Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUHOUKAT AHAJIM3A

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 intran]uscul‘ﬁ’lvvﬂ‘{j%rﬁgﬂx;c"56”311g/1n1

IIpoaykr: Keropon" (keToponak) pacTBop 1Jisi BHYTPMBEHHONO M BHYTPHUMbILIEHHOrO BBEAEHHS, 30 Mr/Mit
Batch No / 1 V220575 Batch Quantity / : 272727 ampules /
Cepus Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001612419 Date of Analysis / : 31.08.2022
ABaauTuyeckuii oTyet Ne Hdara anau3za

Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2025

JaTta npousBojacrea Togen no

Analysis performed according ND / Ananu3 nposexen no HJI: JI[1-001365-170222

Page 1 of 4/ Crp. 1 uz 4

/
[Tpo3payneiit CBETIO-XKENThIi

pacTBop.

1;.? Test / [lokazaTesib Results / PesyabTaTh! Specification / Hopma
1 Description / Onucanne Clear light yellow solution. Clear colorless to pale yellow solution.

/ Tlpo3payHblii OGecUBETHBIA WK
CBETJIO-JKENTBIN pacTBOp.

2 Identification /
IMopIMHHOCTEL

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
YOEPKUBAHUS OCHOBHBIX MMKOB Ha
XpoMarorpaMMe UCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM
YAEPXKUBAHUS OCHOBHBIX TMKOB Ha
XpoMaTorpamme CTaHIapTHOTO
pacTBOpa KeTopoJylaka TPOMETaMHHa
U HanpokceHa (paznmen
«KoNMuecTBEHHOE ONpe/IeNieHUE»)

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) / Bpemena
YOEPXKUBAHUSA OCHOBHBIX NHUKOB Ha
Xpomarorpamme UCTIBITYEMOTO
pacTBOopa IOJDKHBI COOTBETCTBOBATH
BpeMeHaM YyIep)KHBaHHA OCHOBHBIX
MHUKOB Ha XpomaTtorpaMme
CTaHNApPTHOTO pacTBOpa KeTopoaka
TpOMETaMMHa M HampoKceHa {pasnen
«KonuuecTBEHHOE ONMpeAeieHHE)

3 Clarity / ITpo3paudocTs

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
Tnpenapara He JOMKHA NPeBbIIIaTh
ONIAIECLICHLIMIO 3TANOHA CpaBHEeHHs L.

4 Color / IBeTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu JutMHe BOJHLI
430 uM.

5 pH 7.37 From 6.9t07.9./016,9 mo 7,9.

Remarks : The Product confirms to ND/
ITpumeuanue: IlpogykT cooTBetcTBYeT TpeGoBaHuaM HJI

Conclusion : APPROVED /
3akawuyenne: OJJOPEHO

Prepared by /

IMToarorosneno: Ankit /A
L//

Checked by /
IIpoeepeno: Pardeep Kumar

=

—

Approved by: Manager/Executive /
OnobpeHo: Menenkep / PykoBonurens
Om Prakash &

P =

o

Reprint Date /
Jata: 31.08.2022

Reprint Date /
Hara: 31.08.2022

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: L85195AP1984PLC0O04507
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CERTIFICATE OF ANALYSIS

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

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

CEPTUO®UKAT AHAJIU3A  1q). 491 98166 56001-02

‘ Product : / Ketorol (Ketorolac) solution for intravenous and intreﬁ;scuPﬂMj@HﬁSﬂgf‘SG%g/ml
Ilponykr: Keropon™ (keToposiak) pacTBOp /st BHyTPMBEHHOIO M BHYTPHUMbILEHHOTO BBEAEHHS, 30 Mr/Ml

Batch No / : V220575 Batch Quantity / : 272727 ampules /
Cepus Ne Oobem cepun 272727 amnyn
Analytical Report No / : 890001612419 Date of Analysis / : 31.08.2022
AHaauTHYecKHUil oTuer No Jarta anannza
Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2025
Jarta npon3BoacTBa T'ogeHn mo
Analysis performed according ND / Anaans nposeaen mo HJI: JI[1-001365-170222

Page2 of4/Ctp.2 u3 4

6 Particulate matter / Mexanuueckue BKJIAKYCHUS
6A Visible particles / Complies / CooTBeTcTBYET Should correspond to requirements. /
BuauMele 4acTuibl B cooTseTcTBHU ¢ TpeOOBaHUAMM.
6B Invisible particles /
HeBuanmble YacTHLLbI:
1. Particles> 10 pm/ 23 not more than 6000 per ampoule /
Yactuu pasmepom > He 6onee 6000 Ha amnyny;
10 Mmxm
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
9acTuL, pa3sMepoMm > He 6osee 600 Ha ammyny.
25 MKM
7 Related substances / PoncTeenHnble npumecu
Impurity A / [Ipumecs A ' 0.16% not more than 0.20 % / He OGoiee
0,20 %;
Impurity B / IIpumecs B Below Limit of Detection (LOD =0.014 %)/ | not more than 0.50 % / He Gonee
Hwxe npenena obHapysxenua (IO = 0.50 %:
0.014 %) ’ ’
Impurity C/ Tlpumecs C not more than 0.50 % / He Gonee
Less than LOQ (LOQ = 0.033 %) / Huxe 0.50 %:
npeaena KOMMHECTBEHHOr0 ONpeaENCHUA 4 0
Impurity D / ITpumecs D (MKOSI00836) not more than 0.20% / He 6osee
Below Limit of Detection (LOD = 0,20 %.
0.014 %) / Hixe npenena oGuapyxenns (110
Any unspecified impurity / =T a Not more than 0.20 % / He 6onee
EnuHuiHas HeuneHTHGHUM- 0.06% 0,20 %.
pPOBaHHas IpUMECh
Total impurities / Cymma 0.21% Not more than 1.50 % / He Gosee
npuMecei : 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 Mn Not less than label claim (1.0 mL) /
H3Bnekaemblii 06beM He menee HomuuansHoro (1,0 mn)
Remarks ; The Product confirms to NI/ Conclusion : APPROVED /
ITpumeuanue: [IpoaykT coorBeTcTBYET TpeboBanmsam HJJ 3axkmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo: Ankit A: IIpoBepeHo: Pardeep Kumar | Onobpeno: Menemxep / Pykoroaurens
_ Om Prakash
o = P
Reprint Date / - Reprint Date / Reprint Date / \
Jara: 31.08.2022 Jara: 31.08.2022 Jlarta : 31.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telarigana, india
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

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

CEPTUOHUKAT AHAJIM3A ;491 98166 56001-02
Product: /  Ketorol (Ketorolac) solution for intravenous and intramusculd1 it cctions, 30 me/ml R
| Hpoaykr: Kertopon™ (ketoponak) pacTBop Uit BHYTPHBEHHOrO U BHYTPUMBbILIEYHOTO BBEAECHUS, 30 MI/M
Batch No / : V220575 Batch Quantity / : 272727 ampules /
Cepns Ne Oo0bem cepun 272727 amnyn
Analytical Report No / : 890001612419 Date of Analysis / : 31.08.2022

AHanuTH4YecKHni oTyer Ne

Jara ananusa

Date of Manufacture / : Jul.2022

I[aTa IIpOU3BOACTBA

T'open no

Date of Expiry /

: Jun.2025

Analysis performed according ND / Auanaus nposegen nmo HJI: JIT1-001365-170222

Page3 of 4/ Crp.3u3 4

9 Bacterial endotoxins /
BaktepuanbHebie
JHAOTOKCHUHBI

<=0.725 EU/mg /
<=0.725 EB/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6osee 5,8 ED/mr
KETOpONaKka TpOMETaMKHA.

10 Sterility (every 15th batch) /
CTepuabHOCTD (1S KAKNO0M
15-o0it cepun)

Complies / Crepunen

Must be sterile. / JomkeH ObITh
CTEPUIBHBIM.

11 Assay / KosinuecTBeHHOe 29.56 mg/29.56 mr From 270mg to 33.0mg of
onpeaesneHue Ci5H13NO3- C4H | NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
pite] 33,0 Mmr C15H13N03'C4H11NO3
(kxeToponaka TpoMeTaMuH) B 1 Mi1.
12 Alcohol content / ITanos 11.70 % From 10.60 % to 12.60 %. /

0Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/

[Tpumeuanne: IlpoxykT coorBercTBYeT TpeboBanusam HJ[

Conclusion : APPROVED /
3akaouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Ankit Iposepeno: Pardeep Kumar | Onobpeno: Menemxkep / PykoBoautens
A _ Om Prakash ; R |
[___.'.--"" = f :H_"'t_/fyv'ry].j_'_’ =
Reprint Date / Reprint Date / Reprint Date / I
Jara: 31.08.2022 Hara: 31.08.2022 MHara : 31.08.2022
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CERTIFICATE OF ANALYSIS

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

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

CEPTHUOUKAT AHAJIN3A Tel : +91 98166 56001-02

Product : /  Ketorol (Ketorolac) solution for intravenous and intramuscul¥ P15 ccHofe; 30 tg/ml ]
 IIpoaykr: Keropon™ (ketoponak) pacTBOp A/ist BHYTPUBEHHOIO W BHYTPUMbILLEYHOTO BBEACHIA. 30 Mr/mut
Batch No / : V220575 Batch Quantity / : 272727 ampules /
Cepus Ne Oo6nem cepun 272727 amnyn
Analytical Report No / : 890001612419 Date of Analysis / : 31.08.2022
Anaautnyeckunii oryer Ne Jarta ananuza

Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2025

Jara npounsBoacTea TI'ogen go

Analysis performed according ND / Ananu3 nposeaen mo HJI: JIT1-001365-170222

Page4 of 4/ Ctp. 4 u3 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. /

ITlo 1 wMn B aMmyiasl u3
CBETO3ALIUTHOIO CTeKIa
xopuyHeBoro kmacca I (USP). B
BEpXHEH 4acTH aMITy/bl HaHECEHsI
KOIIBIIO M TOHUKa I pazyioMa. Ha
aMIyJy HaKJICHBAIOT 3TUKETKY.

ITo 10 amnyn ¢ uHCTpyKUHe#d no
HpUMEHEHHUIO MOMEILAIOT
B [IBX/amoMuHueBbI biicTep.

ITo 1 6aucTepy B nauky 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 amOoynsl u3
CBETO3ALUMTHOTO CTEKJIa KOPUUHEBOTO
I TEMHO-KOPHYHEBOIO  LBeTa
knacca 1 (USP). B Bepxueil uactu
amIyJibl HaHeCeHbl KONBLUO M TOUYKa
st pazaoma. Ha ammyny HakneusaroT
ITHKETKY.

ITo 10 amnyn c¢ uHCTpykumeit mo
NpUMEHEHUIO MOMEIIAIoT
B [IBX/anmoMuHueBBbI# OIHCTED.

[To 1 6aucTepy B Mauky KapTOHHYIO;
A ctanMoHapoB: mo 2, 3, 5
OJIUCTEPOB B NAYKy KAPTOHHYIO.

14 Labelling / Mapxuposka

According to ND / B cootrerctBuu ¢ H/I.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3auiumensom
OT CBETa MECTE IIPH TeMIepaType He Bblllle 25 °C. He 3aMopaxuBarth.

16 Shelf-life / Cpox roanocru

3 years. / 3 rona.

Remarks : The Product confirms to ND/
IIpumeuanue: Ilpoaykr cooTeercTByet TpeGoBauusam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Jara: 31.08.2022

Jara: 31.08.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Ankit | Ilposepeno: Pardeep Kumar | Opobpeno: Menemxkep / Pykosoaurens
A - £ Om Prakash £ ) C
5 S & ‘:]\.--\- f':tl?' V]’V)f'
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 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




