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Dr.Reddy’s €%¢

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A www.drreddys.com

Product:/  Ketorol (Ketorc";lac)_s—oﬁiaﬁ for intravenous and intramuscular injections, 30 mg/ml |

Hpoayxr: Ketopoa® (ketoposak) pactsop s BHYTPHBEHHOIO H BHYTPUMAILIEYHOTO BBEIEHMUS, 30 Mr/mn_
Batch No / : V230550 Batch Quantity / : 272727 ampules /
Cepus e O6uem cepun 272727 awnyn
Analytical Report No / : 890001678389 'Date of Analysis / : 30.07.2023
[AHamuTHyeckHii oraer Ne ‘lara apanuza o o
Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026

HMata npoussoxcrea o Togenmo =~ e
{Analysis performed according ND / Auanus npoeexen mo HJI: JITI-001365-170222 "

Page 1of 5/Ctp. 1m3 5 -l

e . 2
[ i;’ Test / oxasarens Results / PesyaeTaTia Specifieation / Hopma
! —___4 CUEN ErS— =~ i e e il
1 ' Description / Onncanue "Clear pale yellow solution, / | Clearcolorless o pale yellow solution,
‘ Ipospaunsrit cBeTNO-keNThiil | / Ilpospausbiit GecugeTHEIH wmm
PacTBop. CBETJIO-KENTHIH PacTBOP.
- 7 | Tdentification / The retention times of the main | The retention times of the main ‘peakg—

Hoanuunocrs

peaks in the chromatogram of test |

solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen (Assay section) / Bpemenra
YAEPXHBAHHA OCHOBHBIX TIHKOB Ha
XPOMATOrpamMme HCOBITYEMOro
PacTBoOpa COOTBETCTBYIOT BpEMeHaM
YEEPXKUBAHHA OCHOBHRIX MHKOB Ha
XpoMatorpamme CTaHAAPTHOTO
PacTBOpa KeTOpOJiaka TPOMEeTaMuHa
H Hafnpokcena (pazmen
«KonnyectsenHoe onpenencHues)

in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen
(Assay  section) /  Bpemena
YOEPHUBAHUA OCHOBHLIX TIHKOB Ha
XpOMAaTOrpamMme HCIOBITYEMOTO
PacTBOpa JOMKHBI COOTBETCTBOBATH

: BpEMCHAM YHEPHHBAHHA OCHOBHBIX

IHKOR Ha XpoMaTorpamMmme

CTaHAPTHOIO pacTBOpa KEeTOponaka |

TPOMETAMHHA H HanpokceHa (pasien
«KonudecTseHHOe OnpenencHyen)

3 Clarity / ﬁpc);i)aq—lmcrb

Complié? / CEOT;eTcmye%

The opalescence of the sample should
not exceed opalescence of reference
suspension L. / Onanecuenumns
AperapaTa He JODKHE HpeRbIaTh
ONaNeCUEHUHIO ITATOHA CpaBHeHus .

4 | Color/ LgeTnHocTs 0.04 " Not more than 0.20 at 430 nm. /.
! He Gonee 0,20 npu anvne BonHb
430 am.
[' 5 | pH B - 7.38 From 6.9 t0 7.9. / 01 6,9 10 7.9. _}
48 . TSNS | - po— VS — S PRBREE
Remarks : The P?ocﬁzct confirms to NI/ T —aonciusion : APPROVED /
[lpumeuanue: [ponykr coorsercrayer ‘tpebopanuam HJI 3axmouenue: OIOBPEHO _

Prepared by /
Hoxroroenero: Pardeep

Checked by /
lposepero: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykasozire 1o

| Hara: 30.07.2023

Hara: 30.07.2023

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

_}[aw.:a: 30.07.2023

Kumar . --»\[——; | = e - S Manoj Kumar &
chri_m Date / chrintﬁate/ Reprint Date / o
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Tel +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
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Dr. Reddy's Laborateries Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJTIM3A  Ww.drreddys.com
| Product:/  Ketorol (Ketorolac) solution for intravenous and intamuscular injections, 30 mg/ml ]
Hpoayxr: Ketopon™ (ketoponak) pacTeop mns BHYTPHBEHHOIO H BH)’TpHMI:iIIJE'-iHOI"D BBEACHNS, 30 Mr/mi
Batch No / : V230550 |Batch Quantity / : 272727 ampules/ |
Cepun No Ob6sem cepun 272727 amnyn
Analytical Report No / : 890001678389 Date of Analysis / : 30.07.2023
Anamarayeckuit oTuer Ne Jara anannza
Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026
Jara npoussojcrea Toxen no _ _—

Analysis performed accordmg ND / Anann _Anajis nposeaen no HJL: JII1-001365-170222

Pa t;ea ofgff‘i p. 2 n3 S_-_M

6 Particulate matter / Mexanuyeckue BKIIOYEHH

6A Visible particles /

BunuMele 4acTHIE

Complies / Coomew%syef

" Should correspond to ieqmrements. /]

B cooTBeTCTRUY ¢ TpebOBAHMAMH.

6B Invisible particles /

1 HeBuauMbie yacTunpr:

i. Particles> 10 pm /
YHacTuil pasmepoM >
10 MxM

ii. particles > 25 pm/
YacTHI] pazMepoM >
25 MM

02

60

not more than 6000 per ampoule /
ne Gonee 6000 Ha amnyny;

not more than 600 per ampoule /
e bonee 600 Ha ammyiTy.

e U — OST— 1

Impurity A / [Tpumecs A

7 | Related substances / PoacTreHHbBIE NpHMecH

T0.14%

Impurity B / [Ipumecs B

Below LOD (LOD = 0.014 %)/
Hioxe npenena o6uapysenus (110 =
0.014 %)

impurif; C/pumecs C

Below LOQ (LOQ =0.033%) /
Hrxe nipesesa xommuecTReHHOTO
onpenenenns (IIKO = 0.033 %)

3 Impurity D / [MpumMeck D

Enuauunas nennentiduim-
POBaHHAT TIPUMECE

Any unspecified impurity /

Below LOD (LOD = 0.014 %} /
Hmxe npenena obxapyxenus (10
=0.014 %)

Below BDL (BDL= 1722) / Huxe
nopora peructpauuu (TIP = 1722)

I not more than 0.50 % / ue Gonee |

4

not more than 0.20% / He Gojee
0,20 %;

0,50 %;

| not more than 0.50 % / He Gomee |
0,50 %,;

“not more than 0.20 % / e Gonee
0,20 %.

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

ri{e;ﬁ;ks The Product confirms to ND/
[lpumesanne: IpoayKT cooTBETCTBYET TPEGOBAHMAM HI

Conclusion : APPROVED /
3axmouenne: ONOBPEHO

Prepared by /
i HoaroroeneHo: Pardeep
Kumar /

P

Checked by /
Iposepeno: Himesh Kumar
i~ =2 * | Manoj Kumar

Reprint Date /
Hara: 30.07.2023

Reprin—t" Date/
Jara: 30.07.2023

Approved by: Manager/Executive /
Onobpeno: Menepxep / Pykoromiitens

Reprint Date /
Hara: 30.07.2023

i
il
I
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Dr. Reddy's Laboratories Ltd.

@
Dl". REddY’S Q... Formulation Unit-6

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

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
www.drreddys.com

CEPTH®HKAT AHAJIH3A
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscalar injections, 30 mg/ml |
Hpoayxr: Keropon® (xeroponax) PAcTBOP 1A BHYTPHBCHHOTO H BHYTPUMBILIEYHOrO BBENEHMS, 30 Mr/m
Batch No / : V230550 Batch Quantity / : 272727 ampules / )
Cepus Ne O6nem cepun 272727 amnyn
Analytical Report No / : 890001678389 Date of Analysis / : 30.07.2023 -
AnagaTayeckui oryer Ne Jara anannza _ |
'Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026 |
Jara npoussoacrea J'onen no e
f_@_gajgsii performed according ND / Anamnus nposenen no HJI: JI1-001365-170222 e B
e Page3 of 5/Crp.3m3 5
Total impurities / Cymma J 0.14% " Not more than 1.50 % / He 6omee |
npHMeceii l 1,50 %.

8 | Extractable volume/ =~ I T 0ml/T0mn T T T Not less than label claim (1.0 mL)/ |
Haenexkaemerii o6uem He menee Hommuanssoro (1,0 M)

9 Bacterial endotoxins / | <=0.725 EU/mg / - Not more than 5.8 EU/mg of ketorolac
BakrepuaibHbie ! <=0.725 ED/mr tromethamine. / He 6onee 5,8 ED/mr
IHAOTOKCHHEI [ KETOpOJIaKa TPOMETAMHMHEA.

10 Sterili'ty (E—verymlsth-bat_ch-)“ rl T CNA T T “Must be “sterile. / ,[Eomxeﬂ 6eITE
f CrepunbHoCTS (0015 KamIoi CTEPHIILHEIM.
15-0it cepun) i
11 'Assayllfnnnliecmeuuoe 29.61mg/ 29.61mMmr | From _27ﬁg T to 33.0 }né “of
onpefescHue CisHi3NO3  C4H ;1 NO; (ketorolac
tromethamine) per 1 mL./ Ot 27,0 mr
no  33,0Mr  CisH;sNOjy C4HiyNO, :

[ (keToponaka TpomeramuH) B 1 M,

i ] s S i A N
12 Alcchol content / ITanon 11.70 % From 10.60 % to 12.60 %. /
L ‘ Or 10,60 % 1o 12,60 %.

[ Remarks : The Product confirrns to ND/ Conclusion : APPROVED /
Upumeuanue: Iponykr cooreercTBYeT Tpebosanusm H]T 3akaogenne: OJJOBPEHO |
Prepared by / Checked by / Approved by: Manager/Executive /
Hogroroeneno: Pardeep lposcpeno: Himesh Kumar | Ono6peo: Meunemxep / Pykoromimens.
Kumar i - o - <7+ | Manoj Kumar )
Reprint Date / Reprint Date / Reprint Date /

| Hera: 30.07.2023 Hara: 30.07.2023 Hara: 30.07.2023 _f

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,

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A

Tel : +51 98166 56001-02
www.drreddys.com

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

| poxyxr: Ketopon (ketoposak) pacTBop [UIS BlY IPHBEHHOIO H BHY p:-mmmeqagro seeaenns, 30 Mr/vn
iBatch No / : V230550 Batch Quantity / : 272727 ampules /
{Cepusn Ne . ) O6sem cepnn 272727 amnya
Analytical Report No / : 890001678389 " Date of Analysis / : 30.07.2023
Ananarayeckuii oruer Ne B Jara anannia o

:Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026

llam APOH3BOACIBA Togen 10

[ Analysis performed according ND/ AHaJiu3 npoBeiex Mo HH HH—OOBSS 170222

Paged4 of 5/Crp.4uz 5

13 Packaging / ¥Ynakoeka 1 ImLinclassI light-shielding amber

glass ampoules (USP). A cut ring
¢+ and point in the upper part of
ampoule, A label is attached to
| ampoule. |
10 sampoules and a patient |
information leaflet in a
PVC/aluminum blister.
1 blisters in a carton pack. /
Mo 1 wmMao B avnoyael U3
CBETO3AIIMUTHOIO cTeia
kopuudeBoro kimacca I (USP). B
BepXHEH 4aCTW aMilylsl HAHECEHE
KONBLC M Touka Ajig pazioma. Ha
aMITyJ1y HAKIEHBAKT ITHKETKY.
Mo 10 amnyn ¢ HHCTpYKUMEH nO
NPUMEHEHHUIO MOMEIAI0T
B [IBX/anroMuHMeBEI# OMHCTED.
ITo 1 GucTepy B NauKy KApTOHHYHO. |

| l

| |

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. /

Mo 1 wMn B aMOynel u3
CBETO3RIIMTHOTO CTEKNA KOPHIHEBOTO
HWIM  TEMHO-KODHYHEBOIO  IBETA
knacea I (USP). B Bepxue# dvactu
aMIYNBl HAaHECEHBl KONBL0 M TO4YKA
and paznoMa. Ha amnyny Haksiensaior
ITHKETKY.

ITo 10 amnyn ¢ uHCTpyKUMe#d no
HPUMEHEHHIO HOMEIAIOT
8 [IBX/amomunuessiif Gnuctep.

ITo 1 BnucTepy B MAUKY KAPTOHHYIO;
Jyia  cranvoHapoe: no 2, 3, 5
GnuCTEPOB B NaUKy KapPTOHHYHO.

Ilo 1 6mucTepy B MAYKY KapTOHHYIO. l

i

14 | Labelling / Mapxuposka

| According to ND / B cootserctsuy ¢ HJI,

| 15 Storage conditions / | Ina place protected from light below 25 °C. Do not freeze. / B 3aniLieHHOM
XpaHenue OT CBETA MECTE NPH TeMneparype He Beiue 25 °C. He 3aMopaxuBars.

16 | Shelf-life / Cpox rogmocrs l 3 years. / 3 roza. ' |
Remarks : The Product confirms to ND/ | Conclusion : APPROWD / ]
[Ipumedanue: [Ipoayxr cootserctyer Tpefosanuam H]T 3axuroaenne;: OOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ilonroroeneno: Pardeep IHpoecpeno; Himesh Kumar | Onobpeno: Meneaxep / P) KOROANTE b
Kumar f - \{ R ~}, Manoj Kumar

—t < =t : — 4
e : . sae
Reprint Date / Reprint Date / Reprint Date / f
MHara: 30.07.2023 Hara: 30.07.2023 ) Hata: 30.07.2023 i h

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com
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B Dr. Reddy's Laboratories Ltd.
Dr.Red dy’s !'.. Formulation Unit-6
' . Vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS wmAresdelyssesti
CEPTHOHUKAT AHAJIM3A ' '

Product : / Ketorol ﬁ{efarolaa solution for intravenous and intramuscular injections, 30 mg/ml
Tlponykr: Keropon™ (keroponak) pacteop ans BHVTPHBEHHOIO U BHYTPHMbILEYHOTO BBEAeHHS, 30 Mr/mn
Batch No / : V230550 'Batch Quantity / : 272727 ampules /
Cepus Ne OGnem cepusr 272727 amniyn
Analytical Report No / : 890001678389 ;Date of Analysis / : 30.07.2023
AHaauTHYECKHH oTeT No JAara awamuza !
Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026
Mlarta nponssogcrea e [Tonen o - _
Analysis performed according ND / Anasnus uposenen mo HJ: JII1-001365-170222 B )

B . . Page5of5/Crp.5m 5

API name THéilMt}HQBa-i{:He ADC: Ketor"‘ola-g trgni&_:tflaming / Keroponaka tpomeTamuy

INN / MHH: R T Kegofglag / Ketoponak L
API manufacturer batch number / ABPH010196
Howmep cepun nponsronrens ADC: _ o
FP Manufacturer API Batch number /
j Homep cepun cyGeranuun nponseonurens IJI®: FEQASI 34 _
| API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Lﬂpousadunnnb ADC, cTpana: Z-p Pepnu'c aGoparopuc Jta., Huons
Remarks : The Product confirms to ND/ Conclusion : APPROVED / o :ﬂ
[pumeyanue: [Tpoaykr coorsercTeyer rpeboBanuam HIL | 3aksnouenne: OMOEPEHO i
| Prepared by / Checked by / Approved by: Manager/Executive /
Hoarotosseno: Pardeep [Tposepeno: Himesh Kumar | Opo6pexo: Metexep / Py KOBO/[HTE. 11
Kumar . { p J‘ . | Manoj Kumar .
Reprint Date / '—liépriﬂrﬁ Date/ Ml_{eprint Date /
I Mara: 30.07.2023 - Hara: 30.07.2023 { Jara: 30.07.2023 o

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2898, Email: mail@drreddys.com
CIN: L85195AP1984PLCOCASDT
www.drreddys.com



