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

IIpoaykr: Ketopos™ (ketoposak) pacTBop Aist BHYTPUBCHHOIO H BHYTPHMbILIEUHOTO BBEAEHHS, 30 Mr/na
Batch No / 1 V220703 Batch Quantity / : 272727ampules /
|Cepus Ne O6nem cepun 272727 amnyn
Analytical Report No / : 8900016146014 Date of Analysis / : 09.09.2022
AHanNMTHYECKHH oTYeT Ne Harta anaausza

Date of Manufacture / : AUG.2022 Date of Expiry / : JUL.2025

JaTa npousBoacTBa lNogen no

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

Pagelof4/Crp.1u3 4

N . .
NOO Test / [TokazaTenn Results / PesynbTarsl Specification / Hopma
1 Description / Onucanue Clear light yellow solution. / [ Clear colorless to pale yellow solution.
Fpo3payHstii cseTno-xenTelii | / Tlpo3pauHblit OecuUBeTHBI KM
pacTeop. CBETJIO-KENThIH pacTBop.

2 Identification / The retention times of the main | The retention times of the main peaks

IMoanunHoCcTL peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chromatogram of standard solution | chromatogram of standard solution of
of ketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) / Bpemena | (Assay section) / Bpemena
YIOEPXKHBAHHMA OCHOBHBIX MHKOB Ha | YICP)KHUBAHHUA OCHOBHBIX THUKOB Ha
Xpomarorpamme HCIBLITYEMOro | Xpomarorpamme HCABITYEMOTO
pacTBopa COOTBETCTBYIOT BpEMEHAM | PacTBOpa JOMKHbI COOTBETCTBOBATH
YIAEPKMBAHUA OCHOBHBIX NHUKOB HAa | BPEMEHAM YACPXKIBAHUA OCHOBHBIX
Xpomarorpamme CTaHJapTHOTO | IMHKOB Ha XpOMaTorpamMme
pacTBopa KeTopoliaka TPOMETAMHHA | CTaHAApTHOIO pacTBOpa KETOpoJiaka
" HanpoKceHa (paznen | TpoMeTaMHMHA M HampokceHa (pasien
«KonuuecTBeHHOE OMpeieneHe») «KonnuecTBeHHOE Onpee/icHHEN)

3 Clarity / Ilpo3pauHocTsb Complies / CooTBeTcTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuns
npenapara He AOJKHa NPEBbILIaTh
onajiecLeHIHIO YTaNIOHa cpaBHeHus 1.

4 Color / llBeTHOCTH 0.04 - Not more than 0.20 at 430 nm. /

He 6onee 0,20 npu anrHe BOMHBI
430 um.
5 pH 7.33 From 6.9t07.9./016,9 no 7,9.
6 Particulate matter / MexaHH4eckue BK/IIOYEHMSI
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: IlponykT cooTBeTcTBYeT TpeGoBanuam HJT 3akawuenne: OJOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneno: Ranjeet [posepeno: Ankaj Verma Onob6peno: Menemxkep / PykQBoautess
Manoj Kumar el
i ,_}h,. u°
Reprint Date / Reprint Date / Reprint Date /
Hara: 09.09.2022 Hara: 09.09.2022 Hara : 09.09.2022
Registered Office: 8-2-337, Road a1, Eanjars hills, Hyedombad - 500034, Telanzena, ingia

Tal: +91 40 4900 2800, Fr vin st drreddys com
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Product:/  Ketorol (Ketorolac) solution for intravenous and 1nlmmu5cula1 In_]C(,UOllS 30 mg/ml

Ipoaykr: Keropon” (keToposiak) pacTBop st BHYTPHBEHHOIO 1 BHYTPHUMBILLICHHOrO BBEACHHS, 30 Mr/mMn
Batch No / : V220703 Batch Quantity / 2 272727ampules /
Cepus Ne Oovem cepuu 272727 amnyn
Analytical Report No / : 890001614614 Date of Analysis / : 09.09.2022
AnanuTn4ueckuii oruer No Jarta ananusza

Date of Manufacture / : AUG.2022 Date of Expiry / : JUL.2025

JaTa npousBoacrea Togen no

Analysis performed according ND / Ananu3 nposeaen mo HJ: JIT1-001365-170222
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6A Visible particles /

Bumiimble yacTHLUbI

Complies / CooTBeTcTBYCT

Should correspond to requirements. /
B cooTBETCTBUH ¢ TPeOOBAHUAMM.

6B Invisible particles /
HeBuanmbie 4acTHLIBL:

H3Bekaemblii 00LeM

i. Particles> 10 pm/ 56 not more than 6000 per ampoule /
Yactuy pasmepom > He H6onee 6000 Ha amMmnyny;
10 MkMm
ii. particles> 25 um/ 02 not more than 600 per ampoule /
YaCTHLL PA3MEPOM > He donee 600 Ha ammyny.
25 MKM
7 Related substances / PoacTBeHHble npuMecu
Impurity A / [pumecs A 0.15% not more than 0.20 % / He Oonce
0,20 %;
Impurity B / Tlpumecs B Below Limit of Detection (LOD=0.014%)/ | not more than 0.50 % / He Goxee
Hwxe npeaena obnapyskenns (110 = 0.50 %:
0.014 %) ’ ’
Impurity C / IIpumecs C not more than 0.50 % / He Gonee
Less than LOQ (LOQ = 0.033 %) / Hinxe 0.50 %:
npeacna KoIMYECCTBEHHOTO ONPEACICHHA 2 0
Impurity D / [Tpumecs D (KOG58 %) not more than 0.20% / ue 6onee
Below Limit of Detection (LOD = 0,20 %.
0.014 %) / Huxe npcaena obuapysenns (11O
T T n =0.014%
Any unspecified impurity / L Not more than 0.20 % / He 6onee
EnnnuHas HenaeHTHOHIH- 0.05% 0,20 %.
pOBaHHasg MPUMECDH
Total impurities / Cymma 0.25% Not more than 1.50 % / He 6Gonee
npuMeceit 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /

He menee nomuHanbHOTrO (1,0 M)

Remarks :

The Product confirms to ND/
IMpumeuanue: Ilpoaykr coorsercTByeT TpeGoBanusam HJI

Conclusion : APPROVED /
3akmwouenne: OJJOBPEHO

Hara: 09.09.2022

Hara: 09.09.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IoarotosneHo: Ranjeet IlpoBepeHo: Ankaj Verma OnobpeHo: Menemxep / Pyxopoaurens
e [ Manoj Kumar (
= ".h‘n Lt
Reprint Date / Reprint Date / Reprint Date /

Jara : 09.09.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Hpoaykr: Ketopon™ (keToposnak) pacTBop A/1st BHYTPHBCHHOIO H BHYTPHMBILIEYHOTO BBEACHHS, 30 Mr/ma
Batch No / 1 V220703 Batch Quantity / 2 272727ampules /
Cepusa No O0bem cepun 272727 amnyn
Analytical Report No / : 890001614614 Date of Analysis / : 09.09.2022
AHanuTH4eckHii oTuyer No JlaTta ananuza

Date of Manufacture / : AUG.2022 Date of Expiry / : JUL.2025

Jara npousBogacrea INoaen g0

Analysis performed according ND / Ananus nposenen mo HJI: JIT1-001365-170222
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9 Bacterial endotoxins /
Bakrtepuanbuble
IHAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 EB/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5.8 ED/mr
KETOpOIaka TpOMETaMIHa.,

10 Sterility (every 15th batch) /
CrepuibHOCTL (1A KaXKA0ii
15-0i1 cepun)

Complies / Crepunen

Must be sterile. / JomxeH 6bITb
CTEPUIIBbHBIM.

11 Assay / KonunuecTBenHoe 29.57 mg /29.57 mr From 270mg to 33.0mg of
onpenegeHue CisHi3NO;3- C4H 1NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
no 33,0 Mr C15H13NO3‘C4H11N03
(xeToponaka TpoMeTaMHH) B 1 Mi1.
12 Alcohol content / ITanon 11.40 % From 10.60 % to 12.60 %. /

Ot 10,60 % no 12.60 %.

Remarks : The Product confirms to ND/
Ilpumeuanue: [IponykT cooTBeTcTBYeT TpeOoBanusam HJT

Conclusion : APPROVED /
3axawuenne: OJOBPEHO

Prepared by /
Iloaroroeneno: Ranjeet

e

Checked by /
IIposepeHo: Ankaj Verma

ﬁ/

Approved by: Manager/Executive /

Onobpeno: Menemxep f_PyKD?O,[lI/lTeﬂb

Manoj Kumar b ok
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Reprint Date /
Hara: 09.09.2022

Reprint Date /
Hara: 09.09.2022

Reprint Date /
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'Product:/  Ketorol (Ketomlac) solution for intravenous and mtmmu%culm injections, 30 mg/ml N
Ilpoaykr: KeTopon" (KETOpPOnak) pacTBOp A/ BHYTPHBEHHOTO H BHYTPHMBILICHHOTO BBEAEHHUS, 30 Mr/Mu
Batch No / : V220703 Batch Quantity / : 272727ampules /
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Analytical Report No / : 890001614614 Date of Analysis / : 09.09.2022
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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. /

ITo 1 wMn B amnoynsl U3
CBETO3aLIUTHOTO cTekna
kopuuHesoro knacca I (USP). B
BEPXHEH 4aCTH aMITyJbl HaHECEHbI
KOJIbLO W ToYKa Ans paznoma. Ha
aMIyJly HaKJIEHBaIOT ITHKETKY.

ITo 10 amnyn ¢ MHCTpyKUHEH o
PUMEHCHHIO MOMELLAIOT
B JIBX/antoMHHHEBbIH OIHCTED.

I[To 1 6ucTepy 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. /

IIo 1 M1 B aMmIyJiel M3
CBETO3ALUITHOIO CTEKNIa KOPHUHEBOTO
WIH  TEeMHO-KOPDWYHEBOTO  LBETa
xnacca I (USP). B BepxHeit uacti
aMIIyJbl HaHeCceHbl KONbLO M TOYKa
s paznoma. Ha amnyiy HakiienBaroT

3THUKETKY.
Ilo 10 amMnoyn ¢ UHCTPYKLHeH 1o
NPHUMEHEHHIO MOMELIAoT

B [IBX/amomuHuieBbIH GnucTep.

[To 1 6nucTepy B Mauky KapTOHHYO;
Uil cTauMoHapoB: nmo 2, 3, 5
OJIICTEPOB B MAYKY KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsetctum ¢ HJI.

15 Storage conditions /
XpaHeHne

In a place protected from light below 25 °C. Do not freeze. / B 3amuiieHHOM
OT CBETa MECTE MpU Temnepartype He Boiie 25 °C. He 3aMopakuBats.

16 Shelf-life / Cpox rognoctu

3 years. / 3 roga.

Remarks : The Product confirms to ND/
ITpumeuanue: IlpogykT coorBetcTBYET TpeGOBaHHAM HJT

Conclusion : APPROVED /
3akmouenne: OJOGPEHO

Prepared by /
Iloarororneno: Ranjeet

Checked by /
IIpoBepeHo: An? Verma

A

Approved by: Manager/Executive /
Onobpeno: Menemxep / Py I\OBOJE[IITCJ'[b
Manoj Kumar
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