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Product / Ketorol gel for external use 2 %

IpoaykT Ketopon®, renp 1y HapyXHOTo NpUMEHEHHUs 2 %

Batch No / 1 V230531 Batch Quantity / : 32393 units /
Cepus Ne Pa3mep cepun 32393 equHuUIL
Analytical Report No / : 040001968366 Date of Analysis / : 25.07.2023
AHaauTHuecKnii oTueT Ne JlaTa ananu3a

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
JaTta npon3BoacTBA I'onen no (BK.1.)

Analysis performed according to ND / Auanu3 nposeaed no HI: JITI-Ne(001119)-(PI'-RU)-110822

Ne Test / [Toka3aTesb

Result / PesynabTaTsl

Specification / Hopma

1 |Description / Onncanue

Homogeneous semi-transparent gel
with characteristic odor /
OnHopoaHBIH NONYNpO3paYHbId relib
C XapaKTEPHBIM 3aTaxoM.

Homogeneous transparent or semi-
transparent gel with characteristic odor /
OnHOpOIHBIH NPO3padHbIi WIH
[OJTYTIPO3PaYHbIif IeJib ¢ XapaKTePHBIM
3armaxoMm.

2 | Identification / UnpenTudurxauus

2a |Ketorolac tromethamine /
Ketoponaka TpoMeTaMuH

Complies as prescribed /
CooTBEeTCTBYET

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
YAep)KHBaHHA OCHOBHOIO IIMKa Ha
XpOMaTorpaMMe HCIBITYEMOrO pacTBopa
JOJDKHO  COOTBETCTBOBaTh  BPEMEHH
VIOEpXKHBaHUS OCHOBHOrO I[MKa Ha
XpOMaTorpamMMe pacTBOpa CTaHAAPTHOrO
obpasna KkeTopojiaka TpOMETaMHHA

Remarks : The Product conforms to ND /
IMpumeuanue: IIpoaykr cootBeTcTBYeT TpeboBanuam HJL

Conclusion : APPROVED /
3akmwouyenue: OJJOBPEHO

Prepared by /
IToarorosneHo: Praves]yRana

e

Checked by /
IposepeHo: Pardeep Kumar

g

Approved by: Manager / Executive /

Ono6peno: Menemkep / PyKOBOAUTENb
Manoj Kumar 9 s
! GW

Reprint Date /
Hara: 25.07.2023

Reprint Date /
Hata: 25.07.2023

Reprint Date /
Hara: 25.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tal- +91 40 4900 2900, Fax- +91 401 490N 2999, Fmail- mail@drreddys.com
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Product / Ketorol gel for external use 2 %
IpoaykT Keropoa®, rens mis Hapy»kHOTO IPHMEHEHM 2 Yo
Batch No / 1 V230531 Batch Quantity / : 32393 units /
Cepus Ne Pazmep cepum 32393 equHuIy
Analytical Report No / : 040001968366 Date of Analysis / : 25.07.2023
AHanuTHYeCKHil oTueT Ne JlaTa anaju3a
Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
JlaTa npousBoacTBa T'open po (BJL.)
Analysis performed according to ND / Auanu3s nposeaed no HJ: JIIT-Ne(001119)-(PI'-RU)-110822

Ne Test / ITokazarennb Result / PesynnTaThl Specification / Hopma

2b | Sodium methyl parahydroxy- Complies as prescribed / The retention time of the sodium methyl
benzoate and sodium propyl CooTBETCTBYET parahydroxybenzoate and sodium propyl
parahydroxybenzoate / parahydroxybenzoate peak in the
MeTtunnaparaapokcubeHzoaT chromatogram of the sample preparation
HATPUA W NPOMUNNaparuaIpoKCH- corresponds to that in the chromatogram
6eHzoar HaTpus of the standard preparation under assay /

Bpemena  ymepKHBaHHS  OCHOBHBIX
UKOB Ha XpOMaTOorpaMMe HCIIbITYEMOro
pacTBopa JOJDKHBI  COOTBETCTBOBATh
BpeMeHaM  yIEpXKHBaHHA OCHOBHBIX
MMKOB Ha XpoMaTorpaMMe pacTBopa
CTaHOApTHBIX obpa3uos
METHIITaparuipokcudeH3oara U
NpoIInaparuJpoKcubeH30ara.

3 | Weight of package content / 304g/304r [n according to EAEU Ph. or Rus. Ph. /
Macca coaep:kuMoro B coorBercTBUH ¢ TpeOOBaHHAMH
YIIAKOBKH DOEADC uu I'® PO.

4 | pH of aqueous suspension / 6.8 6.0-7.8/0t16,0 10 7,8
pH BoaHoii cycneH3nu

5 | Viscosity / Bsa3kocTb 7.762 poise / 7.762 mya3 Between 5 and 12 poise /

Ot 5 no 12 myas

6 |Related substances / PogcTBeHHble npuMecH
Ketorolac 1-keto analogue / 0.02 % Not more than 1.0 % /He 6onee 1,0 %
1-KeToaHaor KETOpojaka

Below LOQ (LOQ = 0.020 %) / Huxe
Ketorolac 1-hydroxy analogue / | npenena konuuecrsentoro onpeaeneaus | Not more than 0.5 % / He 6onee 0,5 %
1-rugpokcuaHanor KeTopoiaaka (IIKO = 0.020 %)

Remarks : The Product conforms to ND /
Ilpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanmam HJJ

Conclusion : APPROVED /
3axmwuyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /

[Mogroroeneno: Pravesh Rana IIposepeno: Pardeep Kumar OnobpeHo: Menemxkep / PykoBonHTenn
/ ﬁ Manoj Kumar n\]ﬂ

Reprint Date / Reprint Date / Reprint Date /

Harta: 25.07.2023 Hara: 25.07.2023 Harta: 25.07.2023
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Product / Ketorol gel for external use 2 %
[poaykT Ketopon®, resib 1 HapykKHOro npumMeHenus 2 %
Batch No / : V230531 Batch Quantity / : 32393 units /
Cepusi Ne Pa3mep cepun 32393 eauHuig
Analytical Report No / : 040001968366 Date of Analysis / : 25.07.2023
AHaJIMTHYECKHH oTUeT No JlaTa aHaamnsa
Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
JaTa npou3BoiacTBa T'ogen po (BKN.)
Analysis performed according to ND / Auasiu3 nposenen mo HJI: JITI-Ne(001119)-(PT-RU)-110822

No Test / lokasaTennb Result / PesysnbraThl Specification / Hopma
Any single unidentified 0.06% Not more than 1.0 % / He 6onee 1,0 %
impurity/ ExuHudHas
HeuJIeHTHOUIIMPOBAHHAS
MIPUMECH
Total impurities / Cymma 0.1% Not more than 3.0 % / He 6onee 3,0 %
IIpUMeECEH
7 | Microbial limits / Mukpo6uosoruueckasi 4McToOTa
Total aerobic microbial count
/  Obee ynucno a3pobHbIX Less than 10 CFU/g / Not more than 100 CFU/g /
MHKPOOPTaHU3MOB Menee 10 KOE/r He 6onee 100 KOE/r
Total combined yeast and molds
count / O6wee yucio Less than 10 CFU/g / Not more than 10 CFU/g /
APOMOKEBBIX U IUIECHEBBIX [PUOOB Menee 10 KOE/r He 6onee 10 KOE/r
Staphylococcus aureus Absent in 1 g/ OtrcyrctByer B Ir | Should absent in 1 g/ OtcyTcTBHE B IT
\Pseudomonas aeruginosa Absent in 1 g/ OtrcytctByer B Ir | Should absent in 1 g/ OTcyTcTBHE B IT
8 Assay / KomuecTBeHHOe onpeaeneHue:
Ethanol / DtaHon 94.5% NLT 85% and NMT 115% of the
labeled amount /
Or 85 mo 115% oT 3adBJIEHHOIO
KOJIMYECTBA
Dimethyl sulfoxide / 99.7 % NLT 90% and NMT 110% of the
Jumeruncynbhokcun labeled amount / Ot 90 go 110 % or
3asBJIEHHOTO KOJIMYECTBA

Remarks : The Product conforms to ND /
IIpumeyanue: ITpoaykT cooTBeTCTBYET TpeboBaHusM HJL

Conclusion : APPROVED /
3aknaoyenue: OJOBPEHO

Prepared by /
I[ToaroToBNEHO: Praves/h Rana

Checked by /
IMposepeno: Pardeep Kumar

Approved by: Manager / Executive /
OnobpeHo: Mereaxep / Pykooantens

4 Manoj Kumar lroh g
—
Reprint Date / Reprint Date / Reprint Date /
Iara: 25.07.2023 Jara: 25.07.2023 Jara: 25.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, 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 %

IpoaykT Keropon®, renb i HapyKHOTO NpuMeHeHus 2 %

Batch No / : V230531 Batch Quantity / : 32393 units /
Cepus Ne Pazmep cepuu 32393 eguHuy
Analytical Report No / : 040001968366 Date of Analysis / : 25.07.2023
AnanutTnyeckuii oruer Ne JlaTa ananuza

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
Jara npou3sBoaACTBa T'ogen g0 (BKL.)

Analysis performed according to ND / Anaaus nposegen no H: JITI-Ne(001119)-(PT'-RU)-110822

Ketoponaka TpoMeTaMHH

Sodium methyl parahydroxy- 100.0 % NLT 90% and NMT 110% of the
benzoate / Merunnapa- labeled amount / Ot 90 no 110 % ot
THAPOKCHOEH30aT HATPUS 3aABJIEHHOTO KOJM4€ECTBA

Sodium propyl parahydroxy- 99.8 % NLT 90% and NMT 110% of the
benzoate / I[lponunmnapa- labeled amount / Ot 90 mo 110 % ot
THAPOKCUOEH30aT HaTpUs 3a4BJICHHOTO KOJMYECTBa

Ketorolac tromethamine / 100.7 % NLT 90 % and NMT 110 % of the

labeled amount / Ot 90 g0 110 % ot
3asIBJIEHHOT'O KOJIMYECTBA

9 | Package/ YnakoBka

30 g in a laminated aluminum tube equipped with tamper-evident membrane.
1 tube together with instruction for medical use (leaflet) in a carton. / ITo 30 r
B Ty6y ©3 NaMHHEPOBAHHOTO ANIOMHHUS, CHaOxeHHyl0 MmemOpaHOl mns
KOHTpOJIA mepBoro BckpeiTHA. Jlo 1 Tybe BMecTe ¢ HMHCTpYKUMEH IO
MEQUIHHCKOMY NMPUMEHEHHIO (JIUCTKOM-BKIIAJbIIIEM) B IaUKy KapTOHHYIO.

API name / HanmeHnoBanne ADPC:

Ketorolac tromethamine / Ketoposiaka TpoMeTaMuH

INN / MHH:

Ketorolac / Ketopomnax

Howmep cepun cy6eTtanumm
npoussoautes [JID:

API manufacturer batch number / ABQﬁOOZlOS
Homep cepuu nponssoaurens ADC:
FP Manufacturer API Batch number/ |FEQAO00275

API Manufactured by & country /
IIpouseoaurens A®C, cTtpaHa:

Dr. Reddy's Laboratories Ltd., India / I-p Pepau’c JlabopaTopuc JIta., Munus

Remarks : The Product conforms to ND /
Ipumeuanue: [IpoayKT cooTBETCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axmwuenue: OJJOBPEHO

Prepared by /
[Moarorosneno: Pravesh Rana

¢

Checked by /
[Tporepeno: Pardeep Kumar

e

Approved by: Manager / Executive /
Ouno6peno: MeHemxep / PykoBoauTelb
Manoj Kumar

o

Reprint Date /
Jara: 25.07.2023

Reprint Date /
Iara: 25.07.2023

Reprint Date /
JHara: 25.07.2023
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