Do
Dr.Reddy’s €3¢

&

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

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

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

No

Test / lokaszarensb
Mo

Results / PezynbTaThbi

I Descript{gn / Onucaune

1 Identification /

g
! IHopNHHHOCTDL

yeil—o';\; “solution.

l Clear pale
CBETIIO-XKEJITEIH

[Mpozpaysblit
| pactsop.

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
YIAEDKUBAHUS OCHOBHBIX MMHKOB Ha
Xpomarorpamme MCIBITYEMOrO
PAcTBOpa COOTBETCTBYIOT BpEMEHAM
YHOEPKUBAHMA OCHOBHBIX [HKOB Ha
XpOMaTOrpaMme CTAHJAPTHOrO
pacTBOpa KeToponaka TPOMETAMHHA
" w HaIpoKCceHa (pasgen

! «KoJT4eCTBEHHOE ONPeIeneHHe)
I

| 3 | Clarity/ IIpo3paunocrs

" Color/ IigeTHOCTE

) “Complfes/ Coo%semmsfe;

0.04

e

|
ar

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

IpoaykT: Keropon® (xeroponak) pacTBOp /18 BHYTPHEEHHOTO M BHYTPHMBILIEYHOrO BBEAEHMS, 30 Mr/mi
BatchNo / : V230479 Batch Quantity / 1 272727 ampules /
CepHa Ne . - |O6bem cepuu 272727 amnyn
Analytical Report No/ : 890001669904 ‘| Date of Analysis / 1 16.06.2023
AnaJMTHIeCKAH 0T9eT No __i/lara ananusa L

Date of Manufacture / : May-2023 Date of Exptry/ : Apr-2026

[Jlara NpPOH3BONCTBA l“o,cf,e_u o o ) o

elof5/Crp, 1u35

Specification / Hopma

Clear colorless to pale yellow solution.
IMpospaunbiii  OecLBETHBIR WIM
csemo—membm PacTRop.

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 i
(Assay  section) /  Bpemena |
yIEPXKHBAHHA OCHOBHBIX [IHKOB Ha
XPOMATOrpamMMe HCTIBITYEMOTO
PacTeOpa HOKHB COOTBETCTBOBAThH
BPEMEHAM YIEPKHBAHHA OCHOBHBIX
[HKOB Ha XpOMATOrpaMme
CTaHJAPTHOIO pPAacTBOpa KETOpONaKa
TpOMETaMWHa ¥ Hanpokxcena (paznen
«KoNMiecTEEHHOE OlPENEIe HHEN)

! The opalescence of the sample should

not exceed opalescence of reference
suspension L. / Onanecuenums
fpenapara He JOIAKHA NPEBEILIATE
ONaeCUEHLHIO STAJIOHA cpaBHeHus L.

" Not more than 0.20 at 430 nm. /

He Gosee 0,20 npu iHHE 80Hb]
430 am.

pH

L* 1

7.41

From 6.9 to 7.9. / O1 6,9 10 7.9.

Remarks : The Product confirms to ND/
Ipnumeuanue: Ilponykr coorserctayer Tpebosanuam HJT

Conclusion : APPROVED /
3axaroyenne: OJOBPEHO

_IIa_Ta: 20.06.2023

Hara: 20.06.2023

_',gj;:Ta: 20.@?.2@23

'mf’;eparcd by / Checked by / Approved by: Manager/Executive /

| TToarorosneno: Ankit [posepeno: Pardecp Kumar | Onobpeno: Mene tiep / Pykosogurens

ol Ajay Sharma B |
Reprint Date / Reprint Date / Reprint Date / " |
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Product:/  Ketorol (Ketorolaé} solution for intravenous and intramuscular injections, 30 mg/ml

TpolyKt: Keropon  (keTopuiak) pacTBOp AJIA BHYTPHECHHOIO M BHY rpHMBILUCUHOUL O BBEeH . 30 MIr/Ma
BatchNo / 1 V230479 Batch Quantity / 1 272727 ampules/
(Ceprma Ne N » __|Obpem cepuyr 272727 amnynt
Amnaltical Report No/ : 890001669904 Date of Analysis / : 16.06.2023
Anasmradecknit oryer Ne __|/kara anaansa .
Date of Manufacture / : May-2023 Date of Expiry / + Apr-2026
E,_la_"_fz_x NPOH3BOACTBA Toren av__ B

A: JINT-001365-170222

| Anaysis performed according ND / Avanns gpose.en 1o H

Page2of5/Cip. 2m3 5

6 | Particulate matter / MexaHH1ecKHe BKAKUEHUS ]
6A | Visible péﬁicﬁusw/ [ Compﬁgg/ Coomefé;éiré?m i “Should correspond to req'ugéments. / |
| BuauMsle 4aCTHIGL | 1 B cooTBeTCTRHY C TPeOOBAHUAMHE.
6B | Invisible particles / T o o ) T I
HeBuauMBbie YaCTHIBI:
! i, Particles > 10 pm/ 14 not more than 6000 per ampoule /
i YacTul] pa3sMepoM = ' He Gonee 6000 na amnyny;
10 MM l
i ii. particles> 25 um/ 00 not more than 600 per ampoule /
JacTHL Pa3MEPOM = He Gonee 600 Ha aMmyny.
s 25 MKM i
7 | Related substances / POR;Be;;bi;}TpHMééil T 7
i “fmpurity A / Tpumecs A i 0.14% } not more than 0.20 % / He Gonee
l 0,20 %; |
i - TS - - Below LOD (LOD = 0.014 %} / e e -
! Impurity B / Tlpumecs B I Huske mpeena ofrapykerua (10 gostoxéllc?re than 0.50 % / He Gonee
i =0.014 %) Sl
L o IR S— - e
Impurity C / TIpumecs C 1 Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He Gonee
. Huoxe npezena KOJMHECTEEHHOMO 0,50 %;
L ) . onpeaenenus (KO =0.033%) | o R
Impurity D / Ipunecs D not more than 0.20% / nHe bojee
i l Below LOD (LOD = 0.014 %) / 0,20 %.
; E Hiwke npeaena obuapyxenus (10 |
| | =0.014 %)
: i Any unspecified impurity / , Not more than 0.20% / He Gonee
| EnusuiHas HenaeHTHOHIU- 0.05% o 0,20 %.
poBaHHas IpHMech ; |
Remarks : The Product confirms to ND/ - Conclusion : APPROVED / )

TTpumeyanye: [IPONYKT COOTBETCTEYET tpetosantisy HIL

Zaxmouenne: OJOBPEHO

Prepared by / Checked by /
TTonrotossneno: Ankit [Iposepeno: Pardecp Kumar

i

_chrint Date/ Reprint Date /

Approved by: Manager/Executive /
Ono6peno: Menenep | PykoponuTens
Ajay Sharma

Reprinl Date /

Jlara: 20.06.2023

Jlara: 20.06.2023 Jtata: 20.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
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Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02
CEPTU®UKAT AHAJIM3A  WWwdrmeddys.com
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml "
ITpoaykr: Keropon™ (keToponak) pacTBop /Lift BHYTPUBEHINOTO 1t ss;uwtimmmeuﬂoro sgenenus, 30 mr/mm
BatchNo/ 1 V230479 Batch Quantity / : 272727 ampules /
(Cepyin No_ ) Obwem cepnu 272727 amnyva ,
Analytical Report No/  : 890001669904 Date of Analysis / : 16.06.2023 O
| AnaJlurHaeckHii oTuer No Jata apanusa ) J
'Date of Manufacture / : May-2023 Date of Expiry / : Apr-2026 |
Jlara npon3BoiCTEA Topen no ]
Analysns performed accordmg ND / Anann3 npoBe/leH 1o HA: JII- 001365 170222 ]
o ~ . Page3of 5/Crp.3m35
Total impurities / Cymma ‘ 0.19% | Not more than 1.50% / He Gonee |
npumecest 1 1,50 %.
'8 | Extractable volume/ 1.0ml/1.0mn1 | Not less than label claim (1.0 mL) /
H3snexaemblii 06bem He menee Homunansyoro (1,0 mn) _
9 Bacterial endotoxins / | <=0.725 EUlmg / " Not more than 5.8 EU/mg of ketorolac |
BaxrepuanbHbie <=(.725 ED/mr tromethamine. / He Gonee 5,8 E3/mr
SHAOTOKCHHB KeTOpOJIaKa TPOMETaMHHE.
10 Sterility (every 15th batch) / - NA. | Must be sterile. / JlomkeH 6biTb |
CTepuibHOCTS (ANA KAKLOH CTEPHIbHBIM.,
! { 15-0i cepun)
11 | Assay/Konuuecremwoe | 2968mg/ 29.68Mr | From 270mg to 33.0mg of

onpejeneHue

| CisHi3NOy C4H;1NO;3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
po 33, 0mr  CisHisNO3- C4HiNO;
(keTopornaka TPOMETAMHH) B 1 M.

S A S - :

| 12 ] Alcohol content / ITanon g 11.60 % From 10.60 % to 12.60 %. /

i { Ot 10,60 % mo 12,60 %.

[ Remarks : The Product confirms to ND/ Conclusion : APPROVED / : H
IMpumenanue: [IpoayKT COOTBETCTBYET Tpebosannuam HJT Zawmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Tlogrotosneno: Ankit Ilposepeno: Pardecp Numar | Opo6peno: Mene uixe R/ PyxoBopuTens

i . Ajay Sharma W
Reprint Date / Reprint Date / Reprint Date /

| Hara: 20'0‘62023 JHara: 20.06.2023 ) JHara: 20.062023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4500

2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: LB5195AP1984P1.C004507
www.drreddys.com
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Mpoaykr:  Ketopot (KCTOponak) pacteop 115 BHy IPHBEHHONO H 1) wiimmmmum e icHis, 30 Mr/mn
BatchNo/ : V230479 Batch Quantity / . 272727 ampules/
Cepsin Ne o O6bem cepun 272727 amiy it
Analytical Report No / : 890001669904 Date of Analysis / : 16.06.2023
AunaJuTHuecKHH oTuer No Jara anananza
Date of Manufacture / : May-2023 Date of Expiry / 1 Apr-2026
JIaTa npoH3BOACTBA [Lozen 10 L

Analysis performed according ND / Ana.rmz n;mnefxeu mo HI: JIT1-001365-170222 ,

13 | Packaging/ YnakoBka

Mol GHHCTE]:Jy B [IANKY Kaprormym

1 mL in class 1 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. /

Ilo 1 wMn B aMOoyasl M3
CBETO3AUIHTHOO cTeKna

xopuunesoro wiracca I (USP). B '

BepxHell YacTH aMIyibl HaHECEeHBI
KOJMBIO M TOuKa Jns pasfioma. Ha
AMIYNY HAKIEHBAIOT 3THKETKY.

TTo 10 amuyn ¢ HHCTpyKuMeH mno
[IPHAMEHEHHIO noMeurarT |
B [IBX/amoMuHueBbIH 6HCTED.

Ilo 1 GmcTepy B 34Ky KAPTOHHYI).

_Page 4 4of 5/ Crp. ™. 4u35
"1 mL in class T 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 wMI B aMmoyas U3
CBETO3aUIHTHOI0 CTEKITA KOPHYHEBOTO
WM TEeMHO-KODHYHEBOro  LBeTa
wiacca I (USP). B BepxHel uactH |
aMIyJbl HAHECEHBI KONBUO H TOYKa |
Juts pasnoma. Ha aMnyny HakneuBaroT
ITHKETKY. i
Mo 10 aMnyn ¢ HHCTpyKIMe#d no
MPUMEHEHHEO FIOMEIIAI0T
B [IBX/anoMunueBelft GnucTep.
Io 1 6nuctepy B IAYKY KAPTOHHYIO;
JnA  cTauuoHapos: mo 2, 3, 5
BMCTEpOB B NAYKY KAPTOHHYEO.

14 | Labelling / M%KH}J—GBKB According to ND /B cootsetcTsud ¢ HJI.
15 | Storage conditions/ " "Ina place protegtwfad_fur-;m light below 25 °C. Do not freeze. / B 3aupimensom |
{ Xpauenue OT CBETA MecTe NIPH TeMreparype He Buimre 25 °C. He 3aMopaxuBars.
16 _i " Shelf-life / Cpox I'oqHOCTH iyez'irs. / 3 roga.
" Remarks : The Product confirms to ND/ Conclusion : APPROVED / T
i Tpumeuanue: [IpOAYKT COOTBETCTBYET Tpedopanuam HJL 3axmoyenne: OJIOBPEHO I
\ Prepared by / Checked by / Approved by: Manager/Executive / ll
INonrorosneno: Ankit [Iposepeno: Pardeep Kumar | Omobpeno: Meweukep / Pykosoguress
- ] -, | Ajay Sharma \ n
Reprint Date / Reprint Date / Reprint Date / '
Jara: 20.06.2023 Hara: 20.06.2023 J

Hara: 20.06.2023

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 OF ANALYSIS  Tel: +9198166 56001-02
CEPTIHOHRAT AHAJIH3A www.drreddys.com

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

| ipoaykr:  Keropon® (keToponak) pactsop 1BHY TPHBERHOTD It BHY rp:mmmeqﬂoro BBefeHud, 30 mr/mn
lBatcll No/ 1 V230479 Batch Quanhty/ : 272727 & ampules /I

' Cep#in Ne . _ Ob6nem cepun 272727 amnyn

| Anallytical Report No / : 890001669904 Date of Analysis / : 16.06.2023 |
| ApaJUTHYeCKHA 0T4eT No Jata anannia
Date of Manufacture / : May-2023 Date of Expiry / ¢ Apr-2026

Jdara npon3soacTea Tonen go

(Analysis performed =_1ccordmg 1‘5]2 /ﬁAHaJI}iE nnonegieu 1o Hl[ JIT1-001365- 170222
T“am’SofS/f ip . 5n3s
B Ketorolac tromethamme /Keropc}naxa  TPOMETAMMH _

il

! API name / Haumeuonauue ADC:

|

. INN /MHH: { Ketorolac / ¥eropomax T
I

API manufacturer batch number / l APHO010125

Homep cepun NPOH3BOAUTETH . ACDC

Dr. Reddy's Laboratories Ltd., India /
J-p Peaup'c Jlabopatopuc JItn., Menns

APT Manufactm ed by & country/
Hposseogurens ADC, crpmma:

FP Manufacturer API Batch number/ ‘ - ) _;'EQ;&OOI 41 o o i _;

"Remarks : The Product confirms to ND/ Conclusion : APPROVED / B ﬁ
Hpumeyanre: IIpoaykr coorsercteyet Tpebopanuam HIT 3axmouenne: ONOBPEHO i
Prepared by / Checked by / Approved by: Manager/Executive / I
ITogrorosneno: Ankit Iposepeno: Pardeep Kumar | Omo6peno: Menie [,:vé‘p / PykoBoguTenn |
LA s S— | Ajav Sharma A ]!

Reprint Datc / Reprint Date / ) Reprint Date / i

t Hara: 20.06.2023 B Hata: 20.06.2023 _ | Jara: 20.06.2023 o :"

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2939, Email: majl@drreddys.com
CIN: L85195AP1584PLCO04507
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