Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTHO®UHKAT AHAJTH3A

Dr. Reddy's Laboratories 1td.
Formulation Unit-6

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

Product:/  Ketorol (Kel;)folac) solution for intravenous and intramuscular injections, 30 -m_g/-mlk

| Hpoayxr: Keropon™ (keToponak) pacTBop ju1f BiyTPHBEHHOTO H BHYTPUMBILICHHOTO ) BBEAEHHS, 30 mr/mn
Batch No / : V220809 Batch Quantity / : 272727ampules /
Cepnsa Ne o O6nem cepun 272727 amnyn
Analytical Report No / : 890001626185 Date of Analysis / ¢ 081L.2022
AnanuTuyecknii oTuer Ne Jara anannza

Date of Manufacture / : Sep.2022 Date of Expiry / 1 Aug.2025

Jara npoussoxersa T'onen xo _—

|Analysis performed according ND / Anann3s nposened no HJ: JIT1-001365-170222

— Pageiof4/Cip imd

No

Results / PeaynbTaTh!

Specification / Hopma

Test / okazaTens
No
1 Description / Onucanue Clear

colorless  solution.  /
TTpospaynelii becuseTHbid pacTeop.

2 | Identification /
TMognHHHOCTD

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
YAEPHKUBAHUA OCHOBHBIX MMKOB Ha
XpoMaTorpamMme HCOBITYEMOIO
pacTBopa COOTBETCTBYIOT BpeMeHaM
YAEpXWBAHHA OCHOBHBIX TIMKOB Ha
XpoMaTorpamMmme CTaHJapTHOI'o
pacTBopa KeToposaka TpOMeTaMHHa
H HampoKceHa (pazmen
«KonyuecTseHHOE ONMpefeseHue»)

Clear colorless to pale ye]lbv-v solution.
/" TlpospauHblii GecuBeTHBIH HiM
CBETNO-HKENThIH pacTBOp.

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
YIEPXHBAHUA OCHOBHBIX [MHMKOR Ha
XpoMaTorpaMme HCIIBITYEMOrO
pacTBopa MOMKHbl COOTBETCTBOBATE
BPEMEHAM YNEPXKUBAHHA OCHOBHBIX
NHMKOB Ha XpoMaTorpaMmme
CTaHAAPTHOTO PacTBOpa KETOpoNaka
TPOMETAMMHA M HaMpoKceHa (pasgen
«KonnuecTBeHHOE ONpefeneHuen)

3 Clarity / Ilpozpa4HocTs

Complies / CooTsercTayer

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / Onanecuenuus
Npenapara He JO/KHA NPeBbllaTh
ONaNeCLIEHLIMIO 3TANIOHA CpaBHeHHA .

4 Color / UpeTHocTh 0.04 Not more than 0.20 at 430 nm. /
He Gonee 0,20 npu anvHe BoMHbI
430 Hm.

5 pH 7.34 From6.9t07.9./016,9 no 7,9.

Remarks: The Product confirms to ND/
IIpumeuanne: [Iponykr cooteercTByeT Tpebopaumam HJ|

Conclusion: APPROVED /
3arnrouenue: OJJOBPEHO

Prepared by /
ToaroToeneno: Naresh Kumar

&

Checked by /
ITporepeno: Pardeep Kumar

. .

Abhishek Chavhan

Approved by: ManageifLxecutive /
Onobpeno: Menemkeply P}'KOBOiu-iTEJ'Jb

Reprint Date /
Hata:04.11.2022

Reprint Date /
JHara: 04.11.2022

Reprint Date /
Jara : 04.11.2022

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: LB5195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OFF ANALYSIS

CEPTHOIIKAT AHATINRA

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
www.drreddys.com

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

IMpoaykrT: Keropon™ (keToponak) pacTBop AN BHYTPHBEHHOTO H BHYTPHMbILLIEYHOTO BREACHHSA, 30 Mr/mn
Batch No / : V220809 |Batch Quantity / : 272727ampules /
Cepim Ne O6mem cepiu 272727 amuyn
Analytical Report No / < 890001626185 Date of Analysis / : 03.11.2022 T
| Ananuruyeckuil oTyer Ne Jlata ananusa

Date of Manufacture / : Sep.2022 Date of Expiry / v Aug.2025

Harta npou3soacTea N I'onen go

Amnalysis performed according ND / Ananus nposenen mo HJ: JITT-001365-170222

~ Page2 offl / Crp. pr&i “_

Any unspecified impurity I
Enuanynas HeuaeHTHOHIH-
pOBaHHas PUMECH

6 Particulate matter / Mexanu4eckue BRIOUCHUS
6A | Visible particles/ ‘Complies / CooTeeTcTBYyeT Should correspond to requirements, /
BumimMele vacTuipl B coorBeTcTBHM ¢ TpeGORAHMAMH.
6B [nvisible particles /
HeBuaumeble vacTylip:
i. Particles > 10 pm/ 12 not more than 6000 per ampoule /
YacTui pasMepom > He Gonee 6000 Ha amnyny;
10 Mxm
[ i, particles > 25 um / 01 not more than 600 per ampoule /
YaCTUll pa3MepoM > He Bonee 600 Ha ammyny.
25 MKM
7 Related substances / PogcrBennbie npuMmecH o ==
Impurity A / ITpumecs A 0.15% not more than 0.20% / He Gonee
0,20 %,
[ Impurity B'f—l'lpmeca B Not Detected | pot more than 0.50 % / e Gonee
0,50 %,;
Impurity C / ITpumecs C Less than LOQ (LOQ = 0.033 %) / Huxe not more than 0.50 % / He Gosee
npeacna KoNHYECTBEHHOI0 ONpEAENEeHHs O 50 cy .
(IMTKO =0.033 %) 2 0
Impurity D / [pumecs D Below Limit of Detection (LOD = 0014 %)/ | 1O ronorc than 0.20 % / ne Gonee
Husxe npenena obHapyxenus (IO = 0.014 %) 0,20 %.

Not more than 0.20% / He 6onee

" Total impurities / Cymma
npHMeceH

0.07%
0,20 %.

0.23% " Not more than 1.50 % / He 6onee
1,50 %.

Remarks: The Product confirms to ND/
Ilpumeuanne: [Iponykr cooTBeTcTRYET

rpebosanuam HJT

Conclusion: APPROVED /
3axmoyenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

ITonarororneno: Naresh Kumar I[Iposepeno: Pardeep Kumar | Onobpeno: Menemkep / PykosonuTens
Abhishek Chanhan |

Reprint Date / Reprint Date / Reprint Date /

Hara:04.11.2022 Hara: 04,11.2022 Mara : 04.11.2022

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: L85195AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

. @% flstat
Dl‘. Reddy S .. Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, IND|A

CERTIFICATE OF ANALYSIS Tel : +31 98166 56001-02
CEPTHOUKAT AHAJIM3A e
[ Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]
IMponyxr: KeTopon™ (keToponak) pactsop Ans BHYTPHBCHHOTO ¥ BHYTPHMBILIEYHOTO BBEAEHHUS, 30 Mr/mn
|Batch No / : V220809 Batch Quantity / : 272727ampules /
Cepusi No |O6Bem cepun 272727 amnyn
Analytical Report No / : 890001626185 Date of Analysis / : 03.11.2022 |
AHaqHTHYecKHH oTHeT No Hara ananusa .
Date of Manufacture / : Sep.2022 iDate of Expiry / 1 Aug.2025
Jarta npou3BOACTBA ,fI‘oueﬂ a0

Analysis performed according ND / Axanus nposefen mo HJ: JII1-001365-170222 ]
__Page3of4/Cip. 313 4

8 i Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
W3enekaemslii 00nem He menee nomunansHoro (1,0 mn)

9 Bacterial endotoxins / o <=0.725 E{—J/mg /o Not more than 5.8 EU/mg of ketorolac
BakTepuanbHblie <=0.725 ED/mr tromethamine. / He Gonee 5.8 E3/mr
IHAOTOKCHHEI KETOpONaKa TPOMETAMHHA.

10 Sterility (every 15th batch) / Must be sterile. / HomxeH ObiTh
CrepunsHocTb (005 KA 0 COMPLIES CTEPHIIBHBIM.
15-o0it cepun)
11 Assay / KonuyecrBenuoe 29.83 mg/ 29.83 mr From 27.0mg to 33.0mg of
onpeneneHne CisHj3NO3 CsHNOs (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
no  33,0mr  CisH;3sNOj C4HNO;
(xeToponaka TpomeTamuH) B 1 M.

12 Alcohol content / 3Tanon 11.44 % From 10.60 % to 12.60 %. /
Ot 10,60 % mo 12,60 %.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeuanue: Iponykr cooretcTByeT TpeboBanusm HJI 3axarwgenne: OJJOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMonrotorneno: Naresh Kumar IIpoeepeno: Pardeep Kumar | Ono6peHo: Menemsep / Pykosoaurens
Abhishek Chauhan |

a wa .
Reprint Date / Reprint Date / Reprint Date / o
Hara:04.11.2022 Hara: 04.11.2022 Hara : 04.11.2022

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
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Dr. Reddy's Laboratories Ltd.

@
DI’. Reddy,s Q‘... Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOMKAT AHAJIM3A WAt dd ysmon
' Product : / Ketorol (Ke-fdfglac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Kc‘rq_p_gg“" (KeToponak) pacTBOp AT BHYTPHBEHHOIO K BHYTPUMBLILUCHHOTO BBEAEHHUS, 30 Mr/Mn
Batch No / : V220809 i{Batch Quantity / : 27272 7ampules /
| Cepus Ne OGrem cepun 272727 amnyn
Analytical Report No / : 890001626185 Date of Analysis / : 03.11.2022
AHaHTHYEeCKHH 0TUeT Ne o Hata ananuza
Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2025 i
Jara nponseoacTea - Tonen mo
Analysis performed according ND / Aranns nposenen no HJI: JIT1-001365-170222

e - Paged of 4/ C1p. 4 m3 4

13 | Packaging / Ynaxoska I mL in class I light-shielding amber | 1 mL in class I light-shiclding amber
glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP).
and point in the upper part of | A cutring and point in the upper part
ampoule, A label is attached to | of ampoule. A label is attached to

ampoule. ampoule.

10 ampoules and a patient | 10 ampoules and a patient information
information leaflet n 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
Illo 1 wmn B amnyssl #3 | ina carton pack, /

CBETO3aLMTHOrO crekna | [lo 1 wma B amoynel 3

kopiyHesore knacca I (USP). B | cBeTO3alMTHOrO CTEKTa KOPHYHEROrD
BEpXHeil YacTH aMnynbl HaHeceHhl | WIM  TEMHO-KOPMYHEBOIO  LIBETA
KOMBUO M TOYka AnA pasnoma. Ha | wnacca I (USP). B sepxHeii wactn

aMITyNy HakNeHBAKT 3THKETKY. amnynbl HaHeceHbl KONLUO M TOYkKa
[lo 10 ammyn ¢ vHCTpykumeH nmo | nnd pasnoma. Ha amMnyny HakmewsaioT
NPUMEHEHHIO NOMEWAIOT | 3THKETKY.

8 [IBX/amomMuHHeBbIH GiucTep. [lo 10 ammyn c wuHCTpykume# no
[lo 1 6nucTepy B MayKy KAPTOHHYIO. | TNPHMEHEHUIO MOMEIIAoT

8 [IBX/amomunuesLii Gnucrep.

[To 1 6mucTepy B Mauky KApTOHHYIO;
AnAd cTauMoHapos: mno 2, 3, 5
| GnucTepos B mauky KapTOHHYIO.

14 Labelling / MapkupoBka According to ND / B cootsercTBuy ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3ammiuentHom
XpaHnenue OT CBETa MECTE [IpH TeMepaType He Bhiwe 25 °C. He 3aMopaxuBarh.

16 Shelf-life / Cpox roanocru 3 years. / 3 roxna.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeyanue: IlponykT cooTsercTeyeT Tpebopanuam HJJ 3axnwyenne: GJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Naresh Kumar IIpoBepeno: Pardeep Kumar | Ono6peno: Menenmxep /[Pykosonutens

é { Abhishek Chavhan T]

Reprint Date / Reprint Date / Reprint Date /
Jata:04.11.2022 Hara: 04.11.2022 JHara : 04.11.2022

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: L85185AP1984PLCO04507
www.drreddys.com



