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1 I’_ruoduct_:_-/ Ke—tgrdlm("KetEtolac) solution for intravenous and i ntramuscular injections.

CERTIFICALLE OF ANALYSIS
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30 mgml

.

TIpoaykr: Keropod AKETOpOIaK) PACTBOR WA BHYTPHBOHHOTO 1 BHY TPIMbIILICHHOTO BBCACHNA 30 mr/ma |
iBatch No / : V230405 'Batch Quantity / . 272727 ampules / |
Copmae e (Obwem cepun 21227 |
[Analytical Report No/ : 890001669902 lDate of Analysis / : 16.06.2023 |
@awqeﬁnﬁgjuqﬂﬁ) [ aTaaHANMIA o — = I
{Date of Manufacture / : May-2023 Date of Expiry/ . Apr-2026 |
|Jara RPOWIBONETBA o S o Topenpo _______
L Analysis performed : according ND / Ananus nponeiel 10 BHA: Jlﬂ-g@l3é_54]02}2 S |
Pagelof5/Crp1msS
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1 Test / TlokaszaTelb
NE i
|1 ] Description / OnucasHe

|

Tdentification /
IlopAMHHOCTE
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|
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i
E "3 A} Claritylﬂpoapaqnécm
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CBT(;i‘ f_l_lBeTHOCTh

S i

e TTho Product confirms o ND/

¢ TIpusMcdaHile [TpoAVKE COOTBCICTRYC] TpelOBAHNAM 111

{_P'repared by/ T
i TIoAroTOBIIEHO: Ramakani
At

o« I_ij}XU LA

i ol e

1' Reprint Dato/
Jara: 16.06.2023

iLs

Registered Office:

L

Checked by /

Results / PesyanTaThl i

i I

1 Clear mpalé‘ yehlloww soh;tionfu /"l
| Tlpo3paynblit CBETAO-KENThIH
pacTBOp- l

T The retention mes of the main i

1 peaks in the chromatogram of test

| solution correspond to those in the |

E chromatogram of standard solution
of ketorolac romethamine and !

| naproxen (Assay section) / Bpemena |
YAEPAKHBAKUA OCHOBHBIX NIIKOB Ha

| xpomatorpamme WCTLITYEMOro |
pacTsopa COOTBETCTBYIOT BpeMeHaM
yRepKHBaHHS OCHOBHBIX MMKOB Ha

'/ TIpospaubii

“The }etx:nﬁon—t—i:mégof ‘the Igezinnﬁpéglzs

: . E
Specification / Hopma !

i - e —_ i e e R
Clear colorless to pale yellow solution. !
fecupeTHBIA HIH |

CRETNO-KENThIH pacTBOP.
{

in the chromatogram of test solution
should correspond to those in the !
chromatogram of standard solution of |
ketorolac tromethamine and naproxen

(Assay  section) /  Bpemena |
YIEPKUBAHHA OCHOBHBIR THKOB H3
XPOMATOrPaMML GBI TYEMOTO
pactBopa JIOIKHE! COOTBETCTBOBATD
BpeMEHAM  YACPKHBAHRI QCHOBHBIX
Xpomarorpamme l

)(pOMﬁTOl'pﬁMMQ cTaHJapTHOTO i IMKOB Ha
pacwepn ROTOPGTahd TPOMCTaMHH& Cranaapiiaiy pacrsepa KETOPOSIKA
u piarpuklciia (paznen l TPUMUTIMIHY i tampukce i L Laen |

«KOnU4ECTREHHOS onpefeneHue)

—Ceﬁﬁ{es ﬁocﬁaeﬁﬁa?&r_

|
|
—Jf
|
|

K oJMECTBCHEOE ONPEK

renien) |
The opalescence of the sample should
not exceed opalescence of reference \
suspension . / QnanecueHUUA i
ppenapara He fuihits fiponLIUATE |
OnANIECUEHLITI0 1Lt CpanHEeHHs 1.

Not more than 0.20 at 430 nm. /
He 6osee 0,20 mpy AnMHE BOJHED !
430 um.

me.6.~§_to 79./016,9007,9. !

Co—insion: APFROVED /| |
3axmouemne: OJOBPEHO —
Approved by: Manager/Executive /

TIpoBepeHo: Pardecp Kumar OpobpeHo: Menugep Py ronoaricit l]
— Amit lumar e 7 !
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"R eprint Data / Reprint Date /

| Jtera: 16.06:2023 Jora: 16062023 _ _
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‘. » Dr. Reddy's Laboratories Ltd
' X Earmulation Unit-6
Dr. Reddy S N°¢ vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIES Tel : +91 98166 56001-02

LA e e

TCLPTHOIKAT AHAJIBA www.drreddys.com

Product : /- “Ketorol (Ketofclac} solutioﬁ—f—dr intrairénals‘ﬁnd intramuscular injections, 30 mg/ml - i
| TipogyRr: e ropoi t @ﬂ*tjmﬁ} pavroop And Bii TPHRCHHOTO W ;g;@l}ﬂifmﬂl!;ﬂnx|,ﬂ BETICHI, 30}31;/34& l
Batch No / : V230405 Batch Quantity / . 272727 ampules / '
|Copuade e O6sem copun __ 21227 2MIVE__ |
Analytical Report No / + 890001669902 \Date of Analysis/ . 16.06.2023

L;\_n_mgg_uq_e_cxn_ﬁ_o_wgﬂé_ e — dataamamsa o ]
Date of Manufacture / : May-2023 ‘Date of Expiry/ . Apr-2026 |
‘ga'ra__n_pn;gm,gmi_  oes 40 I s

o5 107 |

\nalysis performed ccording ND / ARai npone e mo i/1; JIT-00 i
Pagc20f5/Crm 2u35

h

6 ‘E_ I_’ax:ticfﬁaf;x?latter / Mexan ﬁﬁcxﬁg BK/TIOHEHNSE
FEA T Visible pémcleg I | _(-fompl_iés / (ZMEQTECTETByE% 7 -; “Should corres;ponci t0 @uire_men{s___
‘ 1 BunumMble 4aCTHIBE l B cOOTBETCTBHH C TpeboBaHIAME |
6B wﬂlvis—zﬁepé{{iclc;f T ME - T s S meEEE |
| ] Hesuanmsle HacTHUbL | |
¢ i Particles> 10 pm/ 50 | not more than 6000 per ampoule/
\ YacTHI pa3MepoM 2 1 \ He Gonee 6000 na amMnyiry; |
\ i 10 MxMm
l ii. particles =25 pm / ‘ 01 l not more than 600 per ampoule / ]
1 HACTHIL, PA3MEPOM = i ne Gonee 600 Ha aMnyIry. !
! 25 MKM \ E ‘
pT _; matgnﬁubsaﬁ_ce's T PoncTBeunbIe np.urq;vlecnm S—— —]
i i - o R e —_ = iz — e R SO oo i i e i i
l | Impurity A / [lpumeck A 0 14% "ot more than 0.20 % / He Gonee '
] | 0,20 %; l
\.__ﬁ, e Below LOD (LOD = 0.014 %) / ]
Tmpurity B / Tipumecs B Hipke npercnia 00HapYKeHAS (1o not more than 0.50 % / He Gonee |
1 il 1 =0.014 %) I 0,50 %,;
i
] “Jrpurity C / Hipumecs C ~|  BelowLOQ(LOQ= 0.033%)/ | not more than 050% / ne Gonee
! \ + Huxe npeacia KOAWUEeCTBCHHOIO 0,50 %; i
\ I __1 OTNpEAENEHIs (MKO=0033%) | __ o
i t Impurity D / [Tpumectk D | ot more than 0.20% / ne tonee
| Below LOD {LOD = 0.014 Y%y | 0,20%. !
\ | Huke npenena obHapyKeHuA (1o '
1 | =0.014 %) l B
| Any unspecified mputy ! | 6,615 " Not more than 0.20 % 7 He 6onee
l ] EiHAuHas HEWICHTHPUIM- | A \ 0,20 %. l
| poanHad IPUMECE
e ———— R T R — S

ey g R

e — ___,,-_____—_:z-»—_—;—__-—__.»__
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumertaniie: TIpoayiT Cof BETOTEVET TPCOOBIHIAM 3911 3axJiouenne: OJOLPEHO

" Prepared by / Checked by / Approved by: ManagerfExecutivcf 7
“ ToprotosneHo: Ramakant TIposepero: Pavdeep Kumar | Onobpesio: Metiemkep ! iy kosOaHTED

s T 4{ i . i \ |
 GueE L AmitKumar -~ f_n

Reprint Date / Roprint Datc/ T | Reprint Date/
Lﬂ““" 16.062023 Jara: 1_6_.06.29_2§ D i;ﬂ_‘_irz_l_6.(@0%§_ )
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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

Do
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CERTIFICATE OF ANALYSIS
CEPTADGUKAT AHAJIA3A

Ketorol (Ketorolac) solution for intravenous and intramuscular inj ections, 30 rﬁg/ml

MProduct : /

| IlpopyxT: Keropon® {xeToponak) pacttop T sHyTPIBETIHOTG H B TpuMplLeqHoro Beeaenns. 30 mr/mn |

Batch No / : V230405 Batch Quantity / : 272727 ampules /

Cepus Ne o ~ ,O6bem cepun 272727 amniyn

Analytical Report No / : 890001669902 Date of Analysis / 1 16.06.2023

AnanaTEyecKuil oryer N Jlara ananusa L

Date of Manufacture / : May-2023 Date of Expiry / . Apr-2026 )

JlaTa NPOH3BOACTEA o Topen no _
65-170222

' Analysis performed acé(;_r"d_ing'ND / &;;nm nposkencii 0o 1,1 JI1-0013 22 R -
__Page3of5/Crp.3m35

i'—— "{ Total impurities / Cymma_ I 0.19% "~ Not morc than 1.50% / He 6osee
i npuMeceH l 1,50 %.
8 | Extractable volume/ ' T 1.0ml/1.0Ma | Not less than label claim (1.0 mL) / |
Uspnexaemsiii 06hem | He menee noMunansHoro (1,0 mm) %
"¢ Bacterial endotoxins / o "<=0.725 EU/mg /77 7| Not more than 5.8 EU/I_I-IE—Of ketorolac ‘
GakrepuanbHbie <=0.725 E2/mr tromethamine. / He Gonee 5,8 EB/mr
IHIOTOKCUHDI | KeTOpoNaKa TPOMETaMHHE, !
10 | Sterility (every 15th batch) / | T NA 7 Must be sterile. / JlomkxeH OLiTh |
CrepuabHOCTE (A5l KAXKA0H CTEPHIIBHBIM.
15-0ii cepun) I
11_—Eéséy/KoﬁuecrseH;—5€ o 29.63_ﬁg/ 29.63 Mr | From 27.0mg to 330mg of
onpenencHue | Ci5H1aNOy CaHiNO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
mo  33,0mr CisH13NO;- C4H 1 1 NO3
i | (keTopoaka tpoMeTamiH) B 1 MIL
' 11.59% From 10.60 % t0 12.60 %./

Ot 10,60 % 1o 12,60 %.

4

" Alcohol content / ITanon \

i ————— - - S SE———

Conclusion : APPROVED /
Zaxmouenne: OJOLPEHO
Approved by: Manager/Executive /
Onobpeno: Menengep / Pyworomdrens
Amit Kumar Sy
Feprint Date/
| Jlata: 16.06.2023

[r————"_A—-—-“‘_" ekt 2 - p-——
Remarks : The Product confirms to ND/
. Hpumeuanue: [TpOAYKT COOTBETCTBYET TpeGopanusM HJ

| Prepared by / l Checked by /
! IMoaroroeneso: Rantakan| TposepeHo: Pardeep Kumar
' i

M- |

TRoprint Dato /
gIaTa: £06._2_023 _

Reprint Date /
Hata: 16.06 2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganz, India
Tel: +91 40 4900 2900, Fax: +51 40 4900 2999, Email: mail@drreddys.com
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Dr.Reddy’s “:‘

| Product : /

CERTIFICATE OF ANALYSIS
CEPTHUONKAT AHAJIA3A

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

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

Ketorol (Ketoro ac) solution for intravenous and intramuscular injections, 30 mg/ml

poaykr: Ketopon™ (KeTopostak) pacTsOp LA fsiiy TPUBCHIIOT) ¥ BHYTPUMBIIIEHHOTO BBeAenns, 30 mr/ma
Batch No / : V230405 Batch Quantity / : 272727 ampules /
'Ceguﬂ Ne i O0uem cepHH 272727 amnyn |
‘Analytical Report No / : 890001669902 Date of Analysm 1/ : 16.06.2023
Ananumqemuu oT4yeT Ne . II[a'm AHANH3A o o

Date of Manufacture / : May-2023 Date of Explry / : Apr-2026
JlaTa npon3BOACTEA Jganeﬁ no l

'Analvms s performed : accordmg ND D/ AHEL]'H/IS i3 nposenen no HI: JIII- 001365- 170222

E 13| Packgging / Ynakosxa

| ,

| t

i !

i

M“I'r_wi;;t;:llingl Mag;l—c_npo_r;éa o
15 | Storage conditions/

Xpanenue

I 16 IShelf—hfeleox roAHOCTH

T T3years./ 3 rona.

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
PV C/aluminum blister.

1 blisters in a carton pack. /

Mo 1 m™Mn B aMmoylsl M3
CBETO3IIHTHOTO cTekna

BEPXHEH YaCTH amMny/ibl HAHECEHbI
KONBIO M TOuKa s pasnoma. Ha
AMITYJTY HAKJICHBAXOT 3THKETKY.

Tlo 10 ammyn ¢ HHCTpyKUHMEH IO
TIPUMEHEHHIO [OMEIAI0T
8 [IBX/amomutneBL # GucTep.

Tlo 1 BaucTepy B NauKy KAPTOHHYIO.

| Mo | ﬁnﬂc:Tepy B NauKy KapTOHHYIO. l
" According to ND / B coorseretsur ¢ HI,

xopruHesoro knacca I (USP). B -

|
|

Pa; \40f5/uJ3:4H35

"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. /

Ilo 1 wMn B aMIoyns U3
CBETO3ALIMTHOTO CTEKIIa KOPHMYHEBOTO
WIV  TEMHO-KOPUHHEBOIO  UBETA
wiacca 1 (USP). B BepxHe# wactu
aMrysisl HAHECEHB! KONBUO W TOYKA
zns pasoma. Ha aMoyity HarkJieHBatoT
ITHKETKY.

IMo 10 ammyn ¢ MHCTpYKLueH IO
NPEMEHEHHIO [IOMEINAIOT
g [IBX/amoMHHHEBLIH OnucTep.

Tlo 1 BrmucTepy B mauKy KapTOHHYIO;

ois  crapMonapos: mo 2, 3, 5
GIHCTEPOB B MAUKY KAPTOHHYIO.

" In a place protected from light below 25 °C. Do not freeze. / B 3almIlesHOM
OT CBETA MECTe NPH Temnepa'rype ge seie 25 °C. He 3aM0paxuBaTh.

£

! Remarks : The Product confirms to ND/
anmeqa;me TIpomyKT COOTBETCTBYET tpebopanmam HI

| Conclusion : APPROVED /
Zaxmogenune: O/IOBPEHO

i

Checked by /
Ipogrepero: Pardecp Kumar
| Amit Kumar \

Approved by: Manager/ﬁxecutiv—e /
Onobpeno: Mene icep  PyKOPODUTEND

+ Free
) “'

Prcpared by /
L Moprotoeneno: Ramakan
f J feud
i B ¥ — .
| Reprint Date/
| Jlara: 16.06.2023

Roprint Date/
Hara: 16.06.2023

Roprint Date /
| Mora: 16062023

-

N B |

1]
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www.drreddys.com



Dr.Reddy’s ‘_‘:‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAMIZA

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

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

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

Mpoayier: _ Ketopon” (KETOPOJAK) pacTrop A8 BHYTRIECHIOTO H BHyTPIMBIHICHHOTO 010 BBeReHI. 30 Mr/Mn_|
Batch No/ : V230405 IBatch Quantity / : 272727 ampules/
lCL“pUSI Ne _ 7 Ob6bem cepun _272727 animy
Analytical Report No / : 890001669902 'Date of Analysis s/ : 16.06.2023
Auaanriaeckui oTger Ne o Jlataapanmsa
'Date of Manufacture / : May-2023 1Date of Expiry / ¢ Apr-2026

Jara npaiigoiersa Tanen o o B

Analysis performed .ummmfr ND/AHa.rmz npoBeicy Ho HJ JII1-001365-170222

AP name e/ Haumenosanue ADC:
INN / MHH - 3
API manufacturer batch number /
Homep cepim npomsgoamrers ARC:
| FP Manufacturer API Batch number /

| Homep ceptin 3 SeTaliitii 1potisBOAUTeNs rae:
API Manufactured by & country/
Ypoussonutens AQC, crpana:

] ‘,,,kS()fS/‘r . S5u3zs

Ige_toro_la_c ‘tromethamine / KeToponaxa TPOMETaMuH

Ketorolac / [ ey

APHO010125

FEQAQ0141

“Dr. Red&;fs Laboratories Ltd., India /
_Jbp Pegmu'e Sacopuiopee Jita, M

' Rcmarks The Product confirms to ND/
; ITprmedanye: IIpOAYKT COOTBETCTBYET rpedopariay HI

Conclusion : APPROVED?
| 3axsrouenne: ONOBPEHO

H Prapared by / Checked by /
1 Tloprorosnexo: Ranml\mz

r

TTposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opnobpeno: Mene mup/ P\ KOBOTHTIC 1D
Amit Kumar .

Reprint Date /
| Harta: 16.06.2023

Reprint Date / '
| Maia 16.06.2023

Reprint Date /
Hara: 16.06.2023

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

Tel: +91 40 4900 2900, Fax; +91 40 4900 2529, Email: mail@drreddys.com
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