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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIN3A

Dr. Reddy's Laboratories | +4
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd
Distt. Soian, H.P, 173 205, IND{A
Tel : 491 98166 56001-02
www.drreddys.com

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

Hpoayrr: Ketopon™ (keropostak) pactsop Auis BHYTPHBSHHOIO H BHYTPHMBIWIEYHOTO BBeACHUS, 30 Mr/mp
Batch No / : V240466 Batch Quantity / : 272727 ampules / !
Cepusa Ne O061eM cepHH 272727 amnys
Analytical Report No / ;+ 890001748221 Date of Analysis / : 10.07.2024
AHaTHTHYECKHH oT4yeT No NaTa avanusa

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027

JlaTa npox3BoCTBa Iopgen fo

Analysis performed according ND / Ananns nposenen mo HJI: JITI-001365-170222

Pagel of 5/Ctp. 13 5

[Tpo3paynsiit 6ecuBeTHBI pacTBOp.

J;no Test / [lokazaTenb Results / PesyasTaThi Specification / Hopma
1 Description / Qnucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/_ Tlpo3payuslit  6eCUBETHLIH Uy
CBETIO-XENThI paCTBOP.

2 Identification /
IMopnuHHOCTEL

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
YIEpKHBAHHUA OCHOBHBIX ITMKOB Ha
XpoMaTorpaMme WCIILITYEMOro
pacTBOpa COOTBETCTBYIOT BPEMEHAM
YASpP>KNBaHHs OCHOBHBEIX MHKOB Ha
XpoMaTorpaMme CTaHAapTHOTO
pacTBoOpa KEeToponaka TPOMETaMUHa
H HanpoKceHa (pazgen
«KonuyecTBeHHOE ONMpeNeneHmnes)

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
YOEPXMBAaHHUS OCHOBHEIX TIMKOB Ha
XpoMaTorpamMmMe HCTIBITYEMOTO
pacTBopa IODKHB! COOTBETCTBOBATH
BPEMEHAM YIEPKHBAHHA OCHOBHBIX
NNKOB Ha XpOMarorpaMMe
CTAHIAPTHOTO PacTBOP2 KETOPOSIaKa
TpOMEeTaMHHa U HampokceHa (pa3zien
«Konn4uecTREHHOE OMNpeaeneHHeE)

3 Clarity / ITpospaunocTs

Complies / CooTeeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecLeHuus
npenapara He J0JKHA NPERbILIATh
olanecle HI|IO 3TaJIoHa cpaBHeHHA I,

4 Color / IIpeTHOCTB 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu InuHEe BOJIHBL
430 um.

5 pH 7.31 From 6.910 7.9,/ Q1 6.9 10 7.9.

6 Particulate matter / MexaHuuyeckHe BKNIOYCHUS

Remarks : The Product confirms to ND/
IMpumeuansue: Ipoaykr coorsercreyer Tpebopanuam HL

Conclusion : APPROVED /
3axmiouenne: OTOBPEHO

Prepared by /
IMoaroroesneno; Ambresh

Kumar W

~

Checked by /
ITpoBepeno: Santosh Kumar

Maurya Q&

G—

Approved by: Manager/Executive /

Onobpeno: Menemxkep / Pykosojurenb

Manoj Kumnar

Reprint Date /
Hara: 10.07.2024

Reprint Date /
Jara: 10.07.2024

Reprint Date /
Hara: 10.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills,

Hyderabad - 500024, Telangana, india

Tel: +91 40 4500 290G, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: LS5195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [t
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi.
Distt. Solan, H.P., 173 205, IND| 4
Tel : +91 98166 56001-02
www.drreddys.cain

CEPTUPUKAT AHAJIM3A
[Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IHpoaykr: Ketopon™ (keToponak) pacTBOp ANs BHYTPHEEHHOTO W BHYTPHMbILLIEYHOr0 BBEAEHMS, 30 Mr/mn
Batch No/ : V240466 Batch Quantity / : 272727 ampules /
Cepun Ne Obbem cepuu 272727 ammyn
Analytical Report No / : 890001748221 Date of Analysis / : 10.07.2024
AHanuTHdeckHil oTdyer No JlaTa ananu3sa
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
Jata DpOM3BOACTBA Topen 1o
Analysis performed according ND / Anann3 nposemen no HJIL: JIT1-001365-170222

Page2of 5/C1p.2u3 5

jNo

N Test / IlokazaTenb

Resuits / PesynpTaTht

Specification / Hopma

6A Visible particles /
BuanMble 4acTHLBL

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B cooTBETCTBUH € TpeOOBaHHSIMU.

6B Invisible particles /
Hegunumblie HacTHLBL:

i. Particles> 10 pm/ 18 not more than 6000 per ampoule /
YacTuu pazMepoM > He Gonee 6000 Ha amnyny;
10 MkM

ii. particles > 25 pm/ 00 not more than 600 per ampoule /
4acTHL Pa3MEPOM > He 6onee 600 Ha ammymy.
25 MKM

7 Related substances / PoacTBenHble npumecn
Impurity A / Ilppmecs A 0.15% not more than 0.20% / He 6Gomnee

0,20 %,

Impurity B / [IpuMecs B

Below LOD (LOD = 0.014 %) /
Hrke npenena obHapyxenus ([10
=0.014 %)

not more than 0.50% / uHe Gonee
0,50 %,;

Huwke npeaena o6Hapyxenus (I10
=0.014 %)

Impurity C / TTpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He 6onee
Hwxe nipenena kOSTMUECTBEHHOIO 0,50 %;
onpeaenenus (ITKO = 0.033%)
Impurity D / I[Tpumecy D Below LOD (LOD =0.014 %) / not more than 0.20% / He Goxee

0,20 %.

Any unspecified impurity /

poBaHHas IPpUMECH

Ennnuynas HeH}IeHTH(bHU,M-

0.06%

Not more than 0.20 % / He Gonee
0,20 %.

Remarks : The Product confirms to ND/
Ipumeyanne: IIpoaykT cootBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
Saiuouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TlogroTosneno; Ambresh Iporepeno: Santosh Kumar Onobpeno: Menemxep / Pykosoaurens
Kumar " | Maurya ( Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Hara: 10.07.2024 Hata: 10.07.2024 JHata: 10.07.2024

© Registered Office: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2400, Fax: +91 40 49C0 2999, Email: mail@drreddys.com

CIN: LS51954P1983PLCO04507
wwadrreddys.com




Dr.Reddy’s ":'
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AHaJIuTHYecKHH oTueT Ne

Jara ananusa

CEPTHOHKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
polyKT: Kertopon™ (keToponak) pactsop Ulsi BHYTPMBEHHOIO H BHYTPHMBIEYHOro gBeaeHus, 30 Mr/mn
Batch No / 1 V240466 Batch Quantity / : 272727 ampules /
Cepuis Ne QobneM cepan 272727 amnyn
Analytical Report No / + 890001748221 Date of Analysis / : 10.07.2024

Date of Manufacture /
JlaTa NpOH3BROACTBA

+ 06/2024

Toxen xo

Date of Expiry /

¢ 05/2027

Analysis performed according ND / Ananus nposejten no HJI: JI1-001365-170222

Page3of 5/Cip.3 n3z 5

1;0 Test / Tlokazareas Results / PesynbTaThl Specification / Hopma
Total impurities / Cymma 021 % Not more than 1.50% / He Gonee
npumMeceii 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 M Not less than label claim (1.0 mL) /
Hzenekacmbiii 00bem He menee Homunaansroro (1,0 Mn)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepHanbHble <=0(0.725 EQ/Mr tromethamine. / He Oonee 5,8 ED/mr
ISHAOTOKCHHBI KETOpOJIaKa TPOMETaMHHA.

10 Sterility (every 15th batch) / NA Must be sterile. / [JlomkeH O6bITh

CTepHabHOCTD (A1A KaXKA0# CTEPWIBHBIM.
15-o0ii cepin)
I;? Test / IlokasaTenb Results / PesyibtaThi Specification / Hopma
11 | Assay/KonauyecTBeHHO® 30.09 mg / 30.09 Mr From 27.0mg to 33.0mg of
onpejegenne C1sH13NOj- CsH1iNO3 (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
o 33,0mr  CisHiaNO3- C4Hi NOs
(keTopornaka Tp_omeramuu) B 1 M

12 Alcohol content / ITanon 11.94 % From 10.60 % to 12.60 %. /
Ot 10,60 % mo 12,60 %.

Remarks : The Product confirms to ND/
Ilpumeuanue: ITpoaykT coorBeTcTBYET TpeboBaHnaM HJT

Conclusion : APPROVED /
Zaxmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[TogrotoBnexno: Ambr C]Lf TMposepeno: Santosh Kumar | Opobpeno: MeHemxep / Pykosoantens
Kumar _~\—— | Maurya = Manoj Kumar

G i a j
Reprint Date / Reprint Date / Reprint Date /
Jata: 10.07.2024 Jata: 10.07.2024 Hara: 10.07.2024

Registered Office: 8-2-337, Road Mo. 2, Banjara Hills, Hyderabad - 500024, Telangana, (ndia
Tel: 491 40 4500 290Q, Fax: +81 20 40C05 2999, Enail: mail@drreddys.com
CIN: LESI95AP198APLCADARTDY
vy drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIA3A

Dr. Reddy's Laboratories i+,
)it Unit-G
garn Ruad, B:

e, 1752880

GO 56001-02

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

| IpoAykT: Ketopon® (keToponak) pacTBOp A/ BHYTPHBEHHOTO ¥ BHYTPHMBIIEYHOTO BEeneHHS, 30 M/ma |
Batch No/ : V240466 Batch Quantity / : 272727 ampules /
Cepuin Ne O6beM cepun 272727 amnyan
Analytical Report No / : 890001748221 Date of Analysis / : 10.07.2024
AnanurEyeckuii oruyer No JlaTa ana/sa

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027

Jara npoH3BOJCTBA TI'onen no

Analysis performed according ND / Auanns nposeaen no HJI: JI[T-001365-170222

Paged of 5/Cip. 4u3z 5

No

N Test / TlokaszaTenn

Results / Pe3yabTaThbl

Specification / Hopma

13 Packaging / Ynakosxa

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. /

Mo 1 w™Mn B ammoynsl M3
CBETOZALUUTHOrO CTeKna
Kopuugeporo knacca I (USP). B
BepXHeit YacTH aMIly/bl HaHECEHDI
KONBLO M Todyka Qs pasioma. Ha
amMnyJy HakIeuBaloT ITUKETKY.

o 10 ammyn ¢ MHCTpyKIMedl 1o
TIPHMEHEHHIO NOMELIAT
B [IBX/amoMuRueBbIit 6nycrep.

o 1 6nrcTepy B Ma4Ky 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 amMOoyasl  u3
CBETO3A1UUTHOTO CTEKIIA KODHYHEBOTO
WIH  TEMHO-KOPHYHEBOTO  LiBeTa
inacca I (USP). B BepxHeit uactu
aMmITyNbl HAHECEHb! KOJBLUO M TOYKa
U1 paznoMa. Ha amysy HakneuBaloT
ATHKETKY.

Ilo 10 amnyn c HHCTpYKLMEH To
NpAMEHEHUIO TIOMeLaloT
8 [IBX/antoMunHeBsI#t 6aMcTEp.

Ilo 1 6nucTepy B NauKy KapTOHHYIO;
s cTaudoHapoe: mo 2, 3, 5
GIHCTEPOB B MaYKY KAPTOHHY!O.

14 Labelling / MapkupoBka

According to ND / B coorBetcTanu ¢ H/I.

15 Storage conditions /
Xpasenue

In a place protected from light below 25 °C. Do not freeze. / B 3awuuiieHHOM
OT CBETa MeCTe NpH TeMIrepaType He Bbile 25 °C. He 3aMopakuBath.

16 Shelf-life / Cpok rogHocTH

3 years. / 3 rona.

Remarks : The Product confirms to ND/
TTpumeuanue: TTparywr eonTreTeTRYET TReAnRATTIIM H T

Conclusion : APPROVED /
Rav nruenne: NJIOEPEHN

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: Ambresh IMposepeno: Santosh Kumar | Ono6peno: Menekep / PykosoaunTenb
Kumar @ = Maurya ."'j,;_—: Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Hara: 10.07.2024 JHaTa: 10.07.2024 Jara: 10.07.2024
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Dr. Reddy's Laboratories Ltq
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| IIpoaykr: Keropon™ (keToponak) pacTBop juisi BRYTPHBEHHOIO W BHYTPHMBILIEYHOMO BEEACHNA, 30 Mr/mn
Batch No / : V240466 Batch Quantity / : 272727 ampules / |
Cepuia Ne Qbnem cepun 272727 amnyn
Analytical Report No / : 890001748221 Date of Analysis / : 10.07.2024
AHamuTHYecKHH oTyeT Ne Jara anannia

Date of Manufacture / : 06/2024 Date of Expiry / + 05/2027
Jlara npou3BOACTEA I'open oo

Analysis performed according ND / Ananu3 npoeenen no HJL: JIT1-001365-170222

Page50f5/Cip.Su3 5

API name / Haumenopauue A®C:

Ketorolac tromethamine / Ketoponaka TpoMeTaMHuH

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

Homep cepuu npouspoantens ADC: bl laees

FP Manufacturer API Batch number / FEQA00570

Homep cepuu cy6eranunu npoussoaureas CJID:

API Manufactured by & country /

Npoussoantens APC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Peanu'c JlaGoparopwuc JIta., Uaaus

Remarks : The Product confirms to ND/
IMpumeyanne: ITponykr cooTBercTBYeT TpedoBanaM HIT

Conclusion : APPROVED /
Sawmnouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMogrorosneHo: Am_‘l\a ‘esh INposepeno: Santosh Kumar | Omobpero: Menemkep / Pykosommyesb
Kumar g‘y Maurya = Manoj Kumar g Q
Reprint Date / Reprint Date / Reprint Date /

Hara: 10.07.2024 Jata: 10.07.2024 JHara: 10.07.2024

Repisterad Oifice: 8-
w130 4200 2800, fFa
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