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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Dr. Reddy's Laboratories itd
Formulation Unit-6

Vill. Xnol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDjA
Tel : +91 68166 56C01-02
www.drreddys.com

[ Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Ipoayxr: Keropon" (keToposiak) pacTBop /i BHYTPHBEHHOTO 1 BHY TPHUMBILICYHOTO BBEAEHHS, 30 mr/mn
Batch No / : V230033 Batch Quantity / : 272727ampules /
Cepusa Ne O0vem cepun 272727 amnyn
Analytical Report No / : 890001642053 Date of Analysis / : 24.01.2023
AHAJIUTHYECKH oTyeT No JdaTa anaimsa

Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025

Jdarta npousBojcraa Togen o

Analysis performed according ND / Ananus oposenen mo H: JITI-001365-170222

Pagel of4/Crp. 1u3 4

Ipo3paunmlii CBETIO-KENThI

pacTeop.

r ﬁ.‘? Test / [loxazarenn Results / PesyabraTnl Specification / Hopma
1 Description / Omiicanne Clear light yellow solution. / | Clear colorless to pale yellow solution.

/' Ilpospaunblii GecuBETHBIN WK
CBETJIO-XKENThIH pacTBop.

2 Identification /
IMoanuuuoeTs

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
YIAEPXMBaHHs OCHOBHBIX MHKOB Ha
XpoMaTorpaMmme HCTIBITYEMOTO
pacTBoOpa COOTBETCTBYIOT BpEMEHAM
YAEPKVBAHUS OCHOBHBIX MHKOB Ha
XpOMaTorpaMme CTaHIApPTHOTO
pacTBopa KeToposiaka TPOMeTaMHHa
u HalpoKceHa (pazmen
«KonuyecTBeHHOE OnpeneneHue)

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
YIEPXKHUBAaHHS OCHOBHLIX IIMKOB Ha
XpOMaTorpamme HCTIBITYEMOTO
pacTBopa JOMKHBI COOTBETCTBOBATEH
BPEMEHAM  YJCP)KUBAHHS OCHOBHBIX
NHUKOB Ha XpoMaTorpamme
CTAHIAPTHOTO pAcTBOPa KeTOposiaka
TPOMETaMHHA M HalpoKceHa (pazmen
«KonMueCTBEHHOE OTIpeaeneHuen)

3 Clarity / Ilpo3paunocts

Complies / CooTBeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHmus
npernapara He JOJDKHA NPEeBLIIIAT
OTANECUEHIHIO TANOHA CpaBHEHNs 1.

4 Color / BeTHOCTL 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu anuHe BOIHE!
430 Hm.

5 pH 7.34 From6.9t079./0t16,9 o 7,9,

Remarks: The Product confirms to ND/
[Tpumeuanne: [poaykt cooTBercTByeT TpeboBanusm HJ|

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
IToarorosneHo: Anl\7 5

Checked by /
ITposepeno: Naresh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaureb

Reprint Date /
Hata:24.01.2023

Reprint Date /
Hara: 24.01.2023

@4/ Amit Kumar F\;\‘\//

Reprint Date /
Hara : 24.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hycerakad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4200 2355, Email: mail@drreddys.ccm
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Mpogykr: Keropan" (keToponak) pacTeop A/1si BHYTPUBEHHOIO W BHYTPUMBILIEYHOTO BEEAEHH, 30 mr/mn
Batch No / : V230033 Batch Quantity / : 272727ampules /
Cepus Ne Oo6nem cepun 272727 amnyn
Analytical Report No / : 890001642053 Date of Analysis / : 24.01.2023
Ananurnuyeckuii oryer Ne JlaTa amaausa

Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025

JaTta npou3BoacTBa Tonen no

Analysis performed according ND / Ananns nposeaen no HJI: JII1-001365-170222

Page2 of 4/ Ctp. 2 u3 4

6 Particulate matter / MexaHHuyeckue BKJIKYEHHUSA
6A Visible particles / Complies / CooTBeTcTBYET Should correspond to requirements. /
BunuMsle yacTuLpl B cooTreTCcTBHU C TpeOOBAHUAMMU.
6B Invisible particles /
Heruanmeie 4acTHLBI;
i. Particles> 10 pm/ 10 not more than 6000 per ampoule /
YacTun pa3mepom > He 6onee 6000 Ha ammyny;
10 mkM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
4acTHILL Pa3MEPOM > He 6onee 600 Ha amnyny.
25 MKM
7 Related substances / PoacTBeHHbIEe NpuMecH
Impurity A / ITpumecsh A 0.15% not more than 0.20 % / He 6onee
0,20 %;
Impurity B / [Ipumecs B Below Limit of Detection (LOD=0.014%) /| not more than 0.50 % / He OGonee
Hwxe npenena obrapyxenus (I10 =0.014 %) 0.50 %:
Impurity C / Ilpumecs C not more than 0.50 % / He OGonee
0.03% 0.50 %:
b 07
Impurity D / IIpumecs D o . not more than 0.20% / He OGosee
Below Limit of Detection (LOD =0.014 %) / 0.20 %
Huwxe npenena odnapyxexus (I1TO = 0.014 %) ’ o
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnvHu4Hasa HeuaeHTUhULH- 0,20 %.

pOoBaHHaA NpUMECH

0.06%

Remarks: The Product confirms to ND/

IMpumeyanue: TIPoayKT COOTBETCTBYET TpeOOBaHHAM H /L

Conclusion: APPROVED /
Jakmouenne: UJUbPEHU

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Ankit [}t\‘ IIpoeepeno: Naresh Kumar Onobpeno: Menemxep / PykoBoautens
Amit K AN
(. p{/ umar \/
Reprint Date / Reprint Date / Reprint Date / ‘

Jata:24.01.2023

Jata: 24.01.2023

Jarta : 24.01.2023

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, kmail: mall@drreddys.com
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Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS ' "'o1'ae1cc'ec001.00

CEPTHU®UKAT AHAJIM3A s drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Mpoaykr: Keropon" (keToponak)

pAcTBOP /U1 BHYTPUBEHHOIO W BHYTPHMbILIEUHOrO BBEAEHHA, 30 Mr/mn

Batch No / : V230033 Batch Quantity / : 272727ampules /
Cepust Ne O0bem cepnn 272727 amniyh
Analytical Report No / : 890001642053 Date of Analysis / : 24.01.2023

AHanuTn4ecKkHii oryer Ne

JlaTa anaan3za

Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025

JlaTta npousBoJcTBa

Tonen no

Analysis performed according ND / Auanu3 nposener mo HJL: JIT1-001365-170222

Page3of4/Crp.3 w34

Total impurities / Cymma 0.24% Not more than 1.50 % / He 6onee
npumeceit 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
HUsenexaemsplii 00beM He meHee HomunanbHoro (1,0 mn)

9 Bacterial endotoxins / <=0.,725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepnanbHbIe <=0.725 EQ/mMr tromethamine. / He 6onee 5,8 ED/mr
IHAOTOKCHHBI KETOpoJiaka TPOMETaMHHa.

10 Sterility (every 15th batch) /

Must be sterile. / JlomkeH ObiThb

CTepiIbHOCTDL (AN5 KaxaoHh COMPLIES CTEPHIILHBIM.
15-oii cepum)
11 Assay / KosinuecTBeHHO€ 29.50 mg / 29.50 mr From 27.0mg to 330mg of

onpeneseHue CisHi3NO3- CsHi1NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mMr
A0 33,0 MrC C15H13N03'C4H11NO3
(keTopoJaka TPOMETaMUH) B 1 Mil.
12 Alcohol content / ITanou From 10.60 % to 12.60 %. /

11.61 % Ot 10,60 % 1o 12,60 %.

Remarks: The Product confirms to ND/

Conclusion: APPROVED /

[Tpumeyanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HJT 3axmouenune: OJJOBPEHO

Prepared by /

Checked by / Approved by: Manager/Executive /

[Moarorosneno: Ankit / [MpoeepeHo: Naresh Kumar Onobpeno: Menemkep / PykoBonuresb
;\ é(j Amit Kumar W

Reprint Date / Reprint Date / Reprint Date /

Hata:24.01.2023 Hara: 24.01.2023 Jarta : 24.01.2023

Registered Office: £-2-337, Road No. 3, Banjara Hills, Hyderabad - 50C034, Telanzana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: mail@drreddys.com

CIN: L85195AP1284PLCO04507
www.drreddys.com
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CEPTUP®PUKAT AHAJIM3A

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, F.P., 173 205, INDIA
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIpoaykr: Ketopon®™ (keToponak) pacTgop Jist BHYTPHBEHHOTO H BHYTPUMbBILICUHOTO BEEACHHS, 30 Mr/m
Batch No / 1 V230033 Batch Quantity / : 272727ampules /
Cepust Ne Oobem cepHu 272727 amnyvi
Analytical Report No / : 890001642053 Date of Analysis / : 24.01.2023
AHaguTHYeCKHH 0TyeT No Jara ananusa

Date of Manufacture / : Jan.2023 Date of Expiry/ : Dec.2025

JlaTa npoHn3BoACTBA I"omen go

Analysis performed according ND / Anaan3s nposeaen no HJI: JII-001365-170222

Paged4of4/Crp.4u3 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. /

fMlo 1 Mo B amnoyne U3
CBETO3ALUTHOrO cTeKna
koprunesoro knacca I (USP). B
BEpPXHEN YacTH aMnyjbl HaHECEHbI
KONbLO W TOYka i passioma. Ha
ammyny HakJIEeMBAIOT STHKETKY.

[To 10 amnyn ¢ MHCTPYKLHER IO
NpPUMEHEHHIO AOMELIAIOT
B [IBX/anomMuHueBblii 0aucTep.

Ilo 1 6aucTepy 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 aMniyjJdsl u3
CBETO3AIUTHOTO CTEKJIa KODHUHEBOTO
WIM  TEMHO-KODWYHEBOTO  LBeTa
knacca I (USP). B BepxHeii yacti
aMmysibl HaHECeHbl KOJBUO M TO4Ka
IJis pa3noma. Ha amnyny HakJieuBaroT
3THKETKY.

ITo 10 ammya ¢ MHCTpYKLHMEH MO
[IPUMEHEHHIO HOMeLIaloT
B [IBX/antomuuueBsId 6UcTED.

Ilo 1 GiucTepy B NauKy KapTOHHYIO,
Ui cTanuoHapoB: 1o 2, 3, 5
OIMCTEPOB B NMAYKY KAPTOHHYIO.

14 Labelling / MapxupoBka

According to ND / B coorserctauu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amunmeHHoM
OT CBETa MECTeE MpH TeMnepatype He Boiite 25 °C. He 3aMopaX1BaTh.

16 Shelf-life / Cpok roanoetn

3 years. / 3 rona.

Remarks: The Product confirms to ND/
IMTpumeuanne: [IpogykTt cooTBeTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3axmwuenue: OIOBPEHO

Hata:24.01.2023

Hara: 24.01.2023

Prepared by / N Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Ankit /\ TIpoeepeno: Naresh Kumar Ono6peno: Menemxkep / Pykosoantens
| : o A\ —
> &/ Amit Kumar Fm/
Reprint Date / Reprint Date / Reprint Date /

Hara : 24.01.2023

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4300 2995, Email: mail@drieddys.com

CIN: L85195AP1284P1LCO04507
www.drreddys.com




