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Eroduct 2/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| HpoayxT: Ketopon" (keToposnak) pacTBop Anist BHYTPMBEHHOTO W BHYTPMMBILIEYHOTO BBEAEHHUS, 30 Mr/mi
Batch No / : V220976 Batch Quantity / 1 272727ampules /
Cepns Ne O6wem cepun 272727 amnyn
Analytical Report No / : 890001633564 Date of Analysis / : 12.12.2022
AHaJguTHYecKHH oTyeT No Jdara anann3za
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025
JaTa npou3BoacTa T'ogen no
Analysis performed according ND / Ananauz nposegen mo H: JITT-001365-170222
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IIpo3pauHsiii GecLBETHBINH pacTBOP.

No
o Test / ITokazaTeb Results / Pe3ysabTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3pauHblit 6GeCLBETHbIN WIH
CBETJIO->KEJIThI PacTBOP.

2 Identification /
IMopnuuoCTH

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
yIEepKUBAHHS OCHOBHBIX INHKOB Ha
XPOMATOrpamMmMe HCOBITYEMOTO
pacTBopa COOTBETCTBYIOT BpEMEHaM
yAEpXUBaHUS OCHOBHBIX ITMKOB Ha
XpoMaTorpamme CTaHJapTHOTO
pacTBopa KeToposiaka TpOMeTaMUHa
u HalpOKCEHa (paznen
«KonpuecTBeHHOE ONpeIeICHUE)

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
yIOep)KMBaHUS OCHOBHBIX IMHKOB Ha
XpoMaTorpamme UCTIBITYEMOTO
pacTBopa JOJKHBI COOTBETCTBOBAThb
BpeMeHaM YIEP)KHBAaHUsA OCHOBHbBIX
MIHKOB Ha XpoMaTorpamme
CTAHAapTHOTO pacTBoOpa KeToponaka
TpOMeTaMHHa U HamlpokceHa (paszien
«Kou4ecTBEHHOE OIpeIeeHHEY)

3 Clarity / llpo3pa4yHocTh

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onanecuenuus
npemnaparta He J0JDKHA NPEBbILIATh
ONAIECUEHIINIO YTAIOHA CpaBHeHUA [.

4 Color / IXBeTHOCTD 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npy UIHHE BOJIHb
430 um.

5 pH 7.33 From 6.9t07.9./0T16,9 no 7.9.

Remarks: The Product confirms to ND/
[Tpumeuanue: [TponykT cooTseTcTBYET TpeboBanusam H/

Conclusion: APPROVED /
3axaouenne: OJOBPEHO

Prepared by /
IMoarorosneno: Ramakant

sl

Checked by /
Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pyxosoantens

Amit K ; -
- _._J/_. umar {&_p/

Reprint Date /
Hare:12.12.2022

Reprint Date /
JHara: 12.12.2022

Reprint Date /
Jara : 12.12.2022

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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Product : /

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

AHanuTHYeCKH# oTyeT Ne

Ilpoagyxr: Keropon™ (keTopoiiak) pacTBop s BHYTPHBEHHOTO 1 BHYTpHMbILIEYHOT0 BBeAeHMs, 30 mr/mn
Batch No / : V220976 Batch Quantity / : 272727ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001633564 Date of Analysis / : 12.12.2022

Harta ananausa

Date of Manufacture /
Jara npousBojgcrsa

: Nov.2022

Tonen ao

Date of Expiry /

: Oct.2025

Analysis performed according ND / Ananus nposenen no HJI: JI[1-001365-170222
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6 Particulate matter / MexanHuyeckue BKIIOYECHHS

6A Visible particles /

Buaumbie yacTHIIBI

Complies / CooTBeTcTBYET

Should correspond to requirements. /
B cooTBeTCcTBUM ¢ TpeOOBAHUAMI.

6B Invisible particles /
HeBunuMbie yacTHUbL:
i. Particles> 10 pm/ 46 not more than 6000 per ampoule /
YacTuy pazmepom > He Gonee 6000 Ha ammyny;
10 Mxm
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YaCTHL] pa3MEpPOM > He 6onee 600 Ha ammyny.
25 MKM
7 Related substances / PoncTBeHHbIe NpUMecH
Impurity A / Ilpumecs A 0.15% not more than 0.20% / He Gonee
0,20 %;
Impurity B / [Tpumecs B Below Limit of Detection (LOD=0.014 %)/ | not more than 0.50 % / He Oonee
Hmxe npenena odnapyxenus (110 = 0.014 %) 0.50 %:
Impurity C/ IIpumecs C Less than LOQ (LOQ = 0.033 %) / Hike not more than 0.50 % / He OGosee
npeaena KoOJM4eCTBEHHOr O OnpeaAcneHNA 0 50 (y .
(TIKO = 0.033 %) e -
Impurity D / I[Ipumecs D Below Limit of Detection (LOD = 0.014 %) / not ronore than 0.20% / ue Oonee
Hinke npenena obHapyskenns (ITO = 0.014 %) 0,20 %.
Any unspecified impurity / Not more than 0.20 % / He Gonee
EnuHu4HAs HeuaeHTUDMLH- 0,20 %.
poBaHHas IpUMeCh 0.07%
Total impurities / Cymma 0.27% Not more than 1.50 % / He Goiee |
npuMecei 1,50 %.

Remarks: The Product confirms to ND/

ITpumeuanue: [Ipogyxt coorBeTcTBYET TpeboBanusam HJJ

Conclusion: APPROVED /
3aknouenne: OJOBPEHO

Prepared by /
TToarorosineHo: Ramakant

Qs

Checked by /
IIposepeno: Pardeep Kumar

=L

Approved by: Manager/Executive /
Opno6peno: Menemxkep / PykosoauTesb

Amit Kumar f\\_ . TR
(S

Reprint Date /
Hata:12.12.2022

Reprint Date /
Hata: 12.12.2022

Reprint Date /
Jlata: 12.12.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 1
| IIpoaykr: Ketopon® (keToponak) pacTBOp [/is BHYTPHBEHHOIO U BHYTPUMbILIEYHOrO BBeeHus, 30 mr/mu
Batch No / : V220976 Batch Quantity / : 27272 7ampules /
Cepus Ne Oo6bem cepuu 272727 amnyn
Analytical Report No / : 890001633564 Date of Analysis / : 12.12.2022
AHnanuTHYecKHi oTyeT Ne JlaTa ananusa

Date of Manufacture / : Nov.2022 Date of Expiry / ¢ Oct.2025

JlaTa npou3BOACTBA T'oneH 1o

Analysis performed according ND / Auann3s nposeaen no HJI; JII1-001365-170222
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8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1 0 mL)/
U3BiiexkaemMblii 00beM He menee HomuHansHOTO (1,0 MIT)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepunajbHble <=0.725 ED/mr tromethamine. / He 6onee 5,8 EQ/mr
HAOTOKCHHBI KETOpOJiaka TPOMETaMUHa.

10 Sterility (every 15th batch) / Must be sterile. / domxeH ObITh
CTepuIBLHOCTD ()11 KaKAOH COMPLIES CTEPUIBHBIM.
15-o01i cepnn)

11 Assay / KosinuecTBeHHOE 29.54 mg / 29.54 mr From 270mg to 330mg of

onpejesieHHe Ci1sHi3NO;3- C4H11NOs (ketorolac

tromethamine) per 1 mL./ Ot 27,0 mr
g0 33,0mr CisHi3NO3; C4H; INO;
(keToposiaka TpOMeTaMKH) B 1 ML

12 Alcohol content / ITaHou From 10.60 % to 12.60 %. /
11.52 % Ot 10,60 % no 12,60 %.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IMpimerarmie: Llpoaykr cootreTeTryYeT Tpehoranwsm HJT Ramwnuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroTosnexo: Ramakant IIposepero: Pardeep Kumar | Ono6petro: Menexep / Pykooautesis
«IIJ OL/’ Amit Kumar ;\\_; N =
{%&LL / - qr_ —_—
Reprint Date / Reprint Date / Reprint Date /
Jata:12.12.2022 Hara: 12.12.2022 Hara : 12.12.2022
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Product ; / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
poayxr: Ketopon® (keroponak) pacTeop Uisl BHyTPHBEHHOTO ¥ BHYTPUMBIIIEYUHOTO BBEACHUS, 30 Mr/m
Batch No / 1 V220976 Batch Quantity / : 272727ampules /
Cepns Ne Oo6nem cepun 272727 amnyn
Analytical Report No / : 890001633564 Date of Analysis / : 12.12.2022
AnanuTHdyeckHui oruer Ne JlaTa aHajusza
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2025

aTa MPOM3BOACTBA T'open po
Analysis performed according ND / Ananaus nposegen nmo HJI: JIT1-001365-170222
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13 Packaging / YnakoBka

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 w™Ma B aMmoyasl U3
CBETO3aIIUTHOTO crexsa
kopuuneBoro kmacca I (USP). B
BEPXHEH YaCTH aMIyJibl HaHECEHBI
KONBIIO M TOYKa Aji paszioma. Ha
aMITyJ1y HaKJIEHBAIOT STHKETKY.

ITo 10 ammyn ¢ HHCTPYKLHEH IO
MPUMEHEHHIO TIOMELIAI0T
B [1BX/anroMUHUERBIH OITHCTED.

[To 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 wMn B aMIOyasl U3
CBETO3AIUTHOTO CTEKJIa KOPUUHEBOTO
WIA  TEMHO-KOPUYHEBOrO  LIBETA
knacca I (USP). B BepxHel uwacTi
aMIIyJbl HaHECEHbl KOJNbLO M TOYKA
nJ1s pasioma. Ha ammyny HaknenBaroT
ITUKETKY.

Ilo 10 amnyn c¢ HWHCTpyKUuWeH IO
MPUMEHEHNIO NOMeIlaoT
B [IBX/antoMUHUEBBIH ONHUCTED.

o 1 6aMcTepy B MaUKy KapTOHHYIO;
U4 cTauuoHapos: mo 2, 3, 5
OIMCTEPOB B TAYKY KAPTOHHYHO.

14 Labelling / MapkupoBKa

According to ND / B coorsetctBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3aiuiueHHOM
OT cBeTa MecTe IIpHY Temiepatype He Boiule 25 °C. He 3amMopaxuBaTh.

16 Shelf-life / Cpok roanocTn

3 years. / 3 roza.

Remarks: The Product confirms to ND/
Ipumerianme: TIpoxyKt cooTBeTcTBYET Tpeborarism HI

Conclusion: APPROVED /
Raxnmmuenue: OTORPEHO

Prepared by /
ItoareToBneHo! Ramakant

duksl

Checked by /

Iiponepeno: Pardesp Kumar

Approved by: Manager/Executive /
Opo6peHs! Mererop / Pykonoantasts

i} :L/ Amit Kumar f&«* V

1]

Reprint Date /
JaTa:12.12.2022

Reprint Date /
Jara: 12.12.2022

Reprint Date /
Hara : 12.12.2022
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