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Product / Ketorol gel for external use 2 %

I[IpoaykTt KeTtopon®, renb i Hapy»XHOro npumercHsa 2 %

Batch No / : V230555 Batch Quantity / : 23322 units /
Cepus Ne Pasmep cepuu 23322 enuHuIy
Analytical Report No / : 040002030018 Date of Analysis/ : 12.08.2023
AHanuTHUYecKHi oTyeT Ne JlaTa ananusza

Date of Manufacture / : 07/2023 Date of Expiry / : 06/2025

JaTa npousBoacTBa TI'ogeH 1o (BKJI.)

Analysis performed according to ND / Auanus nposeaes no HJI: JITI-Ne(001119)-(PT"-RU)-110822

I- Result / Pe3yabTaThl

Ne | Test / [IokazaTean Specification / Hopma
1 |[Description / Onucanue Homogeneous semi-transparent gel | Homogeneous transparent or semi-
with characteristic odor / transparent gel with characteristic odor /
OnHOPOAHKIH ONynpo3pauHslii resb | O JHOPOJAHBIN NPO3paYHBIH HIH
C XapaKTEPHLIM 3aIIaxoM. TIOJTYNPO3payHblil rejib ¢ XapakTePHBIM
3anaxom.
2 Identification / I/_IzleHTud)mcau_nﬂ -

2a | Ketorolac tromethamine /
Keroponaka TpoMeTaMUH

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 / Bpewms
VOEp)KHBaHHA OCHOBHOTO IIHMKa Ha
XpOMaTOrpaMMe UCIBITYEMOrO PacTBOpa
IOOJDKHO  COOTBETCTBOBAaTb  BPEMEHHU
yIEepXKMBaH¥Ws OCHOBHOTO MHKAa Ha
XpoMaTorpaMMe pacTBOpa CTaHAAPTHOTO
obpasua keTopoxaka TpOMETaMUHa

Remarks : The Product conforms to ND /
IIpumeyanue: IIpoaykT cooTBeTCTBYET Tpebopanuam HJI

Conclusion : APPROVED /
3axnouenune: OJOBPEHO

Prepared by /

[Moarorosnenq; Santosh Kumar
Maurya ?y

Checked by /
ITposepeno: Pardecp Kumar

of

—

Approved by: Manager / Executive /
Ono6peno: Menemwxkep / PykosonnTeis
Manoj Kumar ‘!ﬂ Z 2L ,ﬁ“

..-'-""--‘_-J

Reprint Date /
Jata: 21.11.2023

Reprint Date /
Hata; 21,11.2023

Reprint Date /
Hara: 21.11,.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product / Ketorol gel for external use 2 %

IpogyxT Ketopon®, renb Uit HApYXHOTO NpHMEHEHHs 2 Yo

Batch No / : V230555 Batch Quantity / : 23322 units /
Cepus Ne Pa3smep cepuu 23322 eguHu1L
Analytical Report No / : 040002030018 Date of Analysis / : 12.08.2023
AHannTHyecKHuii oTueT No Jara anaausa

Date of Manufacture / : 07/2023 Date of Expiry / : 06/2025

JlaTa npou3BoacTia T'ogen g0 (BKJL.)

Analysis performed according to ND / Ananu3 nposeseH mo HJI: JIIT-Ne(001119)-(PT-RU)-110822

Ne Test / IlokazaTen Result / PesynbTaTh! 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
MetumnaparuipokcubeH3oar chromatogram of the sample preparation
HaTpHs U NPONUINAparuipoKcH- corresponds to that in the chromatogram
OeH30aT HATpUA of the standard preparation under assay /

Bpemena  ymepXuBaHMS  OCHOBHBIX
MTHKOB Ha XpOMAaTOrpaMMe HUCIIBITYEMOTO
pacTBOpa  OOMKHBI  COOTBETCTBOBAThH
BpEeMEHAM  YIOEpXUBAHHA  OCHOBHBIX
MHUKOB HA XpOMaTorpaMMe pacTBopa
CTaHIApPTHBIX 06pa3noB
MeTHIaparnApoKcubeH3oara u
NpOMHNIaparuapoKcHbeH30aTa.

3 | Weight of package content / 304¢g/304r In according to EAEU Ph. or Rus. Ph. /
Macca coaepkuMoro B coorBeTcTBUM ¢ TpeOOBaHUAMHU
YOAKOBKH OEADSC v 'O PO.

4 |pH of aqueous suspension / 7.0 6.0-7.8/016,0 10 7,8
pH BoaHoii cycnieH3uu

5 | Viscosity / BsaskocTb 7.236 poise / 7.236 nyas Between 5 and 12 poise /

Ot 5 no 12 myas

6 | Related substances / PoacTBeHHbIE IPUMECH
Ketorolac 1-keto analogue / Below LOQ (LOQ = 0.020 %) / Huxe | Not more than 1.0 % /He 6onee 1,0 %
1-kKeToaHaJIOT KeTopoJsaka npeacina KOJIMIeCTBEHHOIO ONpeaAC/ICHUS

(TIKO = 0.020 %)
Ketorolac 1-hydroxy analogue / Not more than 0.5 % / He 6onee 0,5 %
1-ruApOKCHAHAIIOT KETOpOJIaKa Below LOQ (LOQ = 0.020 %) / Huxe
npeaena KOAMYECTBEHHOT'0 ONpeae/ICHH
(ITIKO = 0.020 %)

Remarks : The Product conforms to ND /
Tpumeyanue: [TpogyKT cOOTBETCTBYET TpeGoBaHuam HJI

Conclusion : APPROVED /
3axawuenue: OJJIOGPEHO

Prepared by /
IMoarotosneno: Santosh Kumar
Maurya

Checked by /
TIpoeepeno: Pardeep Kumar

=L —

Approved by: Manager / Executive /
Onobpeno: Menemxep / Pykoso
Manoj Kumar )

Tﬂﬂb
s

Reprint Date /
Jata: 21.11.2023

Reprint Date /
Hata: 21.11.2023

Reprint Date /
Hara: 21.11.2023

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product / Ketorol gel for external use 2 %

IIpoaykT Ketopon®, rens s HapyXHOTO npuMeHeHus 2 Y%

Batch No/ : V230555 Batch Quantity / : 23322 units /
Cepust Ne Pasmep cepun 23322 enuHHULY
Analytical Report No / : 040002030018 Date of Analysis / : 12.08.2023
AHanuTnyeckuii oTyet Ne JlaTa ananusa

Date of Manufacture / : 07/2023 Date of Expiry / : 06/2025

JaTta npoussoacTea T'oaen go (BKJI.)

Analysis performed according to ND / Anaaus nposegen no HJI: JIIT-Ne(001119)-(PT-RU)-110822

Ne Test / IloxazaTeanb

Result / PesynbTaThl

Specification / Hopma

Any single unidentified
impurity/ EnuHIuHasA
HeHAeHTH(ULIUPOBaHHAs
pUMech

Total impurities / Cymma
IpuMecei

0.05%

0.1%

Not more than 1.0 % / He 6omnee 1,0 %

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

7 | Microbial limits / Mukpo6uoJiornyeckas 4Mcrora

MHUKPOOPTraHU3MOB

count / OOlee 4UCIIO

Staphylococcus aureus

\Pseudomonas aeruginosa

Total aerobic microbial count
/  Ob6uiee 4ucN0 a3poOHBIX

Total combined yeast and molds

OPOXOKEBBIX U TUIECHEBBIX I’pI/IGOB

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

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

Absent in 1 g/ OtcyTcTBYET B 1T
Absent in 1 g/ OtcyTcTBYET B 1T

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

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

Should absent in 1 g/ OTcyTcTBHE B 1T

Should absent in 1 g/ OTcyTcTBHE B 1T

8 | Assay/ KosnuecTBeHHOe OmpefesieHue:

|

3as1BJICHHOTO KOJINM4ECTBA

Ethanol / DtaHon 98.1 % NLT 85% and NMT 115% of the|
labeled amount //
Or 85 mo 115% oT 3aiBIEHHOrO
KOJIHYeCTBa

Dimethyl sulfoxide / 100.5 % NLT 90% and NMT 110% of the

JuMeTuncynbpokcu labeled amount / Ot 90 go 110 % or

Remarks : The Product conforms to ND /
Ipumeuanue: [poaykT cooTBeTCTBYET TpeboBaHmsIM HJ

Conclusion : APPROVED /
3asrouenne: OJIOGPEHO

Prepared by /
Tloarorosneno: Santosh Kumar
Maurya

Checked by /
IposepeHo: Pardeep Kumar

Approved by: Manager / Executive /

Opo6peno: Meneukep / PykoBoingens
Manoj Kumar M

Reprint Date /
Hara: 21.11.2023

Reprint Date /

Jata: 21.11.2023

Reprint Date /
Hata: 21.11.2023

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

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A R ReECSeom
Page40f4/Ctp.4u3 4
Product / Ketorol gel for external use 2 %
IIpoaykr Ketopon®, refib i HApY>KHOTO puMeHeHus 2 %
Batch No / 1 V230555 Batch Quantity / : 23322 units /
Cepusi Ne Pa3zmep cepun 23322 enunuig
Analytical Report No / : 040002030018 Date of Analysis / : 12.08.2023
AHannTuyeckuii oTyer Ne Jara anannsa
Date of Manufacture / : 07/2023 Date of Expiry / : 06/2025
JlaTa npou3BOACTBa T'onen go (BKJL.)
Analysis performed according to ND / Anasnius nposeaex no HJI: JIIT-Ne(001119)-(PT-RU)-110822

Sodium methyl parahydroxy- 98.7 % NLT 90% and NMT 110% of the

benzoate / MeTunnapa- labeled amount / Ot 90 nmo 110 % or

THAPOKCUOEH30aT HATPUA 3asBJIEHHOTO KONHYECTBa

Sodium propyl parahydroxy- 98.8 % NLT 90% and NMT 110% of the

benzoate / ITponmunnapa- labeled amount / Ot 90 mo 110 % ot

rUAPOKCHOEH30aT HaTPUs 3afBJICHHOT0 KOJTHYECTBA

Ketorolac tromethamine / 100.9 % NLT 90 % and NMT 110 % of the

Keroponaka TpoMeTaMUH labeled amount / Ot 90 10 110 % ot
3asBJIEHHOTO KOIHUECTBa

9 |Package/ Ynakoska

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 M3 JIAMUHMPOBAHHOTO AOMHUHMI, CHabkeHHyI0 MeMOpaHoil i
KOHTpOJA MEpBOro BCKpbiTHA. Ilo 1 Tybe BMeCTe C HHCTpYKIMeH IO
MEAHIMHCKOMY IIPUMEHEHHIO (JIUCTKOM-BKJIAHBIIIEM) B MTAYKY KAPTOHHYIO.

API name / HanmeHnoBanne A®C:

Ketorolac tromethamine / KeToponaka TpoMeTaMHH

INN / MHH:

Ketorolac / Keroponak

Homep cepun cy6eTaHINH
npousoautens I'JID:

Ii API manufacturer batch number / ABQﬁ002106
Homep cepuu nponssoaurens ADC:
FP Manufacturer API Batch number / FE_QA00276

API Manufactured by & country /
IIpoussogurens ADPC, ctpana:

Dr. Reddy's Laboratories Ltd., India / I-p Pexnu’c Jlaboparopuc JIta., Muaus

Remarks : The Product conforms to ND /
Ilpumedanue: IlpogykT coorBeTcTBYET TpebosanusaM HJL

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Prepared by /
IToxprorosieHo: Santosh Kumar

Maurya (@_

Checked by /
Iposepeno: Pardeep Kumar

Approved by: Manager / Executive /

Onobpeno: Menemxkep / PyKOBOIHTE L
{ Manoj Kumar j ] L"“ZE

Reprint Date /
Tara: 21.11.2023

Reprint Date /
Hara: 21.11.2023

Reprint Date /
Hara. 21.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




