@
Dr.Reddy’s '}'

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
» , Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : 491 98166 56001-02

CEPTHOUKAT AHAJIH3A o\ ool oo

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

Hpoaykr: Keropoa™ (ketoponak) PACTBOP AN BHYTPUBEHHOIO M BHYTPHMBIIIEYHOTO BBEACHHMS, 30 Mr/Mi
Batch No / 1 V220202 Batch Quantity / : 209090 ampules /
| Cepust Ne O6bem cepun 209090 amryn
Analytical Report No / : 890001585069 Date of Analysis / : 08.04.2022
AHanHTHYeCKHH oTueT No Jara ananuza

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025

Jara npoussoacrea T'ogen o

Analysis performed according ND / Ananns nposenen mo H: JIT1-001365-170222

Page 1 0of4/Crp. 1 u3 4

IMpo3paunsiii 6ecuBeTHLII pacTBop.

N 1
No Test / IlokasaTenn Results / PesynbTaThbi Specification / Hopma
1 Description / Onucaunne Clear  colorless solution. /| Clear colorless to pale yellow solution.

/" TlpospauHbif GecLBETHBI wH
CBETIIO-XKENTBIH pacTBop.

2 Identification /
HopnnnHocTn

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) / BpemeHa
YACPKUBAHHS OCHOBHBIX HUKOB Ha
Xpomarorpamme HCTILITYEMOTO
PacTBOpa COOTBETCTBYIOT BpEMEHAM
YAEPKUBAHUI OCHOBHBIX MHKOB Ha
XpoMaTorpamme CTaHAAPTHOTO
pacTBoOpa KeTopoyiaka TpOMeTaMHHA
H HanpoKceHa (pasaen
«KonuuectseHHOE OTIPENIETIEHHE)

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
YIEPKUBAHHA OCHOBHBIX IHKOB Ha
XpoMartorpamme HCIIBITYEMOTO
pacTBopa [OJKHBI COOTBETCTBOBATH
BPEMEHaM YICpXKUBAHUI OCHOBHBIX
[IMKOB Ha XpoMaTorpamme
CTaHJapTHOTO pPacTBOpPa KEToponaka
TPOMETaMHHA M HanpokceHa (pasmen
«KomiyecTBeHHOE OnpeseneHney)

3 Clarity / IIpospauHocTs

Complies / CootseTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onanecuenus
Tipenapara He JOJDKHA NPEBbILIATh
OTIANECLCHIHMIO 3TaJlOHa CPABHEHUs I,

4 Color / UseTHOCTS 0.03 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu anvHe Bonup!
430 M.

5 pH 7.32 From6.9t07.9./016,9 no 7.9.

Remarks : The Product confirms to ND/
[Ipumeuanne: Mpoaykr cooTBeTCTBYET TpeboBaHusam HJ[

Conclusion : APPROVED /
3akaiouenue: OJJOBPEHO

Prepared by /
Iloarorosneno: Ankit

3

Checked by /
IMpoeepeno: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemwxep / Pykoroautess
~——- | Pavan Kumar Sharma

—

Reprint Date /
Mara: 08.04.2022

Reprint Date /
Hara: 08.04.2022

Reprint Date /
Hara: 08.04.2022
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Formulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS

Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02

CEPTUOHKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Keropon™ (keroponak) pacteop s BHYTPUBEHHOIO M BHYTPHMBILIEYHOTO BREAEHH, 30 Mr/M
Batch No / 1 V220202 Batch Quantity / : 209090 ampules /
Cepus Ne O6bem cepun 209090 ammnyn
Analytical Report No / : 890001585069 Date of Analysis / : 08.04.2022
AHanuTHYecKH#H oTueT No Hara anannza
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
JaTa npoussojersa T'osen no
Analysis performed according ND / Auasmns nposenen no HJI: JII1-001365-170222
Page 2 of 4/ Ctp. 2 u3 4
6 Particulate matter / Mexanuueckue BKTI09eHHS
6A Visible particles / Complies / CootsetctByeT Should correspond to requirements. /
Bunumere yacTaip: B cooTteeTcTBHH ¢ Tpe6OBaHMAMH.
6B Invisible particles /
HeBuaumbie yacTumer:
i. Particles> 10 pm/ 31 not more than 6000 per ampoule /
Yactuy pasmepom > He 6onee 6000 Ha ammymy;
10 Mmxm i
ii. particles> 25 pm/ 01 not more than 600 per ampoule /
4acTHUI| pasMepoM > He 6osiee 600 Ha ammyay.
25 MM
7 Related substances / PogcreennbIe npumecu
[ Impurity A / TIpamecs A 0.13 % not more than 0.20% / He Gonee
0,20 %,;
Impurity B / lpumecs B Not detected / He oGnapyena not more than 0.50 % / wue 6osee
0,50 %;
. Below LOQ (LOQ = 0.033 %) / Huxe
Impurity C / Ipumecs C PEIea KOMMMECTREHHOTO ONpEAETeHIA not more than 0.50 % / ue 6Gonee
(TTKO = 0.033 %) 0,50 %:
Impurity D / Tlpumecs D Below LOD (LOD = 0.014 %) / Huske not more than 0.20% / He 6onec
npenena o6uapyxenus (10 = 0.014 %) 0,20 %.
Any unspecified impurity / 0.09 % Not more than 0.20% / He 6onee
Ennnndnas neunentupunm- 0,20 %.
POBaHHAA MIPUMECD
Total impurities / Cymma 0.22 % Not more than 1.50 % / He 6onee
npuMeceit 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 ma Not less than label claim (1.0 mL) /
Hspnekaemelii 06bem He menee HomuHansHoro (1,0 MJT)

Remarks : The Product confirms to ND/
[Tpumeuanue: [Mpogykr COOTBETCTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3akaouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Hoarorosneno: Ankit IMposepeno: Himesh Kumar Onobpeno: Menemxep / Pykosoaurens
7 A s
/, _ Af C__:J/l Pavan Kumar Sharma b—
Reprint Date / Reprint Date / Reprint Date / i
Jlara: 08.04.2022 Jara: 08.04.2022 Hata: U8.04.2022
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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

CEPTUOHKAT AHAJIM3A www.drreddys.com

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

Ipoayxr: Keropon™ (ketoponak) pacteop s BHYTPUBEHHOTO U BHYTPHMBLILIEYHOTO BBeIEHHs, 30 Mr/ma
Batch No / : V220202 ‘Batch Quantity / : 209090 ampules /
Cepus Ne O6nem cepiin 209090 ammyn
Analytical Report No / : 890001585069 Date of Analysis / : 08.04.2022
AHanHTHYECKHI oTueT Ne JarTa anaauza

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
Jara npoussogcrea Tonen 1o
Analysis performed according ND / Anasns nposegen mo HJI: JIT1-001365-170222

Page3 of4/Crp.3mz 4

’79 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac—‘
bakrtepuanuneie <=0.725 EQ/mr tromethamine. / He Gonee 5,8 ED/mr
IHAOTOKCHHBDI KeTOpOJIaKa TPOMeTaMHHa.

10 Sterility (every 15th batch) / Sterile / Crepunen Must be sterile. / Jlomxen 6biTh
CrepuibHoCTh (0015 Kaxnoii CTEPHIBHBIM,
15-0ii cepun)
11 Assay / KosindecTBeHnoe 29.73 mg/29.73 mMr From 27.0mg to 33.0mg of
onpepesieHue CisH13NO3-C4H;1NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
pa(e; 33,0 Mr C15H13NO3'C4H11N03
(xeToponaka TpomMeTamuH) B 1 M.
12 Alcohol content / dTanon 11.52% From 10.60 % to 12.60 %. /
0Ot 10,60 % mo 12,60 %.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Hpumeuanue: [poaykr cooTBeTcTBYET TpeGoBanuam HJT

3akmovenne: OJIOBPEHO

Prepared by /
Hoarorosneno: Ankit

Checked by /
[Iposepero: Himesh Kumar
(‘:--\.

- |

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoautens
Pavan Kumar Sharma ’

Ll _~
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A
Reprint Date /

Hara: 08.04.2027

Reprint Date /
MHata: 08.01.2022

Reprint Date /
Jara: 08.04.2022
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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 1) . .91 98166 56001-02
CEPTUOPUKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
MpoaykT: Ketopon™ (keToposnak) pacTeop /i BHYTPHBEHHOTO M BHYTPHUMBIILEYHOTO BBEAEHHS, 30 Mr/Mi1
Batch No / 1 V220202 Batch Quantity / : 209090 ampules /
Cepusa Ne O0nem cepun 209090 amnysn
Analytical Report No / : 890001585069 Date of Analysis / : 08.04.2022
ApaguTHyecKHii oTuet Ne Jara ananuza
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
Jarta npousBoacTea I'oaen po
Analysis performed according ND / Ananns nposeaen no HJI: JIT1-001365-170222
Page4 of4/Crp.4mn3 4

13 Packaging / Ymakoeka

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. /

ITo 1 wMn B aMmoyisl w3
CBETO3aILUTHOIO CTeKIa
kopryHeBoro kmacca I (USP). B
BEPXHEH YacTH aMITyJIbl HaHECEHBI
KOJBLUO M TOYKa A7A paznoma. Ha
aMITyJly HaKJIEMBAIOT STHKETKY.

Ilo 10 ammyn c¢ wHcTpykiwei Io
HNpHUMEHEHHIO HOMEIIAoT
B [IBX/anfoMuHuUEBbLH GiHCTED.

Mo 1 6nucTepy B nayky 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. /

o 1 wMnm B avMOoynsl 3
CBETO3ALIUTHOTO CTEKIIa KOPHYHEROTO
WIH  TEMHO-KODMYHEBOTO  LIBETA
wracca | (USP). B BepxHeit yactu
aMITyJibl HaHECEHBI KOJBLO M TOYKa
Ut paznoma. Ha aMmmyny HakJieuBaroT
STHKETKY.

ITo 10 ammyn c UHCTpyKImMeH IO
NPUMEHEHHIO [IOMEIIaloT
B [IBX/amoMuHKeBbIH GrHCTED.

ITo 1 6nucTepy B nauKy KapTOHHYIO,
U4 cTauuMoHapoB: mo 2, 3, 5

GJII/ICTCDOB B [TAYKY KaPTOHHYIO.

14 Labelling / MapxupoBka

According to ND / B cootBetcTBun ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3ammieHg0M
OT CBETa MECTe IPU TeMIlepaType He Bolmle 25 °C. He 3aMmopaxiBaTh.

16 Shelf-life / Cpoxk roasoctn

3 years. / 3 roza.

Remarks : The Product confirms to ND/
ITpumeuanie: TlpoaykT cooTBetcTByet Tpebosanuam HJI

Conclusion : APPROVED /
3axmaouenne: OJOBPEHO

Prepared by /
Ioarororneno: Ankit

(A

Checked by /
IIposepeno: Himesh Kumar
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Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoEoautens
Pavan Kumar Sharma {

.

Reprint Date /
Hara: 08.04.2022

Reprint Date /
Jara: 08.04.2022

Reprint Date /
Hata: 08.04.2022
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