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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-5

Viiil. knol, Naiagarh Road, Baddi,
Distt, Solan, F.P., 173 205, INDI|A
Tol + +91 98166 56001-02
www.drreddys.com

CEPTHOHKAT AHAJIA3A

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

[TpoayxT: Keropon™ (keToponak) pacTsop /A BUYTPHBEHHOrO M BITYTPHMLIICHHOTO BECACHNA, 30 mMr/mn
Batch No / : V240598 Batch Quantity / : 272727 ampules /
Cepust Ne Q6beM cepnn 272727 amnyn
Analytical Report No / : 890001756587 Date of Analysis / : 26.08.2024 |
AnanuTHYeCKMit oT4eT Ne ~ |Tara anasuza
Date of Manufacture / 1 07/2024 Date of Expiry / : 06/2027
Jlara npoH3BOACTBA Toxen no

Analysis performed according ND / Anaaus nposeaen no HJI: JI[1-001365-170222

Page Lof 6/Crp. 1136

jNo

TpozpauHniii 6ecLBETHLIH PaCTBOP.

No Test / Iloxa3zaTenn Results / PezyabTaThbl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clearcolorless to pale yellow solution.

/ Tlpo3pauHblif OeclBETHBIH unu
CBETJIO-KEThi pacTBop.

2 Identification /
TMoANUHHOCTDL

The retention times

chromatogram of stan

i Hanpokcexa
«KonyyecrBeHHOE O1p

peaks in the chromatogram of test
solution correspond to thosc in the

of ketorolac trommethamine and
naproxen (Assay section) /Bpemena
YIEPKHBAHIA OCHOBHBIX MMMKOB Ha
XpoMaTorpaMme UCMBITYEMOI'O
pACTBOpa COOTBETCTBYIOT BpeMEHaM
YUEpXK{BaHUs OCHOBHBIX MHKCB Ha
XpoMaTorpaMme CTaAapTHOrO
pacTBOpa KeTopojiaka TPOMETAMUHA

of the main

dard solution

(paznen
efeneHmuen)

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
YOEPXHBAHUA OCHOBHBIX [TMKOB Ha
XpoMaTorpamme HCNBITYEMOI'O
pacTBOpa HOJKHBI COOTBETCTROBATD
BpEMEHAM YAEPXKHBAHMA OCHOBHBIX
NUKOB Ha XpomaTorpamme
CTAHJApPTHOIO PacTBOpa KeTopojiaka
TPOMETaMMHa M HaupokceHa (pasjen
«KolmuecteedHoe onpeaeneHne»)

3 Clarity / Iipo3pa4nocTb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / Onanecuenuns
npenapara He AOKHA NPEeBLILIATh
onalecLieHIHIO TalloHa cpasHeHua L

4 Color / UpeTHoCTL 0.043 Not more than 0.20 at 430 nm. /
He Gosee 0,20 npH AnHMHE BOJIHBI
430 uM.
s pH 7.30 From 6.9 to 7.9./ Ot 6,9 o 7.9.

Remarks : The Product confirms to ND/
INpumeuanue: Ilponykt coorsercTByeT Tpebosanusm HII

Conclusion : APPROVED /
3akmouenne: OJOBREHO

Hata: 26.08.2024

Hara: 26.08.2024

Prepared by / Checked by / Approved by: Manager{Executive /
Moyrorosieno, Rama Kant Hposepeno: Pardeep Kumar | Onobpeno: Meunewrepf/ Pykosoayrens
Abhishek Chauhan /
(%ﬂ.b‘}t' 4» ==
Reprint Date / " Reprint Date / Reprint Date /

JlaTa: 26.08.2024

537, Road Wa, 2, Banjara Hills, hyderabad - 500034, Telanganz, India

Y, Faacs =i 0 ;e

034807

3, Einnil: mati@doadadyvi.com
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Viil, Khol, Nalagarh Road, Baddi,
Distt. Solan, FH.P, 173 205, INDIA
Tel : +91 98166 56001-02

vowey drreddys.com

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

Product : /
TlpoAayxT: Keropon™ (keToponak) pactsop Ans BHYTPHBEHHOTO H BHYTPHMBILLETHOrO BReACHHA, 30 Mr/mn
Batch No/ : V240598 Batch Quantity / : 272727 ampules /
Cepus Ne Obbem cepuu 272727 ammyn |
Analytical Report No / : 890001756587 Date of Analysis / : 26.08.2024
AnajgnTH9ecKiit oruer Ne Jara anaausa
Date of Manufacture / : 07/2024 Date of Expiry / v 06/2027
[lara npoxsBoAcTBa Togen no
Analysis performed according ND / Anasns nposeaen no HJI: JI[1-001365-170222
Page2of6/Crp. 236
"ﬂ? Test / TokazaTesan Results / PeaynbTaThi Specification / Hopma
6 Particulate matter / Mexanucckue BKAIOMEHUSA
OA Visible particles / Complics / CooTtBeTcTBy€T Should correspond to requirements. /
BujuuMbie YacTHILk B cooTBeTCTBUM ¢ TPeOOBAHUAMM,
6B Invisible particles /
HeBuauMble 4acTHLIBL:
i. Particles > 10 pm / 14 not more than 6000 per ampoule /
YacTHi pazmepom > He 6onee 6000 Ha amnyy;
10 Mxm
ii. particles> 25 pm/ 00 not more than 600 per ampoule /
4aCTH1] Pa3MepoM > He Gonec 600 112 amnyJry.
25 MKM
7 Related substances / PoncTBennbic npameck
Impurity A / [Ipumecs A 0.15% not more than 0.20 % / He 6onee
0,20 %;
Impurity B / [Ipumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Gonee
Hmxe npenena o6wapyxenus (ITO 0,50 %,;
=0.014 %)
Impurity C / ITpiamecs C Below LOQ (LOQ = 0.033 %) / ot more than 0.50 % / ne 6Gonee I
Huske npenena koNuyeCTBEHHOTO 0,50 %;
onpenenenus (ITKO = 0.033 %)

Remarks : The Product confirms

to ND/

[Tpumeuanne: ITpoaykt cootsercTByeT Tpeboranusm HJT

Conclusion : APPROVED /
3axmouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMTonrerarnene: Rama Kant TTparepern: Pardeep Kumar | Onnfipern; Menenmxen § PYKnROTHTENR
; T - Abhishek Chauhan
E{‘;&y CE«L—‘:— e l/’/{
Reprint Date / § Reprint Date / Reprint Date / J
Jara: 26.08.2024 JHata: 26.08.2024 Hara: 26.08.2024

Repdstered Offies: 8-2-2
5
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Bacidi,
Distt. Solan, H.P., 173 205, INDJA
Tl : +91 98166 56001-02

CERTIFICATE OF ANALYSIS wwrw.drreddys.coin
CEPTHUPHUKAT AHAJIM3A
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoaykT: Ketopon™ (keToposnak) pacTsop jns BHYTPHBEHHOIO ¥ BHYTPUMBIIIEIHOO BBEAeNS, 30 Mr/mn
Batch No / 1 V240598 Batch Quantity / : 272727 ampules /
Cepusa Ne O61em cepun 272727 amnyn
. |Analytical Report No / : 890001756587 Date of Analysis / 1 26.08.2024
AnajmnTHueckuii oruer Ne Jara ananu3a
Date of Manufacture / : 07/2024 Datc of Expiry / : 06/2027
JlaTa npoH3BogCTRA I'open o

Analysis performed according ND / Ananns nposenen mo HJI: JI[1-001365-170222

Page 3 of ETCW(;_—

jNo

No Test / [ToxazaTens Results / PeayabTaTst Specification / Hopma

Impurity D / IIpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He 6onee
Huxe npenena ob6uapy:xenus (T1O 0,20 %.
=0.014 %

Any unspecified impurity / 0.05% Not more than 0.20 % / He Gonee |

Euvnnynas HeuaeHTUhULH- 0,20 %.

poBaHHasA NPUMECh

Total impurities / Cymma 0.15% Not more than 1.50% / He 6onee

npumecei 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3enexaembiii 00beM He menee HoMuHanbHoro (1,0 Mn)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac .
Bakrcpuanbible <= 0,725 EQ/Mr tromethamine, / He 6onee 5,8 EQ/Mr
AHAOTOKCHHBE KETOPOIaKa TPOMETaMHHAa.

10 Sterility (every 15th batch) / NA Must be sterile. / JomkeH ObITH

CrepunibHOCTb (A8 KAXKAOH
15-0it cepum)

CTEPHALHBIM.

Remarks : The Product confirms to ND/
Tpumeuanue: TTponykT cooTReTcTRYET TREOnRAHNAM HJ{

Conclusion : APPROVED /
Zakmogeane: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Ifxecutive /

[ogrororncro: Rama Kant Iposcpeno: Pardeep Kumar | Ono6pero: Mereaiep / PyvroBgANTCNL
. LL\& ol— Abhishek Chauhan 7

Reprint Date / Reprint Date / Reprint Date /

Jara: 26.08.2024 Hara: 26.08.2024 Hara: 26.08.2024

Registered Cifice: 8

J198APLCOD
waendriediys.com

37, Rond No, 3, Banjara Hills, Hyderabad - 500034, Telangang, indi2
04820 299¢, trnail: meii@drieddve.con
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CERTIFICATE OF ANALYSIS

Dr. Reddy’s Laboratories |id.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Bzddi,
Distt, Sofan, .2, 173 205, INDIa
Tol 0 +91 98156 56001-02

vy drieddys.com

CEPTHO®HKAT AHAJTHA3A

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

ITpoaykT: Keropon™ (keToposiak) pacTeop Ais BHYTPHBEHHOIO W BHYTPHMBILIEHHOTO BBEACHHA, 30 MI/Mn
Batch No / : V240598 Batch Quantity / : 272727 ampules /
| Cepisn Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001756587 Date of Analysis / : 26.08.2024
AuanutryeckHii oryer Ne Hara apaansa =

Datc of Manufacture / : 07/2024 Date of Expiry / : 06/2027 o
Jata npon3BoacTBa T'oaen no

Analysis performed according ND / Auasuz nposenen mo HJI: JITI-001365-170222

Page40f 6/Crp. 4m3 6

N_N.f Test / lokazaTensb Results / PesynbsTaThl Specification / Hopma
11 Assay / Konnyecrpennoe 29.76 mg / 29.76 mMr From 27.0mg to 33.0mg of
onpeaeacHue CsH);3NO3-C4H | INO;3 (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
a0 33,0mr  CisHiaNOs; C4H INQO;
(keToponaka TpoMeTamHull) B 1 M.

12 Alcohol content / ITanon 12.13 % From 10.60 % to 12.60 %. /
Or 10,60 % no 12,60 %.

. Remarks ; The Product confirms

to ND/

IMpumesanue: [Ipoaykr coorsercrpyet Tpebosannam HJL

Conclusion : APPROVED /
3axmouenne: QJJOBPEHO

Prepared by /
MogroTornenn: Rama Kant

Aot

Checked by /
[Mporepero: Pardeep Kumar

<4

Approved by: Manager/Eyecutive /
Onobpeno: Menemkep / Pyrosoanreib
Abhishek Chauhan L :7

Reprint Date /
JaTa: 26.08.2024

Reprint Date /
Hara: 26.08.2024

Reprint Date /
Hara: 26.08.2024

jara Hilis, Ayderabad - 500

3024, Telangans, India
racdys.con

Esiail: moiiés
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Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.2., 173 205, INDIA
Tol: +91 98166 56001-02

CERTIFICATE OF ANALYSIS wwwGrreddys.coin
CEPTHOUNKAT AHAJIM3A

Eroduct 3/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITponykr: Ketopon™ (keToponak) pacTeop Juis BHYTPHBEHHOIO H BHYTPHMBIIUIEYHOrO BBEACHHH, 30 Mr/mn
Batch No / : V240598 Batch Quantity / : 272727 ampules /
Cepms No O6nem cepun 272727 amnyn
Analytical Report No / : 890001756587 Datc of Analysis / : 26.08.2024
Ananurnueckuit otuer Ne Jlara aHann3a
Date of Manufacture / : 07/2024 Date of Expiry / + 06/2027
JlaTta npon3BOACTBA TopeH a0

Analysis performed according ND / Anaanz nposesien no HJI: JI-001365-170222

Page50f6/Cip. 5u3 6

No
Ne

Test / [loxazaTeas

Results / PesynbsTaThi

Specification / Hopma

13 Packaging / YiakoBka

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

PVC/aluminum blister.

1 blisters in a carton pack. /

[lo 1 wMn B aMmnyasl 3
CBETO3ALUHTHOTO crewa
xopuunesoro knacca I (USP). B
BEpPXHE MACTH aMIy/bl HAHECEHb
KONBUO M TOYKa A pasnoma. Ha
aMnyny HaKIeHBafOT ITUKETKY.

Mo 10 aMnys ¢ HHCTpyKUMEW 0O
NPUMEHEHHIO TIOMELNaIoT
8 [1BX/anroMuHHeBBIf1 GITHCTED.

o 1 6nucTepy B NauKy KApTOHHYIO.

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. /

[lo 1 wMx B aMmynsl M3
CBETO3AIUTHOrO CTEKNIA KOPITUHEBOTO
WIM  TEMHO-KOPUYHEROrO  LBETA
knacca 1 (USP). B spepxHel 4acTH
aMITy/Ibt HaHeceHbl KONbUO H TOYKa
a8 paznoma. Ha aMyny HakiieuBaloT
3THKETKY.

[lo 10 amnmyn ¢ MHCTpyKUWEH DO
TIPUMEHEHHIO NOMeENaoT
B [IBX/aniomnHIeBLI 6THCTED.

[To 1 6nuctepy B MaYKy KapTOHHYIO;
A cTaudowapos: mo 2, 3, 5
6KCTEPOB B MAUKy KAPTOHHYIO.

14 Label

ling / MapkupoBKka

According to ND / B coorBercTiu ¢ HA.

15 Storage conditions /

XpaneHie

In a place protected from light below 25 °C. Do not freeze. / B sanpnuennom
OT CBETa MecTe Npy TeMneparype He Buine 25 °C. He 3aMopaxunBath.

Remarks : The Product confirms to NI/
llpumeuanue: Ilpoaykr cootsererayeT Tpebosannsam HIT

Conclusion : APPROVED /
3axmwuenne: OJOBFEHO

Prepared by /

1 loaroToBneno: Kama Kant

Checked by / Approved by: Managey/Executive /
llposepeno: Pardeep Kumar | OmobpeHo: MeHezkep / I’ymm[mwenb

Abhishek Chauhan f

duled =l A
Reprint Date / ' Reprint Date / Reprint Date /
Jara: 26.08.2024 Jara: 26.08.2024 Jlara: 26.08.2024
Registered Cifice: 8-2-337, Nuad o, 3, Banjara Hills, Hyderabad - 500034, Totangzna, India
fel: #0110 4069 2S00, Fas 1404900 24999, Ernail: meii@drredsdys.com
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CERTIFICATE OF ANALYSIS

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

Viil. ihol, Nalagarh Read, Baddi,
Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98156 56001-02
wwdrreddys.com

CEPTUOHUKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| IIpoaykT: Keropon™ (keToponak) pacTBop [Jisi BHYTPHBEHHOTO H BHYTPUMblLed0ro BBefenmd, 30 mMr/ma
Batch No / : V240598 Batch Quantity / : 272727 ampules /
| Cepus Ne Q6bem cepun 272727 amnyn
Analytical Report No / : 890001756587 Date of Analysis / 1 26.08.2024
Ananurnyeckuii oryer Ne Harta ananuia
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
Jara npOH3BOACTRA I'ogen go
Analysis performed according ND / Anams mposeaen no HII: JIN-001365-170222

Page 60f 6/Cip. 613 6

No
Ne

Test / ITokazaTens

Results / PesynsTaThl

Specification / Hopma

16 Shelf-life / Cpok rognocTn

3 years. / 3 ropa.

API name / Hanmenosanue AQC:

Ketorolac tromethamine / Ketoponaka TpoMeTaMHH

Homep cepunt cyeranuin npoussoautesa IJId:

INN / MHH: Ketorolac / [{eToponak
API manufacturer batch number /

Homep cepun nponssoaurens AOC: SBQELOALS

FP Manufacturer API Batch number / FERA00030

Mpouzgogutent ADC, cTpana:

API Manufactured by & country /

Dr. Reddy's Laboratories Ltd., India /
J-p Peanu'c Jlaboparopuc JIta., Unnus

Remarks : The Product confirms to ND/
[Tpumetuause: Ilpoaykt cooTsercTByeT Tpebopanuam HIT

Conclusion : APPROVED /
3awrmoieune: QAOBPEHO

Prepared by /
IToarortosneno: Rama Kant

dulpll

Checked by /
Ilposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpero: Menemxep/ PykoBogirens
Abhishek Chauban |/ f

_ i

Reprint Date /
Harta: 26.08.2024

Reprint Date /
Harta: 26.08.2024

Reprint Date /
Hata: 26.08.2024

Regirtered Cifice: 8-7-337, Road i¥o. 3, Banjaia Hills, Hyderabad - 500034, Telangans, India

el +

+&1 40 4900 2960, Fax: 4

Cliv, L3

41 0 4960 2998, Emnail: maii@dreddys cam
L 95AP19E4PLCOQ4507
weasdrieddys.com




