Dr.Reddy’s €3¢

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

Vill. Kiiol, Nalagarh Road, Bacidi,
Distt. Solan, FLP, 173 205, INDJa
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS vrww,drreddys.com
CEPTUOHUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| OpoaykT: Ketopon™ (keToposak) pacTeop AUIs BHYTPHUBEHHOrO M BHYTPHMbIIIEYHOrO BBeACHNUS, 30 Mr/mn
Batch No / : V240559 Batch Quantity / : 272727 ampules /
Cepusa Ne O6BemM cepHH 272727 amnyn
Analytical Report No / : 890001756591 Date of Analysis / : 26.08.2024
' |AnanuTHYecKHi oTyeT Ne JlaTta anaausa
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JlaTa npou3BOACTBA T'onen no
Analysis performed according ND / Anasnns nposegen mo HJI: JII1-001365-170222

Pagel1of6/Crp. 1136

[Tpo3payHbIii 6eCLBETHBIN pacTBOP.

J;{f Test / ITokasaTens Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/  Tlpo3pauHbiii OeCLBETHBIN HIH
CBETJIO-XKENTBIA PacTBOP.

2 Identification /
IMoaMHHOCTDH

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) / BpemeHa
yIep)XUBaHUsA OCHOBHBIX IIHKOB Ha
XpoMaTorpamme HCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BPEMEHAM
yIOEP)KUBaHHSA OCHOBHBIX IMKOB Ha
XpoMmarorpamMmme CTaHAAPTHOTO
pacTBOpa KeTOpojlaka TpOMETaMHHa
" HarnpoKceHa (pazzen
«Kon4ecTBEHHOE OTIPENIENIEHHEN)

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
yIep)XUBaHHWSA OCHOBHBIX [MHKOB Ha
XpOMaTorpamMmme HCIIBITYEMOTO
pacTBopa OJDKHBI COOTBETCTBOBATh
BpEMEHaM YIEPXMBAHHA OCHOBHBIX
MHKOB Ha XpoMmarorpamme
CTaHJapTHOrO pacTBOpa KeTOpoJaKa
TPOMETaMHHA M HANpOKCeHa (pa3jesn
«KonuuecTBeHHOE ONPENENeHUe»)

3 Clarity / Ilpo3pauHocTs

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He J0KHA TIPEBbILIATh
OMAJIECUEHIUIO 3TAIOHA CpaBHEeHuA L.

4 Color / llBeTHOCTB 0.043 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu QjIMHE BOJHBI
430 Hm.

5 pH 7.29 From 6.9t07.9./ 01 6,9 0o 7,9.

Remarks : The Product confirms to ND/
IMpumeuanue: IpoaykT cootBeTcTBYET TpeboBanusaM H/I

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

Prepared by /
IMoarorosneHo: Rama Kant

Checked by /
[TpoBepeHo: Pardeep Kumar

e

Approved by: Manager/Executive /
Onobpeno: Menemx
Abhishek Chauhan

/ PyxoBoaHTENb

Reprint Date / \

Hara: 26.08.2024

Reprint Date /
Jlara: 26.08.2024

Reprint Date /
Jara: 26.08.2024
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? @ U
Dr. Reddy s ‘.. Viil. Khol, Nalagarh Road, Baddi,
" Disti. Solan, H.P., 173 205, IND|A
Tel . +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUO®UKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]
IIpoAaykT: Keropon® (keToponiak) pacTBop AUl BHYTPHBEHHOTO M BHYTPUMBILIEYHOrO BBECHHS, 30 Mr/mn
Batch No / : V240559 Batch Quantity / : 272727 ampules /
Cepus Ne O0bem cepun 272727 ammyn ]
Analytical Report No / : 890001756591 Date of Analysis / : 26.08.2024
AHAJHTHYCCKHI oT4eT Ne Jara anaan3za

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
Jlata npousBoacTea Tomen no
Analysis performed according ND / Ananns nposenen no HJI: JI[1-001365-170222
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lei:) Test / IlokasaTesb Results / PesynabTaThl Specification / Hopma
6 Particulate matter / Mexanu4ecKkue BKJIOUEHHs
6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements. /
Bunumseie 4acTHLIB] B coorBeTcrBUmM ¢ TpeOOBAHUAMY.
6B Invisible particles /
HeBunumble yacTHLIBI:
i. Particles> 10 pm/ 06 not more than 6000 per ampoule /
YacTHu pasMepoM > He 6onee 6000 Ha ammyiy;
10 MKkM
ii. particles> 25 pm/ 00 not more than 600 per ampoule /
4acTHLL pa3MEPOM > He 6ostee 600 Ha amyy.
25 MKM
7 Related substances / PoacTBenHbIe npuMecH
Impurity A / TTpumecs A 0.15% not more than 0.20 % / He Oonee
0,20 %;
Impurity B / Ilpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50% / nHe 6onee
Hwxe npegena o6Hapyxenus (10 0,50 %;
=0.014 %)
Impurity C / IIpumecs C Below LOQ (LOQ = 0.033 %) / not more than 0.50 % / He OGonee
Huxe npenena KOMMYECTBEHHOTO 0,50 %,;
onpenenenus (ITKO = 0.033 %)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: [IponykT cooTBeTcTBYET TpeboBanmaM HJL 3axawuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Managgr/Executive /
[Toarotorneno: Rama Kant IIposepeHo: Pardeep Kumar | Onobpeno: Menemkep / Pykosoautensb
$ Abhishek Chauhan [/
& - ,
Reprint Date / L Reprint Date / Reprint Date /

Jata: 26.08.2024 Hara: 26.08.2024 Jlara: 26.08.2024

Registerad Cifice: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
fel: +91 25 4300 2960, Fax: +51 <0 4900 2998, Ernail: meii@drraddyz.corn
CIN: L35195AP1984PLC004507
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Cr. Reddy's Laboratories |td.
Formutation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt, Solan, F.P, 173 205, INDJA
Tel 1 +91 98166 56001-02
v, direddys.com

Product : /

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

AHaguTHYeCKH# oTyeT Ne

JlaTa aHaausa

IIpoAyKT: Keropon® (keToposnak) pacTBOp U1 BHYTPUBEHHOTQ M BHYTPUMBILIEYHOrO BBEAICHHS, 30 mr/mn
Batch No / : V240559 Batch Quantity / : 272727 ampules /
Cepus Ne Ob61eM cepHH 272727 amnyn
Analytical Report No / : 890001756591 Date of Analysis / : 26.08.2024

Date of Manufacture / : 07/2024

JlaTa npoM3BoACTBA

ToneH go

Date of Expiry/

: 06/2027

Analysis performed according ND / Anaan3 nposeaen no HJI: JI[1-001365-170222
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J‘I]:I.:) Test / Iloka3zaTens Results / Pe3ynbTaTh! Specification / Hopma
Impurity D / Ilpumecs D Below LOD (LOD =0.014 %) / not more than 0.20 % / He Gonee
Hmxe npenena o6Hapyxenus (I10 0,20 %.
=0.014 %)
Any unspecified impurity / Below LOQ (LOQ = 0.050 %) / Not more than 0.20 % / He Gonee
EnuunyHas HeUAEHTUQUIM- Hwxe npeaena KoJIM4ECTBEHHOIO 0,20 %.
poBaHHasi MPUMECH onpenenenus (ITKO = 0.050 %)
Total impurities / Cymma 0.15% Not more than 1.50% / He 6onee
npumecei 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3siiekaeMblii 00bem He menee vomuHanbHoro (1,0 min)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BbakrepuanbHble <=0.725 ED/Mr tromethamine. / He 6onee 5,8 ED/Mr
SHIOTOKCHHBI KETOpoJlaka TPOMETaMHUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomxeH ObITh
CTepUIbLHOCTD (A1 KaXA0i CTEPIIBHBIM.
15-0it cepun)

Remarks : The Product confirms to ND/

Ipumeuanue: IponykT cooTseTcTBYET TpeboBanyam HJT

Conclusion : APPROVED /
3aknawuenne: OJJOBPEHO

Prepared by / Checked by /

IToxgrotrosneno: Rama Kant

B

IMpoeepeHo: Pardeep Kumar

Approved by: Managdr/Executive /
Ono6peno: Menemxk b / PykoBozmHTe b
Abhishek Chauhan /

A

Reprint Date / Reprint Date /

Hara: 26.08.2024

Jlara: 26.08.2024

Reprint Date / !
Jlata: 26.08.2024

Reglstered Ciitce: s-£-32/, Road No. 2, Banjara Hills, Ryderabad - 5000034, Telanganeg, Indis
Tel: 481 40 4900 2900, Fax: +91 40 1900 2998, Email: mzii@drreddys com
L35195AP1984PLC004507

CIN:
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Dr. Reddy's Laboratories itd.
Formulation Unit-6

Vill. Khol, Nelagarh Road, Badaj,
Diste. Solan, LR, 173 205, INDja
Tol:+91 98166 56001-02

CERTIFICATE OF ANALYSIS wiww.direddys.com
CEPTHO®UKAT AHAJIN3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMpoayxr: Ketopon” (keToponiak) pacTBOp A1 BHYTPUBEHHOTO M BHYTPHMBILIEUHOTO BBEIeHHS, 30 mr/mn
Batch No / : V240559 Batch Quantity / : 272727 ampules /
Cepus Ne Oo0Bem cepun 272727 amnyn
Analytical Report No / : 890001756591 Date of Analysis / : 26.08.2024
ApaaTHyeckuii oTyer Ne Hara ananusa
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JlaTa npon3BojicTsa T'onen 10
Analysis performed according ND / Ananns nposegen no HJI: JI[1-001365-170222

Paged4 of 6/ C1p. 4 u3 6

NN:) Test / IloxasareJib Results / Pe3ynbTathl Specification / Hopma
11 Assay / KoinyecTBeHHOE 29.72 mg/ 29.72 mMr From 27.0mg to 33.0mg of
onpenesieHue CisHi3NO3-C4H1NOs (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
no 33,0 Mmr C15H13N03'C4H11NO3
(xeToponaka TpoMeTaMHH) B 1 MIL

12 Alcohol content / ITanoJ 12.05 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms

to ND/

[pumeuanue: Ipoaykt cooTBeTcTBYeT TpebosaHusiM HJI

Conclusion : APPROVED /
Bakawuenne: OJJOBPEHO

Prepared by /
[MoarorosneHo: Rama Kant

dobed

Checked by /
IMpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemitep / PykoBoauTesb
Abhishek Chauhan

Reprint Date / b

Hara: 26.08.2024

Reprint Date /
Jlata: 26.08.2024

Reprint Date /
Jara: 26.08.2024

()
i

cyistered Cfiica: &-2-7

Tols 4G
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Clii:
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Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, iNDIA
Tel 491 93156 56001-02
wwwdrreddys.com

Product : /

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

AHaATHYECKHH oTyeT Ne

IpoaykT: Kertopon®™ (keToposiak) pacTBOp [isi BHYTPMBEHHOIO H BHYTPHMbILLIEUHOTO BBeAeH s, 30 Mr/mn
Batch No / : V240559 Batch Quantity / : 272727 ampules /
Cepus Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001756591 Date of Analysis / : 26.08.2024

Jara ananuza

Date of Manufacture /
JlaTa npousBoacTBa

: 07/2024

T'omgen oo

Date of Expiry /

: 06/2027

Analysis performed according ND / Anann3 nposenen mo HJI: JII1-001365-170222

PageSof 6/ Crp.Su3 6

No

Test / [Toka3arennb
Ne

Results / Pe3yabTaThl

Specification / Hopma

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. /

I[To 1 wMn B amnoynsl U3
CBETO3aLIMTHOIO cTexna
xopuyneBoro kinacca I (USP). B
BEpXHe#l 4acTU aMIiyJibl HAHECEHbI
KOJBUO W TOuka AN pasnoma. Ha
aMIlyny HaKJIEUBaIOT 3TUKETKY.

ITo 10 amnyyn ¢ MHCTpyKUUEH Mo
MPUMEHEHHUIO MIOMEIIAIOT
B [IBX/anioMuHueBbI i OucTep.

[To 1 6nucrepy B Nayky 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. /

[lo 1 Mn B amoyiasl U3
CBETO3AIUTHOTO CTEKJIA KOPUYHEBOI'O
WO  TEMHO-KOPHMYHEBOrO  LBeTa
knacca I (USP). B BepxHe# uacTu
ammyJibl HaHECeHbl KOJBLO M TOYKa
AJs pasioMa. Ha aMnysty HakieuBaroT
ITUKETKY.

I[To 10 amMmyn ¢ HUHCTpPYKLMEH IO
NPUMEHEHUIO TIOMELAIOT
s [IBX/amomuHueBblit 6nucrep.

ITo 1 6nucTepy B Na4Ky KapTOHHY1O;
JUIs  cTaluoHapoB: mno 2, 3, 5
OJIHCTEPOB B MAYKy KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBetcTBuu ¢ HJI.

15 Storage conditions /
XpaHeHnue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiieHHOM
OT CBETa MecTe Mpu Temnepartype He Boime 25 °C. He 3aMopaXuBars.

Remarks : The Product confirms to ND/
IMpumeuanue: [IpogykT cooTBeTcTBYeT Tpeboranuam HJJ

Conclusion : APPROVED /
3axmouenne: QJIOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

Jara: 26.08.2024

IMoarorosneno: Rama Kant IMposepeno: Pardeep Kumar | Ono6peno: Menemkep / Pykosoautesnsb
, f Abhishek Chauhan |
— =
Reprint Date / Reprint Date / Reprint Date / '

Jlara: 26.08.2024

Jara: 26.08.2024

Registered Ci
fel: +92

fice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganz, India

40 4200 1219C0, Fax: #9140 4900 2958, Email: maii@drreddys.com

CIN: L35195AP19684PLCI24507
Wz diredadvs.com



Dr.Reddy’s €3¢

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

Viil. Khol, Nalagarh Road, Badidi,
Disti. Solun, H.P, 173 205, INIDIA
Tl - 491 968166 £6001-02

CERTIFICATE OF ANALYSIS wwwdireddys.coim
CEPTUOPUKAT AHAJIN3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAyKT: Kertopon" (keToposiak) pacTBOp /1Sl BHYTPUBEHHOrO M BHYTPMMBbIILEUHOIO BBEAEHHUS, 30 mr/mn
Batch No / : V240559 Batch Quantity / 1 272727 ampules /
Cepus Ne Oo6bem cepun 272727 amnyn
Analytical Report No / : 890001756591 Date of Analysis / : 26.08.2024
AHajinTHYecKHi oTyeT No JlaTa anajmza
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
Jlara npou3BOACTBA T'ogen no
Analysis performed according ND / Anann3 nposeaen no HJI: JIT1-001365-170222

Page 60f 6/ C1p. 6 M3 6

1;: Test / [1oka3zaTe/ib Results / Pe3yabTaTtsl Specification / Hopma
16 Shelf-life / Cpok rognoctu 3 years. / 3 ropa.

API name / HanmenoBaune ADC:

Ketorolac tromethamine / KeToposaka TpOMETaMuH

Homep cepuu cybectannumn npoussoaurens LJIdP:

INN / MHH: Ketorolac / Keroponak
API manufacturer batch number /

Homep cepun npouspoautesis ADPC: ABQEAO7LIS

FP Manufacturer API Batch number / FERA00030

IMpoussoautenb APC, crpana:

API Manufactured by & country /

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c Jlaboparopuc JIta., Hunus

Remarks : The Product confirms to ND/
IIpumeuanue: [Tpoaykt coorBercTBYeT TpeboBaHusM HJE

Conclusion : APPROVED /
3axawuenne: OJOBPEHO

Prepared by /
IToarorosnexo: Rama Kant

Checked by /
[posepeno: Pardeep Kumar

=

Approved by: Managey/Executive /
OnobpeHo: Menemxkep) / Pykopoautens
Abhishek Chauhan / r

/
Reprint Date / ! Reprint Date / Reprint Date /
Hata: 26.08.2024 Hara: 26.08.2024 Jlara: 26.08.2024
Pegicierad Officns 8-7-937, Rand M 7, Ranjaia Hills, H\/dgr:\bn(i - B00024, Talanganz, Indis
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