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Product / Ketorol gel for external use 2 %
IMpoaykr KeTtopon®, renb ans HapyxKHOro NpuMeHeHus 2 %
Batch No / 1 V211419 Batch Quantity / : 32,177.000units /
Cepusi Ne Pazmep cepuu 32,177.000enunauLL
Analytical Report No / : 890001564689 Date of Analysis / 17.01.2022
AHanuTH4YecKHii oTyeT Ne JlaTa aHanm3a
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Hara npousBoacTea Tonex no (BKJI.)
Analysis performed according to ND / Ananu3s npoeaed no H/: JIIT-001080-160621

No Test / [lokazaTennb Result / Pe3yabTaThbl Specification / Hopma

1 |Description / Onucanue

with characteristic odor /

C XapaKTCPHLIM 3aIr1axoMm.

Homogeneous semi-transparent gel

OnIHOPOIHBIN NONYNPO3payHbIi refib

Homogeneous transparent or semi-
transparent gel with characteristic odor /
OnHOpOIHBIH MPO3PaYHEIN HITH
HOJIYTNIPO3PAYHBIiL Tellb ¢ XapaKTepPHbIM

3aaxom.

2a |Ketorolac tromethamine /
KeToponaka TpomeTamMuH

2 | Identification / ITogauuHOCTD

Complies as prescribed /
CooTBeTCTBYET

The retention time of the main peak in the
chromatogram of the sample preparation
corresponds to that in the chromatogram
of the standard preparation of ketorolac
tromethamine under assay / Bpems
YIOSp>KUBaHUA OCHOBHOrO TIHKa Ha
XpoMaTorpaMMe UCHBITYEMOTO pacTBopa
JOODKHO  COOTBETCTBOBATH  BPEMEHH
YIOCP)KMBAaHHA OCHOBHOTO
XpoMaTorpaMme pacTBopa CTaHIapTHOTO
obpas3la KeTopojaka TpOMeTaMuHa

NuKa Ha |

parahydroxybenzoate /

GeH30aT HaTpUA

2b | Sodium methyl parahydroxy-
benzoate and sodium propyl

MetunnaparuapokcubeHzoat
HATpUA U MPONWINAParuipoKCH-

Complies as prescribed /
CooTBeTCTBYET

The retention time of the sodium methyl
parahydroxybenzoate and sodium propyl
parahydroxybenzoate peak in the
chromatogram of the sample preparation
corresponds to that in the chromatogram
of the standard preparation under assay /
BpemeHa  ymepxuBaHWS ~ OCHOBHBIX
[IMKOB Ha XpOMAaTorpaMme HCILITYEMOTO
pacTBOopa JOJDKHBI  COOTBETCTBOBATH
BpeMEHaM  yIEPXHMBaHHA OCHOBHBIX
[IMKOB Ha XpOMarorpaMme pacTBOpa
CTaHAaPTHBIX o0pa3LoB
METUIIaparuapokciubeH3oaTa "
MpOTUINaparuapoKcubeH30aTa.

Remarks : The Product conforms to ND /

ITpumeuanue: [Tponykt cooTBeTCTBYET TpeboBaHmsM HJI

Conclusion : APPROVED /
3akmwuenue: OJOBPEHO

Prepared by / Checked by /
IMoarorosneno: ITporepeno: u!’
Ankit Ramakant

(£

Approved by: Manager / Executive /
Onobpeno: Menemxkep / PykoBoautennb

Pawan Kumar %—,

Reprint Date /18.01.2022
Hara:

Hara:

Reprint Date /18.01.2022

Reprint Date /18.01.2022
Jlara:
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Product/ Ketorol gel for external use 2 % 1
Ipoaykr Ketopon®, renb ans Hapy»kHOro npumeHeHus 2 %

Batch No / : V211419 Batch Quantity / 1 32,177.000units /
Cepus Ne Pasmep cepun 32,177.000equnuL
Analytical Report No / : 890001564689 Date of Analysis / : 17.01.2022
AHanuTHYecKuii oTuyeT Ne JlaTa ananusa

Date of Manufacture / ¢ Dec-2021 Date of Expiry / : Nov-2023

JlaTa npou3BoACTBa Tonen no (BKJI.)

Analysis performed according to ND / Anannz nposeaen no H/: JIIT-001080-160621

Ne

Test / [Toka3arenn

Result / Pe3yabTaThl

Specification / Hopma

3 'Average hill weight / Mlacca 3U.5 g/30.5r In according to Rus. Ph..Not Jess than
COEPHKUMOro YIaKOBKH 300 g / B COOTBETCTBHH C
TpebosaHusMu '@ PO. He menee 30,0 T
4 |pH of aqueous suspension / 6.8 6.0-7.8/016,0 107,8

pH BoaHoii cycnieH3uu

5 | Viscosity / Bsi3kocTh

6.580 poise / 6.580mya3

Between 5 and 12 poise /
Ot 5 10 12 nyas

6 Related substances / PoacTBeHHLIE COeANHEHHA

Ketorolac 1-keto analogue / 0.04%
1-KeToaHANOr KETOpOJIaKa

Ketorolac 1-hydroxy analogue /
1-rHapOKCHAHAIOT KeTOpoJiaka

Below BDL (BDL~ 2598) / Hike
nopora peructpauuu (ITP =2598)

Any single unidentified

impurity/ ExuHu4HasA

N — Below LOQ (LOQ = 0.025%) / Hivke
Npeaeia KOJUICCTBEHHOI'O ONIPEACIICHUA

CREDMESE (TIKO =0.025 %)

Total impurities / Cymma 0.04%

mpuMecei

Not more than 1.0 % /He 6onee 1,0 %
Not more than 0.5 % / He 6onee 0,5 %
Not more than 1.0 % / He 6onee 1,0 %

Not more than 3.0 % / He 6onee 3,0 %

Remarks : The Product conforms to ND /
ITpumeuanue: IlponykT cooTBeTcTBYET TpeboBanmsM H]T

Conclusion : APPROVED /
3akarodenue: OJJOBPEHO

Prepared by / Checked by /
Ioarorornexo: IIposepeHo: u}
Ramakant

™

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

Pawan Kumar ,%’,

Reprint Date /18.01.2022
Jlara:

Reprint Date /18.01.2022
JaTa:

Reprint Date /18.01.2022
Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
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Product / Ketorol gel for external use 2 %

Mpoayxr Ketopon®, renb [t HAPYXKHOTO MpuMeHeHus 2 %

Batch No / : V211419 Batch Quantity / : 32,177.000units /
Cepus Ne Pa3mep cepuu 32,177.000eauumn
Analytical Report No / : 890001564689 Date of Analysis / : 17.01.2022
AHanuTHYecKHii oTyeT No Jara ananu3za

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023

JaTta npou3BoacTBa I'oaen oo (Bk.)

Analysis performed according to ND / Ananus nposegen no HJI: JIIT-001080-160621

‘ 7 | Microbial limits / MukpoOuoJjioruueckas 4ucTora

[ Total aerobic microbial

jcount /  Obwee uncio
a3pOOHBIX

MHKPOOPTaHH3MOB

Total combined yeast and molds
count/ ObIuee 4ucio
IPOMOKEBBIX U IUIECHEBBIX
rpuboB

Staphylococcus aureus

Pseudomonas aeruginosa

Less than 10 CFU/g /
Menee 10 KOE/T

Less than 10 CFU/g/
Mesnee 10 KOE/r

Absent in 1 g/ OTcyTcTBYET B IT
Absent in 1 g/ OtrcyrcTBYyeT B 1T

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Not more than 10 CFU/g /
He 6onee 10 KOE/r

Should absent in 1 g/ OtcytcTBUHE B 1T

Should absent in 1 g/ OtcytcTBUE B 1T

8 | Assay/ KoanuecTBeHHOE OlIpee/ieHHE:

Ethanol / Dtanon

98.5%

NLT 85% and NMT 115% of the|

labeled amount of C,HgO (ethanol) /
Or 85 nmo 115% oT 3as1BIEHHOrO
konuyectBa CoHgO (3Tano)

Dimethyl sulfoxide /
Hdumernicynspokcun,

102.4%

NLT 90% and NMT 110% of the
labeled amount of C;HgOS (dimethyl
sulphoxide) / Ot 90 mo 110% ot
3asBieHHoro  konumdectBa  CoHgOS
(mamermncynedokcun)

Sodium methyl parahydroxy-
benzoate / MeTwinapa-
THAPOKCHOEH30aT HaTpHs

98.5%

(110 %

NLT 90% and NMT 110% of the
labeled amount of CgHsNaO; (sodium
methyl parahydroxybenzoate) / Ot 90 no
OT 3ajdBJICHHOTO KOJIMYECTBA
CsH7NaOs (MeTunmaparuapoKcH-
GeH30aT HaTpHA)

Remarks : The Product conforms to ND /

Conclusion : APPROVED /

IIpumeyanue: Mpoxykt cooTBeTCTBYET TpeGoaHusaM HJI

3akawyenue: OJIOBPEHO

Prepared by /
TloarotoBneno:

s

Checked by /
IIposepeHo:
Ramakant

A

Approved by: Manager / Executive /
Onobpeno: Menemkep / PykoBonuTtesb

Pawan Kumar
(A

Reprint Date /18.01.2022
Hara:

Reprint Date /18.01.2022

Jara:

Reprint Date /18.01.2022
Jara:
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Product / Ketorol gel for external use 2 %

HpoaykT Ketopon®, renb 1 HapyKHOTO NpuMeHeHust 2 %

Batch No / 1 V211419 Batch Quantity / 1 32,177.000units /
Cepus Ne ) Pasmep cepun 32,177.000eauHuL,
Analytical Report No / : 890001564689 Date of Analysis / : 17.01.2022
AHanuTH4YecKHii oTueT Ne JlaTa anasu3a

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023

JlaTa npou3BoacTBa I'oaen oo (BKJI.)

Analysis performed according to ND / Ananu3 nposeaen no HJ: JIT1-001080-160621

Sodium propyl parahydroxy- 99.6% NLT 90% and NMT 110% of the
| benzoate / [1ponunmnapa- labeled amount of CioHiNaOs (sodium
rUAPOKCHOEH30aT HATPUS propyl parahydroxybenzoate) / Ot 90 mo
110 % oOT 3adBNEHHOTO KOJHWYECTBa
CioH11NaOs (nponuAmnaparuApoOKCH-
6eH30aT HaTPHUA)
Ketorolac tromethamine / 99.2% NLT 90 % and NMT 110 % of the
Kertoponaka TpoMeTaMHH labeled amount of Cj9H24N>Og
(Ketorolac tromethamine) / Ot 90 no
110 % oT 3asBNEHHOIO KOJIMYECTRBA
C19H24N20s (keTOpONaKa TpOMETaMUH)
9 |Package/ YnakoBka 30 g in a laminated aluminum tube |30 g or 50 g in a laminated aluminum
equipped  with  tamper-evident |tube equipped with tamper-evident
membrane. Each tube and a patient | membrane. Each tube and a patient
information leaflet in a carton. / Ilo | information leaflet in a carton. / [To 30 r
30 r B TyOy M3 naMuHMpOBaHHOIO |WiH 50 T B TyOy U3 NaMHHMPOBaHHOIO
allOMUHUS, cHab)XeHHYIO | ATIOMUHMA, CHabXeHHylo MeMOpaHoii
MeMOpaHOH AJ1 KOHTpOJA IEpBOTO | JUIA KOHTPOJIsS NEPBOTO BCKPBITHSL
BekphiTUs. Kaxnyio TyGy BMecte ¢ | Kaxknyio TyOy BMecTe ¢ MHCTPYKIMEH 1o
WHCTPYKIMEN [0 NPUMEHEHHIO B | [PUMEHEHUIO B NAYKy KAPTOHHYIO.
MayKy KapTOHHYIO.
10 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CoOTBETCTBYET TpeOOBaHHAM B cootBeTcTBuM ¢ HIT
11 |Storage conditions / Below 25 °C. Do not freeze. /
XpaHenue [pu TemMnepatype He Bbiule 25 °C. He 3aMopakuBarth.
12 | Shelf life / Cpok roanocT 2 years/ 2 ropa

Remarks : The Product conforms to ND /
Ipumeuanne: [IponyxT cooTBeTcTBYET TpeboBanmam HJJ

Conclusion : APPROVED /
3axmoyenue: OJOBPEHO

Prepared by /
IloarorosneHo:

Ankit C:/L

Checked by /
Ilpogepeno:
Ramakant

ol

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBogurens
Pawan Kumar /

Reprint Date /18.01.2022
Jara:

Reprint Date /18.01.2022
Hara:

Reprint Date /18.01.2022
JlaTa:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
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