Dr.Reddy’s Q_?‘

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTH'?ICATF OF ANAL YSIS Distt. Solan, H.P., 173 205, INDIA
CEPTUOHKAT AHATH3A Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular #jé¢fER6 30 48 ml
Ilpopykr: Kertopon” (kxeroposnak) pacTop A BHYTPHBEHHOIO W BHYTPHMBILIEHHOTO BRCACHHA, 30 mr/mn
Batch No / : V220219 Batch Quantity / : 209090ampules /
Cepus Ne O0bem cepHH 209090 amnyan
Analytical Report No / : 890001588073 Date of Analysis / : 25.04.2022
AHaINTHYECKHI oTHeT Ne Jarta ananm3a
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
JlaTa mpoH3BOACTBA T'onen g0
Analysis performed according ND / Ananns nposeaen no HJL: JI1-001365-170222

Page 1 of4/Crp.1u34

1;.? Test / [ToxazaTenn Results / Pe3yabpTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.
[Mpo3pauHblii OecLIBETHEIH pacTBOD. /  TIpospausblif OeCUBETHBIA WIH
CBETNIO-KETHIH pacTBoOp.

2 Identification / The retention times of the main | The retention times of the main peaks
IMoaMHHOCTD 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) / BpemeHna
yJIepXHBaHWUs OCHOBHBIX MHKOB HA | YAEPXHBAHMA OCHOBHBIX TIMKOB Ha
XpoMarorpamme HCTILITYEMOTO | XpOMarorpamme MCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BPEMEHaM | pacTBOpa JOJDKHBEI COOTBETCTBOBATE
yIEPXUBAHKUS OCHOBHBIX NMUKOB HA | BpEMEHaM YIEPXUBAHUA OCHOBHBIX
XpOMATOrpaMme CTaHJApTHOTO | MHKOB Ha XpoMaTorpamMMe
pacTBOpa KETOpOJIaka TPOMETaMHHA | CTaHAAPTHOTO PacTBOpa KETOpoiaka
7 HampoKceHa (pasnen | TpoMeTaMMHa W HampokceHa (paszen

«Konu4yecTBeHHOE OMpesieTeHUe») «KonuyecTBeHHOE OTPEAETICHHEY)

3 Clarity / IIpo3paunocth Complies / CoOTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecneHuusa
npenapara He AOJDKHA NPEBbIIATh
OManecUEHIIMIO 3TATIOHa cpaBHenus L.

4 Color / IlBeTHOCTDH 0.03 Not more than 0.20 at 430 nm. /

He 60osnee 0,20 npH AIKHE BONHEI
430 uMm.
5 pH 7.32 From69t07.9./0T169 1079.

Remarks : The Product confirms to ND/
Ipumeuanue: [Tponykt cooteTcTBYeT TpebosanusM HIL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
TMoarorosneHo: Ankit

Checked by /
[posepeno: Pardeep Kumar

g

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBoauTenb
Pavan Kumar Sharma - ___—

-

=

Reprint Date /
Jlarta: 25.04.2022

Reprint Date /
Jara: 25.04.2022

Reprint Date /
JHara: 25.04.2022

Registered Officc: 3 2 327, Road Mo. 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
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

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

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

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular‘i’fﬁ&ti?dﬁﬁ}iﬁﬂfﬁ@ml

Iipoaykr: Keropon" (ketoponak) pacTBop JJIA BHYTPHBEHHOIO ¥ BHYTPHMBILLIEYHOTO BECACHHA, 30 mr/mn
Batch No / : V220219 Batch Quantity / + 209090ampules /
Cepusi Ne O6beMm cepiu 209090 amnysn
Analytical Report No / : 890001588073 Date of Analysis / : 25.04.2022
AHAJIHNTHYCCKHH oTueT No JaTa anannza

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

Jara npoussoacTsa Topen 10

Analysis performed according ND / Anaans nposenen mo HJI: JI[1-001365-170222
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6 Particulate matter / Mexannueckue BKJIIOUeHHS
6A Visible particles / Complies / CoOTBETCTBYET Should correspond to requirements. /
BuuMble 4acTHLIbI B cooTBeTCTBHU C TpeOOBAHUAMMU.
6B Invisible particles /
HeBnaumble 4aCTHIIBL:
i. Particles> 10 pm/ 12 not more than 6000 per ampoule /
YacTull pasMepoM > He 6osee 6000 Ha ammyiLy;
10 MM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
JacTHll pa3sMepoOM > He 6onee 600 Ha ammyJy.
25 MKM
7 Related substances / PoncTeeHnble npumecH
Impurity A / IIpumecs A 0.15% not more than 0.20 % / He Ooiee
0,20 %;
Impurity B / TIpumecs B Not detected / He 0BHapyxkeua not more than 0.50% / ue Gomee
0,50 %;
; Less than LOQ (LOQ = 0.033 %) / Huxe
Impurity C / ITpumecs C NpEJIena KOTHYCCTBEHHONO ONIpEENEHi not more than 0.50 % / He OGomnee
(TIKO = 0.033 %) 0,50 %;
Impurity D / IIpuMecs D Below LOD (LOD = 0.014 %) / Hke not more than 0.20% / He OGosee
npezena o6Hapyxenus (10 = 0.014 %) 0,20 %.
Any unspecified impurity / 0.12 % Not more than 0.20 % / He Gonee
Enunnynas HenaeHTUULIY- 0,20 %.
poBaHHas IPUMECH
Total impurities / Cymma 0.28% 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) /
H3BiexaeMblii 00beM He menee HomuHansHoro (1,0 mi)

Remarks : The Product confirms to ND/

T[pumeuanue: [IpoaykT cooTsercTByeT TpeboBanuam HJ

Conclusion : APPROVED /
Zakawuenne: OJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Ankit [Mposepeno: Pardeep Kumar Onobpeno: Menemkep / Pykosoautens
W - -
(}, ; A = Pavan Kumar Sharma o —
Reprint Date / Reprint Date / Reprint Date /
Hara: 25.04.2022 Jlara: 25.04.2022 Jara: 25.04.2022

Reglstered Office: 8-2-337, Ruad Nu. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLLC0O04507
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Dr.Reddy’s Qj':‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®UKAT AHAJIM3A

Tel : +91 98166 56001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular ThyeeHoRs 30 BE/ml

IIpogykr: Keropon" (keToponak) pacTBop Ul BHYTPHBEHHOTO Y BHYTPHMBILIEYHOTO BBCACHH, 30 mr/mn
Batch No / 1 V220219 Batch Quantity / : 209090ampules /
Cepus Ne O0bem cepun 209090 ammyn
Analytical Report No / : 890001588073 Date of Analysis / 1 25.04.2022
AnanuTHyeckuii oTuer Ne JlaTra anaau3a

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

JaTa mpou3BoacTBa T'open no

Analysis performed according ND / Ananns nposeaen no HJL: JI[1-001365-170222

Page3 of4/Crp.3n3 4

9 Bacterial endotoxins /
bakrepnanbHble
3HAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 E3/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 ED/Mr
KeTopoJiaka TpOMETaMHIHa.

10 Sterility (every 15th batch) /

Complies / CrepuiicH

Must be sterile. / [lomkeH ObITh

CTepuJIbHOCTD (JIS1 KAXKROH CTEPWIbLHBIM.
15-0ii cepuu)
11 Assay / KosnuecTBeHHOE 29.70 mg / 29.70 mr From 270mg to 33.0mg of
onpenescHue C15Hi3sNOj CsH11NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
(el 33,0 Mr C15H13N03'C4H11N03
(keTopoyiaka TpOMETaMHH) B 1 MIL
12 Alcohol content / ITanon 11.78 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IMpumeuanue: [IpoaykT cooTeTcTBYET TpeboBanuam HJT

3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Toaroroeneno: Ankit [MTpoeepeHo: Pardeep Kumar Ono6peno: Menemxkep / Pymsomwenb
/A Pavan Kumar Sharma - = e
C A Qf——: ! g~
e
Reprint Date / Reprint Date / Reprint Date / k

Jlara: 25.04.2022

Jara: 25.04.2022

Jlara: 25.04.2022

Registerad Offica: 3-2-337, Rnad Na 3, Ranjara Hills, Hyderabad - 500034, Telangana India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CEPTHOUKAT AHAJTH3A Tel : +91 98166 56001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular 1] SHORE T30 HE/ml

AHanuTadecknil oryeT No

IpoaykT: Ketopon" (keToponak) pacTsop Aiisi BHYTPHBEHHOIO ¥ BHYTPHMBILICIHOTO BBCICHHUA, 30 mr/mn
Batch No / : V220219 Batch Quantity / : 209090ampules /
Cepus Ne Oo0Bem cepun 209090 amiyi
Analytical Report No / : 890001588073 Date of Analysis / : 25.04.2022

Jara ananusa

Hara NpoOH3BO/JACTBA

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

Topen mo

Analysis performed according ND / Anau3s nposeaen mo HJL: JIT1-001365-170222
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13 Packaging / YnakoBka

1 mL in class I light-shielding amber | 1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP).
and point in the upper part of | A cutring and point in the upper part
ampoule. A label is attached to | of ampoule. A label is attached to

ampoule. ampoule.

10 ampoules and a patient | 10 ampoules and a patient information
information leaflet in a | leaflet in a PVC/aluminum blister.
PVC/aluminum blister. 1 blisters in a carton pack;

1 blisters in a carton pack. / For in-patient facilities: 2, 3, 5 blisters
Mo 1 M1 B ammyasl u3 | ina carton pack./

CBETO3ALUTHOTO crekma | ITo 1 wMn B  aMmynasl U3

xopuuHesoro kiacca I (USP). B | cBeTO3alIMTHOTrO CTEKIIA KOPUIHEBOTO
BEpXHEW 4aCTH aMIyJibl HAaHECeHbl | WIM  TEMHO-KOPHYHEBOTO  IIBETa
KOJNBLO ¥ Touka ana pasnoma. Ha | xiacca I (USP). B BepxHel 4HacTu

amIyny HaKJIEMBalOT STHKETKY. aMIIyJibl HaHECEeHbl KOJNbHO U TOYKA
[Io 10 ammyn ¢ MHCTpykuUWe# no | maug pasnoma. Ha aMImyny HaKI€UBaioT
NPUMEHEHUIO MOMELIAIOT | 3TUKETKY.

B [IBX/anroMHHUEBbIH OHCTED. [To 10 ammyn ¢ HHCTPYKLHMEH II0
ITo 1 6nucTepy B MaYKy KapTOHHYIO. | TPHMEHEHUIO TOMEMIAI0T

B TIBX/anmioMuHMeBbIi O1UCTED.

ITo 1 6muicTepy B Ma4Ky KapTOHHYIO;
mis  cranmonapos: mo 2, 3, 5
6JIMCTEPOB B MAUKy KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootserctBuu ¢ HJI.

15 Storage conditions /
XpaneHnue

In a place protected from light below 25 °C. Do not freeze. / B 3aiuiesHoM
OT CBETa MecTe MpH TeMIeparype He Bie 25 °C. He 3aMOpaXXUBaTh.

16 Shelf-life / Cpok roanocTn

3 years. / 3 roga.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

[Tpumeuanue: IIpoRYKT COOTBETCTBYET TpeOOBAHUAM HJ, 3akaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneno: Ankit IMposepeno: Pardeep Kumar Onobpeno: Menemkep / Pykosonuteiib
77 Pavan Kumar Sharma |, _—~ —
( L ~ =
Reprint Date / Reprint Date / Reprint Date /
Jara: 25.04.2022 Jara: 25.04.2022 Jlara: 25.04.2022
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