’) TNDTA

| ITpoaykr: Keropon™ (keroponak) pacTop Ui BHYTPUBEHHOTO M BHYTPHMBIUEHHOTO BBCACHHA, 30 mr/mn
Batch No / : V220196 Batch Quantity / 0 %389% ampules / |
Cepus Ne O0neM cepuH 209090 amnyn
Analytical Report No / : 890001583687 Date of Analysis / : 31.03.2022
AHaanTHYeckuil oTuet Ne JlaTa aHaM3a

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025

JlaTta mpon3BOACTBA T'ogen o

Analysis performed according ND / Anamus nposegen mo H/I: JI[1-001365-170222

Page4 of 4/ Ctp. 413 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. /

Ilo 1 ™Mi B aMnoyasl U3
CBETO3aILUTHOTO cTeKIa
kopuuHeBoro kmacca I (USP). B
BepxHell YacTH aMIyjibl HaHECEHBI
KOJIBIIO M TOYKa AN pasiaoma. Ha
aMITyJTy HaKJIEUBAIOT STHKETKY.

[To 10 ammyn ¢ MHCTpYKUHEH IO
PUMEHEHHUIO MOMenarT
B IIBX/aroMUHHAEBBIH OIHCTED.

ITo 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
leaflet 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 wMn B aMOyis  u3
CBETO3ALIMTHOTO CTEKIa KOPUYHEBOTO
Wil TeMHO-KOPHYHEBOTO  IIBETA
knacca I (USP). B BepxHel yacTu
aMITyJTbl HaHEeCeHbl KOJBLO M TOYKA
115t paznoMa. Ha amImyny HakienBaroT
STHKETKY.

I[lo 10 amMnyn ¢ HHCTpYKLIMEH IO
NPUMEHEHHIO TIOMELIA0T
B [IBX/a1toMUHMEBBIH G1UCTep.

ITo 1 bnucTepy B Mayky KapTOHHYIO;
I cTadoHapos: mo 2, 3, 5
6aMCTEPOB B MAYKY KapTOHHYIO.

14 Labelling / MapkupoBKa

According to ND / B coorercteun ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B samumenHoM
OT CBETa MecTe NpH TemIeparype He Bolle 25 °C. He 3aMopaxuBath.

16 Shelf-life / Cpok rognocTu

3 years. / 3 rona.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: ITpoaykt cooreercrayer Tpeboanuam HJ| 3akarouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotoenexo: Naresh IIpoeepeno: Himesh Kumar | Ono6peno: Menemxkep / Pyuoso,urreﬂb
Kumar @ L’J,/”’/; Pavan Kumar Sharma /7 ]
Reprint Date / Reprint Date / Reprint Date /

Jara: 30.03.2022 Jara: 30.03.2022 Jara: 30.03.2022

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



