Dr.Reddy’s Q':°

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A Tel : +91 98166 56001-02

‘ Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular mjec H'Gﬁfugfi m" /ml

Ipoaykr: Keropos™ (KeToposak) pacTeop A5 BHYTPUBEHHOTO W BHY IPHMbILIEYHOTO BBEAEHHS, 30 Mr/mi
Batch No / : V220752 Batch Quantity / : 272727ampules /
|Cepusi Ne Obnem cepuii 272727 amnya
Analytical Report No / : 890001615642 Date of Analysis / : 14.09.2022
AnajanTH4eckuii oTyet Ne Jara ananusa

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

Jdara npoussoacrea I'ogen xo ]
Analysis performed according ND / Auanus nposenen mo HJI: JI[1-001365-170222

Page1 of 4/ Crp. 1u3 4

i‘? Test / [Moka3aTens Results / PesyabraThi Specification / Hopma
1 Description / Onucanue Clear  colorless  solution.  / | Clear colorless to pale yellBWsolution.

[Tpospaunsiii 6ecupeTHbIN pacTBOp.

/' Tlpo3payublii GecUBETHBINH KU
CBETIIO-KENTbIH PACTBOD.

2 Identification /
IognuuHocTL

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
YAEP)KMBaHUSI OCHOBHBIX MHUKOB Ha

XpoMarorpamme

pacTBoOpa COOTBETCTBYIHOT BpeMEHaM
YACPXKUBAHUA OCHOBHLIX IHKOB Ha

Xpomarorpamme

pacTBopa KeToponaka TpoOMeTaMHHa
| HanpokceHa
«KonMyecTBEHHOE ONpeie/IeHUEN)

HCIIBITYEMOTI'O

CTaHOAPTHOIO

(paznen

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) / BpemeHa
YIOEPKUBAHUS OCHOBHBIX THKOB Ha
Xpomarorpamme MCITBITYEMOTO
pacTBOpa [JOMKHBI COOTBETCTBOBATh
BPEMEHAM YAEPXKMBaHUS OCHOBHBIX
HKOB Ha Xpomarorpamme
CTaHJApTHOTO pacTBOpa KeTopofaka
TPOMETaMHMHa M HampokceHa (pasaen
«KoJ1M4ecTBEHHOE OMpeaeNEHHEY)

3 Clarity / Ilpo3paunocts

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuns
npenapara He 0JKHa OpEBbIIIATh
ONAIECUEHLMIO 3TAIOHA CpaBHeHuA .

4 Color / lIgeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu AnvHE BONHEI
430 am.

5 pH 7.32 From 6.9t07.9./0T16,9 00 7,9.

Remarks : The Product confirms to ND/
[Tpumenanne: Ipoayxr cooTBeTcTByeT Tpebosanuam HJJ

Conclusion : APPROVED /
3axkmoyenne: OJJOBPEHO

Prepared by /
Iloaroroeneno; Ramakant
Xm e

Checked by /

ITposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoaurens
Amit Kumar \ \ ~

!

Reprint Date /
Hara:14.09.2022

Reprint Date /
Hara: 14.09.2022

Reprint Nate /
Hata : 14.09.2022

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJM3A

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 : /

= — : www-{jrreﬂ‘ diﬂrrcvrn— —
Ketorol (Ketorolac) solution for intravenous and intramuscular 1njections, 30 mg/ml

[ IMpoaykr:  Ketopon” (keToposiak) pacTBOp 4715l BHVTPHEEHHOTO K BHYTPHMbILICUHOrO BBeACHUS, 30 Mr/mJ
Batch No / : V220752 Batch Quantity / : 272727ampules /
Cepna Ne O6bem cepun 2727277 amnya

Analytical Report No /
AHanuTHYECKHii oTuer Neo

: 890001615642

Date of Analysis /
Jara anannza

: 14.09.2022

Date of Manufacture /
Jdara npou3ssojcrea

: Aug.2022

Tozen no

Date of Expiry /

: Jul.2025

|Analysis performed according ND / Ananns nposegen no HJI: JI[1-001365-170222

Page 2 of 4/ Crp. 2 u3z 4

6 Particulate matter / MexaHnuyeckue BKAKYEHNR

6A Visible particles /
Buanmeie yacTULb]

Complies / CooTseTcTBYeT

Should correspond to requirements. /
B cootBeTcTBUY € TpeGOBAHUsSIMU.

6B Invisible particles /
HesuauMmele yacTuupl:

Impurity B / Ipumecs B

Impurity C / ITpumecs C

Impurity D / Tlpumecs D

Any unspecified impurity /
Ennanunas Heunentuduuu-
poBaHHas pUMech

Below Limit of Detection (LOD = 0.014 %)/
Huske npenena o6uapyxenus ([0 = 0.014 %)

Less than LOQ (LOQ = 0.033 %) / Husxe
NIPEAENa KONUYECTBEHHOTO ONpeaeneHis
(IIKO =0.033 %)

Below Limit of Detection (LOD = 0.014 %) /
Husxe npenena o6uapyxenus (110 = 0.014 %)

Less than LOQ (0.05%)/ Hixe npenena
KonnuecTsenHoro onpeneneuus (IKO =
0.05 %)

i. Particles> 10 pm / 29 not more than 6000 per ampoule /
YacTuu pasmepom > He bonee 6000 Ha amnyny;
10 Mxm

ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTUL, pa3MEPOM > He Oosiee 600 Ha ammyny.
25 MKM

7 Related substances / PoacTBeHHbIe npuMecH
Impurity A / [Tpumecs A 0.14% not more than 0.20% / He Gonee

0,20 %;

not more than 0.50 % / He OGonee
0,50 %;

not more than 0.50 % / He 6osnee
0,50 %;

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

Not more than 0.20 % / He 6Gonee
0,20 %.

Total impurities / Cymma
NpUMecei

0.14%

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

Remarks : The Product confirms to ND/
ITpumeuanne: Tlpoaykr cootsercTBYeT Tpebosanuam HJT

Conclusion : APPROVED /
3axnwuyenne: OJJOBPEHO

Hara:14.09.2022

Jara: 14.09.2022

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

IloaroTosneHo: Ranﬁj&l IIposepeno: Pardeep Kumar | Ono6peno: Menemkep / Pykopoauresns
v '\“;\- Amit Kumar ] e

Reprint Date / Reprint Date / Reprint Date /

Jlara : 14.09.2022

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: L85195AP1984PLCC04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTH®HKAT AHAJII3A

Tel : +91 98166 56001-02

" Product : / Ketorol (Ketorolac) solution for intravenous and intramusmqﬁj?m%%cﬁﬂfﬁ_ ]
Hpoaykr: Keropor (keToposak) pacteop ans BHYTPHBCHHOIO U BHYTPHUMBILIEYHOTO BBeACHHS, 30 Mr/MA
Batch No / 1 V220752 Batch Quantity / : 272727ampules / |
Cepust Ne Oodnem cepun 272727 amnyn
Analytical Report No / : 890001615642 Date of Analysis / 1 14.09.2022
AHanHTHYeCKMIT oTyeT No Jlata ananuza

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

Jata npounzsoacrsa TI'ogen no

Analysis performed according ND / Ananuz nposegen no HJI: JIIT-001365-170222

Page 3 of 4/ Ctp. 3 u3 4

8 Extractable volume /
UsBnekaemMelii 06bem

1.0ml/ 1.0 mn

Not less than label claim (1.0 mL) /
He menee HomunansHoro (1,0 MJ1)

9 Bacterial endotoxins /
bakrepuasibHbie
3HIOTOKCHHBI

<=0.725 EU/mg /
<=0.725 ED/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 EQ/mr
KETOponaKka TpOMeTaMUHa.

10 Sterility (every 15th batch) /
CrepunbHocTb (119 Kax10ii
15-o0ii cepun)

Complies / Crepunen

Must be sterile. / JomxeH 6bITb
CTEPUIILHBIM.

11 Assay / KosinyecrBenHoe 29.58 mg /29.58 mr From- 27.0mg to 33.0mg of
onpeaesieHue CisH13NO3-C4H; NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
o 33,0 Mr C15H13NO3'C4H11NO3
(keToposaka TpoMeTaMKH) B 1 M,
12 Alcohol content / dTanon 11.71 % From 10.60 % to 12.60 %. /

Ot 10,60 % 10 12,60 %.

Remarks : The Product confirms to ND/

[Tpumeuanne: Iponykr cootsercTBYeT TpeGOBaHHAM HJ{

Conclusion : APPROVED /
3akmrouenne: OJIOBPEHO

Prepared by /
Iloarorosneno: Ramak_)anl

/&w\c‘)b\

Checked by /
Iposepeno: Pardeep Kumar

—

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoauress
Amit Kumar A i

{ —_—

Reprint Date /
Hata:14.09.2022

Reprint Date /
Hara: 14.09.2022

Reprint Date /
Mara : 14.09.2022

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
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Q.- Dr. Reddy's Laboratories Ltd.
’ o@ Formulation Unit-6
Dr' Reddy S g Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P,, 173 205, INDIA

CEPTHOHKAT AHAJM3A Tel : +91 98166 56001-02

|_Pr0duct 2/ Ketorol (Ketorolac) solution for intravenous and intramuscular ?ﬁj&.?tﬁw?ﬂ?) mrvfml -
Ipoaykr: Ketopon™ (ketoponak) pacteop ais BHYTPHBEHHOrO 1 BH) TPHMBIIEYHOrO BBEACHHA, 30 Mr/mn
Batch No / : V220752 Batch Quantity / : 272727ampules /
Cepusi Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 890001615642 Date of Analysis / : 14.09.2022
AHanHTHYEeCKMI 0T4eT Ne JlaTra anannza

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

HdaTa npousBoacraa I'ogen o

Analysis performed according ND / Auannz npoeeaen mo HJI: JIT1-001365-170222

Page 4 of 4/ Ctp. 4 u3 4

13 Packaging / Ynakoska I mL in class I light-shielding amber | 1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP).
and point in the upper part of | A cut ring 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 in a | leaflet in a PVC/aluminum blister.
PVC/aluminum blister. 1 blisters in a carton pack;
I blisters in a carton pack. / For in-patient facilities: 2, 3, 5 blisters
o 1 wmn B amnyns w3 | inacarton pack. /
CBETO3ALIUTHOIO crekma | Ilo "1 Mn B amnynn 3
kopuynesoro knacca I (USP). B | ceeTo3amMTHOro crexna KOPHUYHEBOTO
BEpXHeH YacTM amMyJbl HAaHECEHBI | MK TEMHO-KOPHYHEBOrO  L(BETa
KOJIbLO M ToYKa Ind pasnoma. Ha | xnacca I (USP). B Bepxueii wactu
aMIyJly HaKleHBalOT STHKETKY. amMnynbl HaHeCeHb! KOJILLO W TOYKa
Ilo 10 amnyn ¢ mHcTpykumedt no | mns paznoma. Ha amnyny Haknenpaior
NPUMEHEHUIO MNOMEWAIOT | 3TUKETKY.
B [IBX/anmomunnuesslii 6uctep. ITo 10 ammyn ¢ wmHcTpykimeidl o
o 1 6muctepy B nauky kapronuy:o. NPUMEHEHHIO MOMEILAOT
B [IBX/antomMunueBblit GaucTep.
[o 1 6ructepy B mauky kapToHRYyIO;
Mg cTauMoHapoB: mo 2, 3, 5

D.THICTL’}JOB B Na4 Ky KapTOHHYIO.

14 Labelling / Mapxupogika According to ND / B cooTBeTcTBHH C HJ.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3alLHLIEHHOM
XpaHenue OT CBETa MeCTe Npu Temreparype He Beiule 25 °C. He 3aMopaxuBars.
16 Shelf-life / Cpok rognoctn 3 years. / 3 ropa.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpimeuanne: TpoaykT cooTercTByeT Tpebosanmam HJJ 3aknyenne: OJJOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IMoarorogneno: Ramaka.nt Iposepeno: Pardeep Kumar | Ono6peto: Menemxep / Pykosonuresns

;\L\ (L/ Amit Kumar /& o

Reprint Date / Reprint Date / Reprint Date /
Hara:14.09.2022 Hara: 14.09.2022 Hara : 14.09.2022

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
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