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CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJTN3A

Product/ : Ketorol gel for external use 2 %

| MpoaykT Keropon®, resib s Hapy»KHOTO npumenerus 2 % B -

Batch No / : V220857 Batch Quantity / : 19020.000units / |
Cepusi Ne Pasmep cepun 19020.000 enmHiLg
Analytical Report No / : 040001659714 Date of Analysis / : 17.10.2022 N
AHanuTuyecKHii otyet Ne JaTta ananaun3a

Date of Manufacture / : Oct-2022 Date of Expiry / : Sep-2024

JaTa npon3BoacTBa lopen po (kL)

Analysis performed according to ND / Auanu3s npoeeaen o HJI: JITT-001080-160621

N | Test / [loka3aTenb ‘ Result / PesyabTaTtsl Specification / Hopma

Homogeneous semi -transparent gel |
with characteristic odor /
OnHOPOAHbI# MOMYPO3PAYHbI reflb
C XapaKTePHBIM 3aMaxoMm.

Homogeneous transparent or semi-
transparent gel with characteristic odor /
OnHopoaHbI it TPO3payHbIi UK
NOJYNPO3padHblil Mefib ¢ XapaKTEPHbIM

1 | Description / Onucanne

3aMaxoM.
2 |Identification / HoanuuHOCTS - B |
2a |Ketorolac tromethamine / Complies as prescribed / The retention time of the main peak in the
KeToponaka TpomeTaMiH CooTBeTCTBYET chromatogram of the sample preparation

corresponds to that in the chromatogram
of the standard preparation of ketorolac
tromethamine under assay / Bpewms
YAEp)KMBAHMA OCHOBHOTO NHKa Ha
XPOMATOrpaMMe UCTIBITYEMOTrO pacTBOpa
LOJDKHO  COOTBETCTBOBAaTb  BpPEMEHH
yIOepXKHBaHMA OCHOBHOIO TNHKa Ha
XpoMaTtorpamme pacTeopa CTaHRAPTHOTO
obpasla KeTopoJjiaka TpOMETaMHHa

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: IIponyKT cooTBETCTBYET TpeboBauuam HJI 3aknwyenue: OIOGPEHO
Prepared by / ) Checked by / Approved by: Manager / Executive /
[ToarorosneHo: ITposepeno: Naresh Kamar OnobpeHo: Menemxep / PykoeoauTens
Pravesh Rana ﬁ/ Manoj Kumar \ 2 L(

2 mgleltial
Reprint Date / Reprint Date / Reprint Date /
Jara:17.10.2022 Jarta: 17.10.2022 Hara: 17.10.2022

Tooolaroo Dfice:r £-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tl +5 1 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CEPTUOUKAT AHAJIU3A

Product/ : Ketorol gel for external use 2 % R

IMpoaykTr Keropon®, renb wis HapyxHoro npuMeHenns 2 %

Batch No / 1 V220857 Batch Quantity / : 19020.000units /
Cepusa Ne Pa3mep cepuu 19020.000 eavnuu
Analytical Report No / : 040001659714 Date of Analysis / : 17.10.2022

AHauTHYECKHI oTuyeT No

Jlara ananusa

Date of Manufacture / : Oct-2022 Date of Expiry / : Sep-2024

JaTa npousBOACTBA

Togen go (BKJIL.)

Analysis performed according to ND / Ananus npoeaen no HJ: JIIT-001080-160621

2b | Sodium methyl parahydroxy-
benzoate and sodium propyl
parahydroxybenzoate /
MetunnaparuapokcbeHsoat
HATPHs ¥ NpONUIINaparuapoKch-
6eH30aT HaTpus

Complies as prescribed / The retention time of the sodium methyl
CooTBeTCTBYET 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  YHEpXHMBaHWA  OCHOBHBIX
NIMKOB Ha XpOMaTOrpaMMe HCIIBITYEMOro
pacTBOpa JIOJDKHBL  COOTBETCTBOBAThH
BpeMeHaM  YAEpP)XMBAHUS  OCHOBHBIX
MMKOB Ha XpomarorpamMMe pacTBopa
CTaHIAPTHBIX 06pasuos
MeTWInaparuapokcudensoaTa H
nponuinaparuapokcubensoara.

3 | Average fill weight / Macca
€OEPHKUMOr0 YIaKOBKH

509¢g/509r In according to Rus. Ph..Not less than
500 g / B cooTBeTCTBUH C

4 | pH of aqueous suspension /
pH BoaHoii cycniensuu

tpeboBaHuaMy 'O PD. He menee 50,0 r '
6.8 6.0-7.8/016,0 1078 |

5 | Viscosity / BaskocTb

7.742 poise / 7.742 nya3 Between 5 and 12 poise /
Ot 5 no 12 nyas

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: IMpoaykt cooTBeTcTBYET TpeboBanusam HJ 3akmouenue: OJOBPEHO

Prepared by / v Checked by / Approved by: Manager / Executive /
IloarotosneHo: L [Tposepeno: Naresh Kymar Onobpeno: Menemxep / Pykoeoauresb
Pravesh Rana s, éi ‘ Manoj Kumar A ;LLU-:L(_ _
Reprint Date / Reprint Date / Reprint Date /

IaTa:17.10.2022 Hata: 17.10.2022 Hata: 17.10.2022

R istnrod Office: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, 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 %

TpooykT KeTtopon®, resib st HapyKHOrO NMpHMeHeH!a 2 %

Batch No / 1 V220857 Batch Quantity / 19020.000units /
Cepust Ne Pasmep cepun 19020.000 enrniw
Analytical Report No / : 040001659714 Date of Analysis / 17.10.2022
AHanuTH4YecKuii oryer Ne Jlara ananusa

Date of Manufacture / : Oct-2022 Date of Expiry / : Sep-2024

JaTa npou3BoAcTBA T'oaen no (BKJL)

Analysis performed according to ND / Anasiu3s nposenex no HJL: JI[1-001080-160621

6 |Related substances / PoacTeeHnblie coeqAnHeHnst
Ketorolac 1-keto analogue /
1-keTOAHAJIOr KETOPOJIaKa

0.04 %

Less Than LOQ (LOQ = 0.020 %) /

Any single unidentified
impurity/ EnHuuHas
HeuaeHTUGULMPOBAHHAS
MpUMECh

| Total impurities / Cymma
npuMece

Ketorolac 1-hydroxy analogue /
1-ruapokcruaHalior KETopoJslaxka

Hue npeieia Koy ecTBetioro
onpeaciennst (MKO = 0.020 %4)

Less Than LOQ(0.025%0) Huxe npeiena
konmuecrsentoro onpeacienus (KO =
0.025 %)

0.04 %

| Not more than 1.0 % /He Gonee 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 %

7 | Microbial limits / Mukpo6uoaoruyeckas 4ucrora

Total aerobic microbial
lcount / Ooduwee uncn
A3POOHBIN
MHKPOOPTaHH3MOB

count / Oduiee uucio
IPOIIKCBBIX H [TECHEBBIX
rpHdoB

Staphylococcus aureus

Pseudomonas aeruginosa

0

Total combined yeast and molds

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

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

Absent / OTcyTcTBYET
Absent / OtcyTcTBYET

Not more than 100 CFU/g /
He 6osee 100 KOE/T

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

Should absent in 1 g/ OtcyTcTBHE B 1T

Should absent in 1 g/ OtcyTcTBHE B 1T

Remarks : The Product conforms to ND /
Ipumeuanue: [IpoAyKT cOOTBETCTBYET TpeboBaHusiM HJI

Conclusion : APPROVED /
Jarksnouenue: OJOBPEHO

Hara:17.10.2022

JHara: 17.10.2022

Prepared by / i Checked by / Approved by: Manager / Executive /
[Toarorornexo: P Q [Tpoeepeno: Naresh Kumar Ono6peno: Meremkep / Pykosoitens
Pravesh Rana ( g Manoj Kumar m‘; f;ivi'f:(— .
Reprint Date / Reprint Date / Reprint Date /

Hara: 17.10.2022

[FPp
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product / : Ketorol gel for external use 2 %

MpoaykT Ketopoa®, renb Ais Hapy»HOro npHmeHeHus 2 %

Batch No/ 1 V220857 Batch Quantity / : 19020.000units /
Cepust Ne Paszmep cepun 19020.000 eamni
Analytical Report No / : 040001659714 Date of Analysis / : 17.10.2022
AHajgurnueckuii oTuyet Ne JlaTa aHanu3a

Date of Manufacture / : Oct-2022 Date of Expiry / : Sep-2024

Jarta npousBoacTBa ToneH no (BkJL.)

Analysis performed according to ND / Anaau3 nposeaen no HJ: JII1-001080-160621

8 | Assay/KosnuecTBeHHOe onpenesieHHe:

Ethanol / DtaHon ‘ NLT 85% and NMT 115% of the
| 98.6 % labeled amount of C2HqO (ethanol) /
' Or 8 nmo 115% ot 3asBlIEHHOrO
konuuectBa C-HeO (3Tanon)
| Dimethyl sulfoxide / NLT 90% and NMT 110% of the
Humernncynbpokcun labeled amount of C-H¢OS (dimethyl
101.4 % sulphoxide) / Ot 90 mo 110% or
3asBiaeHHoro  konudectBa  CoHgOS
(aumeTtuncynodokcum)
| Sodium methyl parahydroxy- ' NLT 90% and NMT 110% of the
benzoate / Metunnapa- labeled amount of CsH;NaOs (sodium
rMAPOKCUOEH30aT HATpUs methyl parahydroxybenzoate) / Ot 90 no
99.8%
110% oT 3asABREHHOrO KOJIUYECTBa
CsH7NaOs (MeTunnaparuaApoKCH-
OcH30aT HaTpUs)
Sodium propyl parahydroxy- - - NLT 90% and NMT 110% of the
benzoate / [Iponunnapa- labeled amount of CioH|{NaO; (sodium
rUApOKCUOEH30aT HATPHUA propyl parahydroxybenzoate) / Ot 90 no
96.9 %
110 % oT 3asBJICHHOrO KOJMYECTBA
C1oH | 1NaOs (nponunnaparuApoOKCH-
OeH30aT HaTpus)
| Ketorolac tromethamine / NLT 90 % and NMT 110 % of the
Keroponaxa TpoMeTamMuH . labeled amount of C9H24N>Og
100.4 % (Ketorolac tromethamine) / Ot 90 no
110 % oT 3asBJEHHOTO KOJIMYECTBA
Ci9H24N>Og {keTOpONaKa TPOMETAMMH)
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanue: [TpoaykT cooTBETCTBYET TpeboBanusam H]J 3axmouenne: OJOBPEHO
Prepared by / [/ Checked by / Approved by: Manager / Executive /
IloaroroBneHo: ‘L [Iposepeno: Naresh Kumar Onobpeno: MeHnemxep / PykopoauTens
Pravesh Rana ( &‘2.@- Manoj Kumar f"ﬁéﬁ“'.‘t( )
Reprint Date / Reprint Date / Reprint Date /
JlaTa:17.10.2022 Hara: 17.10.2022 Jara: 17.10.2022
Register »d Office: $-2-237, Road Ne. 2, Banjara Hills, Hyderabatd - 590034, Telangana, india

Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, &
CIN: L85195AP1924PLCO0450T
www, drreddys.com
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Product / Ketorol gel for external use 2 %

MpoaykTt Ketopon®, rens ais Hapys:RHOrO npimenenus 2 %

Batch No / 1 V220857 Batch Quantity / : 19020.000units /
Cepus Ne Pasmep cepun 19020.000 eanunL
Analytical Report No / : 040001659714 Date of Analysis / 17.10.2022
AHanuTH4ecKuii oTueT Ne JlaTa ananusa

Date of Manufacture / : Oct-2022 Date of Expiry / : Sep-2024

JlaTa npon3BoicTsa ToneH po (BKJL.)

Analysis performed according to ND / Anaaus nposenen no HJI: JII1-001080-160621

9 | Package/ Ynakoska

50 g in a laminated aluminum tube
equipped  with  tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. / Ilo
50 r B TyOy U3 JaMUHUPOBAHHOTO
anOMUHUA, CHa0XKEHHYIO
MeMOpaHoili Il KOHTpOJA TEPBOrO
BekpoiTHs. Kaxnyto TyOy BmecTe ¢
UHCTPYKLMEH MO TPUMEHEHUIO B
Na4yKy KapTOHHYIO.

30 g or 50 g in a laminated aluminum
tube equipped with tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. / ITo 30 r
win 50 r B TYOY U3 NAaMUHHPOBAHHOTO
aNIOMURUs, CcHabXeHHylo MeMOpaHoii
U151 KOHTPOJIA NIEPBOTO BCKPLITHSL.

Kaxayto TyOy BMecTe ¢ MHHCTPYKLIMeH no
NPUMEHEHUIO B [TAYKY KaPTOHHYIO.

10 |Labeling / MapkupoBka

11 |Storage conditions /
XpaHnenue

Complies as prescribed /
CooTBeTcTBYET TpeOOBAHUAM

According to ND /
B cootBetcTBUH ¢ H]I

I Below 25 °C. Do not freeze. /

Tlpu Temnepatype He Bbiule 25 °C. He 3amopaxxuBarh.

12 iShelf life / Cpok roanocTu

2 years / 2 roza

Remarks : The Product conforms to ND /
Ipumeyanne: [Ipoaykr cootercTayet Tpebosannam HJT

Conclusion : APPROVED /
3Zaknroyenne: OJJOEPEHO

Jata:17.10.2022

JNata: 17.10.2022

Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroTosyeHo: IMposepeno: Naresh Kumar OnobpeHo: Menemxep / PykosogiTelb
,__/ Y s - i
Pravesh Rana ] Manoj Kumar \ J T
- MU=t
Reprint Date / Reprint Date / Reprint Date /

Hara: 17.10.2022
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