Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIN3A
www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mpoaykr: Kertopon" (keToponak) pacTBop /s BHYTPUBEHHOTO M BHYTPHMBILLIEYHOTO BBEACHHUS, 30 MI/MIT
Batch No / : V211017 Batch Quantity / : 2,09,090 ampules /
Cepns Ne Ob1em cepun 2,09,090 ammyn
Analytical Report No / : 890001546860 Date of Analysis / ¢ 20.09.2021
AHaTIMTHYECKHH oTYeT No Harta ananusza
Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024
Jara npousBoacTBa T'osen g0
Analysis performed according ND / Ananus nposexen mo HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)
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Ipo3paynslii, GecLBETHBII pacTBOp.

1;00 Test / IlokazaTenn Results / PesyabTaThl Specification / Hopma
1 Description / Onucauue Clear colorless solution. /| Clear, colorless to pale yellow

solution. / [Ipo3pauHsiii, 6ecLBETHBIH
MIIY CBETJIO-KEJITHIH pacTBOp.

2 Identification /
[oamuHOCTD

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen
reference standards solution (Assay
section) / BpemeHa ynepxuBaHus
OCHOBHBIX TTMKOB Ha
XpOMaTorpamme UCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEeMEHaM
YAEpXKHBaHUA OCHOBHBIX IMHKOB Ha
XpoMarorpamme pacTBopa
CTaHIAapPTHBIX 00pa3LoB KeTopoiaka
TpoMeTaMUHa i HalpoKceHa (paszien
«KoJIMUeCTBEHHOE OMpefieNieHHEY)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen reference
standards solution (Assay section) /
BpeMeHa ynepKHUBaHHS OCHOBHBIX
MTUKOB Ha XpoMaTtorpamme
KCIIBITYEMOTO ~ PacTBOpa  JOJDKHEI
COOTBETCTBOBATb BpeMeHam
YIOEpXHBaHHUS OCHOBHBIX IIMKOB Ha
Xpomarorpamme pacTtBopa
CTaHJApTHBIX OOPa3LOB KEeTOpoJaka
TPOMETaMMHa M HalpoKceHa (pasmen
«KonuecTBeHHOE OMpe/ieieHHEN)

3 Clarity / Ilpospaunocts

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / Onanecuenuus
npenapara He [oJDKHa MPEBbIIIaTh
OnaJjieCLUEHLHIO STATOHA cpaBHeHuUs I.

4 Color / IlBeTHOCTD 0.043 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu AnuHe BOJIHBI
430 a™m

5 pH 7.32 Between 6.9 and 7.9/6,9 - 7,9

Remarks : The Product confirms to ND/
[Tpumeuanue: IlpoaykT cooTBeTcTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3akmouenue: OJIOGPEHO

Hara: 21.09.2021

Hata: 21.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroTosneHo; Ramak\a;ﬁ Tlposepeno: Himesh Kumar | Ono6peno: Menemxep / Pykosoaurens
| — Manoj Kumar ,
%\g,\,&\ / — : J @éﬁé,
Reprint Date / Print Date / Print Date /

JHara: 21.09.2021

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
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CEPTHOUKAT AHAJIM3A
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| Hpopykr: Keropon® (keToposiak) pacTBOp AJisi BHYTPUBEHHOTO W BHYTPHMBILLEYHOrO BBEAEHMUS, 30 Mr/mii
Batch No / : V211017 Batch Quantity / : 2,09,090 ampules /
Cepns Ne O6bem cepun 2,09,090 amnyn
Analytical Report No / : 890001546860 Date of Analysis / : 20.09.2021
AHanuTHYecKkHi oTueT No JlaTa avaau3sa

Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024

JlaTa mpoM3BOACTBA Fonen fno

Analysis performed according ND / Auanu3s nposexen mo HJ/I: JITI-001365-231118 (amend Ne 1 from
14.01.2020 /mu3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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6 Particulate matter / MexaHuueckHe BKJIIOYEHHUS
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements /
BunuMble 4acTHLIBI B co0TBETCTBHH C TpeOOBaHUSIMH
6B Invisible particles /
HeBuaumsie yacTULILL:
i. Particles> 10 pm/ 81 Not more than 6000 per ampoule /
YacTuupl pasMepoMm > He 6onee 6000 na ammyny;
10 MxM
ii. Particles > 25 pm/ 3 Not more than 600 per ampoule /
YacTuupl pasmMepom > He 6onee 600 Ha ammyiny.
25 MKM
7 Related substances / PogcTBeHHble NpHMeECH
Impurity A / [Tpumecs A 0.16% Not more than 0.20 % / He 6onee
0,20 %
Impurity B / [Ipumecs B BDL (Disregard area 1780) Not more than 0.50 % / He 6onee
0,50 %
Impurity C / ITpumecs C Less than LOQ (0.033%) Not more than 0.50 % / He 6onee
' 0,50 %
Impurity D / [Tpumecs D Not more than 0.20 % / He Gonee
BDL (Disregard area 1780) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnnHuYHAs HEUNEHTUDHULIU- 0.08% 0,20 %
poBaHHas IPUMEChH
Total impurities / Cymma 0.34% Not more than 1.50 % / He Gonee
npumeceit 1,50 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [TpoaykT coorBeTcTBYET TpeboBanusM HJI 3aknouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Ramakant IMposepeno: Himesh Kumar | Ono6peno: Menemxkep / PykoBoanTtens
T-~ Manoj Kumar feLLL
Reprint Date / Print Date / Print Date /
Hara: 21.09.2021 Hara: 21.09.2021 Jara: 21.09.2021

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




Dr. Reddy's Laboratories Ltd.

Qe
DI’. Red dy,s q.... Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd,i,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTUOPHKAT AHAJIU3A Tel : +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 50 mg/ml
NpoaykT: Keropon" (keToposak) pacTBop Ajisi BHYTPUBEHHOrO U BHYTPUMBILIEYHOIO BBEAEHHUS, 30 mr/mit
Batch No / : V211017 Batch Quantity / : 2,09,090 ampules /
Cepus Ne Oo0Bem cepun 2,09,090 ammnyn
Analytical Report No / : 890001546860 Date of Analysis / : 20.09.2021
|AnanuTidecknii oryer Ne Jlara anaausza
Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024
Jara nponsBoacTea I'oxen oo
Analysis performed according ND / Anann3 nposenen no HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)

Page3 of 4/ Crp.3uz 4

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3BnekaeMblii 00eM He menee HomunanbHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepnaibHbie <=0.725E3/Mr tromethamine / He 6onee 5,8 ED/mr
IHAOTOKCHHBI KeTOopoJiaka TPOMEeTaMHHA

10 Sterility / CTepunbHOCTB Complies / Crepunex Should be sterile / Crepunen

11 Assay / KonnyecTBeHHoe onpeaeneHue
a) Ketorolac tromethamine / 30.43 mg/30.43 mMr From 270mg to 33.0mg of
Keroponaka TpoMeTaMuH CisHi3NO3-C4H; 1NOs (ketorolac
tromethamine) per 1 mL / Ot 27,0 mr
a0 33,0 MI" C15H13N03'C4H11NO3
(xeToponaxa TpOMeTaMHH) B 1 M1
b) Sodium chloride / Hatpua 4.34 mg/ml / 4.34 Mr/Mn Between 4.2 mg/mL and 4.5 mg/mL /
XJIOpUA Ot 4,2 mMr/mi o 4,5 Mr/mn
12 Alcohol content / TaHo 11.79 % Between 10.60 % and 12.60 % /
Ot 10,60 % mo 12,60 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeyanue: IlponaykT cootrBercTBYeT Tpebopanusm HJT 3akmwuenne: QJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Togroroenexo: Ramakant IIporepeno: Himesh Kumar | OpobpeHo: Menemxkep / PykosoauTenb

@j}- c;J—/FL Manoj Kumar W’,

« L

Reprint Date / Print Date / Print Date /
Hata: 21.09.2021 Hara: 21.09.2021 Hara: 21.09.2021

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‘:’

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

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 Y¥8cHEESI¥HRB/ml

ITpoaykT: Ketopon" (ketoponak) pacTBOp Ajisi BHYTPUBEHHOTO ¥ BHYTPUMBbILIEHHOTO BBEACHHUS, 30 Mr/mn
Batch No / : V211017 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O0BeM cepun 2,09,090 amnyn
Analytical Report No / : 890001546860 Date of Analysis / : 20.09.2021
AHaTuTHYeCKHil oTyeT Ne Jara ananuza

Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024

JaTa npon3BoACTBA T'open no

Analysis performed according ND / Ananus nposenen mo HJI: JITI-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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13 Packaging / YnakoBka 1 mL in class I amber glass ampoules | 1 mL in class [ amber glass ampoules
(USP). A cut ring and point in the | (USP). A cut ring and point in the
upper part of ampoule. A label is | upper part of ampoule. A label is
attached to ampoule. attached to 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
m in a carton pack.
ITo 1 Mo B amMmynsl M3 TEMHOTO
crewna kxnacca 1 (USP). B Bepxuedi | Ilo 1 M1 B aMmynsl M3 TEMHOTO CTEKJIA
YacTU aMIyJdbl HaHeceHHl koybo U | Kkinacca I (USP). B BepxHeit uactu
TOYKa Jyisi pasnoma. Ha amnyny | ammynbl HaHeCEHBHI KOABLO M TOYKA
HaKJIEMBAIOT STHKETKY. [0t paziioMa. Ha aMITyny HakJIeHBaroT
Ilo 10 amMmyn ¢ MHCTpyKOMEd IO | 3THKETKY.
NPUMEHEHHIO nomemaor | Ilo 10 ammyn ¢ HWHCTpyKuMed mno
B [IBX/anmoMuHmeBsIil GucTep. TIPUMEHEHHIO MIOMEIIAI0T
[To 1 6nuctepy B nauky kapToHHylo. | B I[IBX/amomMuHneBBIN OucTEp.
ITo 1 6nucTepy B MavKy KapTOHHYIO;
L1 cTaupoHapoB: mno 2, 3, 5
6IMCTEPOB B Ta4YKy KapPTOHHYIO.

14 Labelling / MapxkupoBka According to ND / B cootBetcTBuu ¢ HJI.

15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuiieHHOM

XpaHeHuHe OT CBETa MecTe Npu TemnepaTtype He Boie 25 °C. He 3aMopaxuBaTh.

16 Shelf-life / Cpok rognocT 3 years / 3 rona.

Remarks : The Product confirms to ND/
IMpumeuanue: ITpoaykr cooTreTcTBYET TpeboBanmam HJJ

Conclusion : APPROVED /
3axkarouenne: OJJOBPEHO

Prepared by /
l'lomomanex@ Ramakant

W
W

Checked by /
IIpoBepeno: Himesh Kumar

.
.

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBonuteib
T Manoj Kumar }

Reprint Date /
Hara: 21.09.2021

Print Date /
Jara: 21.09.2021

Print Date /
Jara: 21.09.2021
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