Dr.Reddy’s Q_':‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A
Pagelof 7/Ctp. 1u3 7
Product/ : Ketorol gel for external use 2 %
IlpoaykT KeTtopon®, reb 1jisi HApyKHOTO NpHMeHeHHs 2 %
Dl Russia / Poccus
PoiHOK
Batch No/ 1 V240452 Batch Quantity / : 32512.00 units /
Cepiig Ne Pasmep cepun 32512.00 emiHUIL
Analytical Report No / ¢ 040002592963 Date of Analysis / : 22.07.2024
AHaJsiuTHYecKHii oTueT No JaTta aHanusza
Date of Manufacture / 1 06/2024 Date of Expiry / : 05/2026
JlaTa npou3BoOACTBA T'onen g0 (BKJI.)
Mfg. License No. / : MNB/05/263 MA number / : JIII-No(001119)-(PI'-
Ipom3BoACTBEHHAS JIMLIEH3UA Homep PY RU)
Ne
Analysis performed according to ND / Anasius nposeaen no HJL: JITI-Ne(001119)-(PI'-RU)-210623
Ne Test / [TokazaTenb Result / PesyabTaThl Specification / Hopma
1 | Description / Onucanue Homogeneous semi-transparent gel | Homogeneous transparent or semi-
with characteristic odor / | transparent gel with characteristic odor /
OnHOPOIHbI NOMYNPO3paUuHbli refb | OAHOPOAHBIA NPO3PaYHBIA WITH
C XapaKTEePHBIM 3araxoM. NIOJTYNIPO3paYHblii reflb ¢ XapaKTEPHbIM
| 3araxom.
2 | Identification / UnenTudpukauus |
2a |Ketorolac tromethamine / Complies as prescribed / | The retention time of the main peak in the |
Kertoponaxa TpomMeTaMHH COOTBETCTBYET chromatogram of test solution should
correspond to that in the chromatogram
of ketorolac tromethamine reference
standard solution (Assay section). /
Bpemst yIepXKuBaHUSA OCHOBHOIO [HKa
Ha  XpOMaTorpamMMe  HCHBITYEMOTO
pactBopa IOMKHO  COOTBETCTBOBATh
BPEMEHH yIEPXKHBAaHHA OCHOBHOT'O NMHKA
Ha XpoMaTorpaMmme pacTBopa
craHjapTHoro oOpasua  KeToponaka
TpOMETaMHHA (paznen
«KonnuecTBeHHOE ONpeeJIeHHE) [
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Tlpumeuanue: IIpooyKT cooTBeTCTBYET TpehoBaHusAM HJT 3axkmouenue: ONOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
ITonrorosieno: Santosh Kumar [Tposepeno: Pawan Kumar Onobpeno: Menemiep / PykosoauTesib
Maurya & F Abhishek Chauhan /
s A [
Reprint Date / Reprint Date / Reprint Date/  — '
Hara: 22.07.2024 Hara: 22.07.2024 Hara: 22.07.2024

el +81 40:4900 2900, Fax: +81 40 4200 2989, Email: mail@drreddys.cor
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3IA

Page2of 7/CTp. 213 7

Product / Ketorol gel for external use 2 %

IponykTt Ketopon®, resb /i1 HapyKHOTo npumeHeHus 2 %

plarket Russia / Poccus

Prinok

Batch No / V240452 Batch Quantity / : 32512.00 units /
Cepua Ne Pasmep cepun 32512.00 equHMI
Analytical Report No / 040002592963 Date of Analysis / 1 22.07.2024
AHaJJUTHYECKHUH oTyeT Ne Jara ananusa

Date of Manufacture / 06/2024 Date of Expiry / : 05/2026

JlaTa npou3BoacTBa Togen go (BKJL.)

Mfg. License No. / MNB/05/263 MA number / : JI[I-Ne(001119)-(PT"-
Ipon3BoACTBEHHAS JIHIIEH3HS] Howmep PY RU)

Ne

Analysis performed according to ND / Anann3s nposeaen no HJI: JITI-Ne(001119)-(PI'-RU)-210623

Ne Test / [Toka3aTeJb

2b | Sodium methyl parahydroxy-

Result / PesyabTatsl

Specification / Hopma

‘Complies as prescribed /

The retention time of the sodium methyl

pH BoaHo# cycneH3un

benzoate and sodium propyl CooTBeTCTBYET parahydroxybenzoate and sodium propyl

parahydroxybenzoate / parahydroxybenzoate peak in the

MeTunnaparuipokcubeH3oaT chromatogram of the sample preparation

HATPUS U NpONMINaparuipoKcH- corresponds to that in the chromatogram

OeH30aT HaTpUsA of the standard preparation (Assay
section). / Bpemena yIepXKHUBaHUSA
OCHOBHBIX ITHKOB Ha XpOMarorpamme
HCTIBITYEMOTO pacTBopa  JIOJIKHbI
COOTBETCTBOBATh BpEMEHAM
yOep)KHBaHHA OCHOBHBIX IUKOB Ha
XpoMaTorpaMme pacTBopa CTaHIApPTHBIX
o0pa3loB MeTUnnaparuipokcudeHszoara
u NpOoNUINaparuipoKkcudeH3oara.
(pazmen «KonnuecTBeHHOE
OTIpEe/ICJICHUEY )

3 | Weight of package content / 302g/302r Should correspond to the requirements /
Macca coaep:RkHMOro B cootBercTBUM € TpeOOBaHUSIMH. |
YOaKOBKH

|
4 | pH of aqueous suspension / 6.9 6.0-7.8/016,0n07,8

Remarks : The Product conforms to ND /

IIpumeyanue: [Ipoaykr coorsercTBYET TpeboBaHuaM HJI

Conclusion : APPROVED /
3akimouenue: OJOBPEHO

Prepared by /
IMoarorosneHo: Santosh Kumar
Maurya {

Checked by /
[Tporepeno: Pawan Kumar

Approved by: Manager/] Executive /
Onodpeno: Menemxkep/ Pykosoautens

/ Abhishek Chauhan //
o - 4 /
t__,--"f
Reprint Date / Reprint Date / Reprint Date /
Hata: 22.07.2024 Jara: 22.07.2024 JHara: 22.07.2024
Tel: 4‘“’1 4!’5 ".SUG‘ ‘,E‘-.’}‘.’},”Frwx: +Q1 A0 4200 .';IE“?i‘,, EI;1‘['i\l:.lﬂﬂi‘if:’(,‘:)’:r.ﬁ'fii‘:.'.‘ ;;.Idm o
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Vill. Khol, Matagarh Road, Bad
Distt, Selan, W2, 173 205, 1NE
98166 56001-0:
CERTIFICATE OF ANALYSIS A
CEPTU®UKAT AHAJIU3A
Page3 of 7/Ctp.3u3 7
Product/ : Ketorol gel for external use 2 %
IIpoaykT KeTopon®, rens s HapyKHOTO npuMeHeHus 2 %
Saskery Russia / Poccust
Prinok
Batch No / 1 V240452 Batch Quantity / : 32512.00 units /
Cepus Ne Pa3mep cepun 32512.00 enunHmIl
Analytical Report No / : 040002592963 Date of Analysis / 1 22.07.2024
AHamuTH4YecKuii oTyer Ne JaTa anaansa
Date of Manufacture / 1 06/2024 Date of Expiry / 1 05/2026
JlaTa npou3BoACTBA I'ogen g0 (BKIL.)
Mfg. License No. / : MNB/05/263 MA number / : JITI-Ne(001119)-(PT -
IpoM3BOACTBEHHAN JIMLEH3US Homep PY RU)
Ne
Analysis performed according to ND / Ananus nposenen no HJ: JIII-Ne(001119)-(PT'-RU)-210623

Ne Test / IlokasaTens Result / PesyabTaThl

' Specification / Hopma

5 | Viscosity / BaskocTb 7.349 poise / 7.349 nyas

'Between 5 and 12 poise /
Ot 5 mo 12 nyas

6 | Related substances / IIpumecn

Ketorolac 1-keto analogue / 0.0273%
1-keToaHANOT KETOpoNaKa

Ketorolac 1-hydroxy analogue / [Below LOQ (LOQ = 0.020 %) /
l-ruppoKcHaHaNor kKeTopoJiaka  |Hinke npejena KOJIMIeCTBEHHOTO
onpenenexns (ITKO = 0.

020 %)

inole unidenti

Any single mnidentified Below LOQ (LOQ = 0.025 %) /

impurity/ ExunnaHas

HOHICHTHOHIMPOBAHHAS Huxe npenena KONUYECTBEHHOTO
onpeznenenus (ITKO = 0.025 %)

fpuMech

Total impurities / Cymma 0.0273 %

npuMecen

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 %

7 | Microbial limits / Mukpo6uonoruyeckas 4ucToTa

Ob11ee 4ucno a3poOHBIX KOE/r
MHMKPOOPI'aHH3MOB

Total aerobic microbial count / |Less than 10 CFU/g / Menee 10

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

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeyanne: [IpoagykT cooTBETCTBYET TpeboBaHmaM HJI, 3akarodenne: OJOBPEHO
Prepared by / Checked by / Approved by: Managey/ Executive /
[MonroroeneHo: Santosh Kumar [Tposepeno: Pawan Kumar OnobpeHo: Menemkey / PykoBoaurens
Maurya :&/ 4; Abhishek Chauhan /
i p et - J

Reprint Date / Reprint Date / Reprint Date / /
Hara: 22.07.2024 | Hata: 22.07.2024 Hara: 22.07.2024
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Ny Bedav's Laboratarios

Formulation i

Vill, Khol, Nala i
Distr, Salaw, H.
Tel 1 +81 92166 D

Page4 of 7/ CTp. 4 u3 7

Product / Ketorol gel for external use 2 %

ITpogyxT Ketopon®, renb Anst HapyXHOTO npiverenns 2 %

L keC Russia / Poccus

Prinok

Batch No/ V240452 Batch Quantity / : 32512.00 units /
Cepus Ne Pa3mep cepun ~ 32512.00 enuHMu
Analytical Report No / 040002592963 Date of Analysis / 1 22.07.2024
AHajinTHYecKHit oTyeT No Jarta ananusa

Date of Manufacture / 06/2024 Date of Expiry / + 05/2026

JlaTa npouM3BOACTBA TI'ogen no (BKJL.)

Mfg. License No. / MNB/05/263 MA number / : JIII-Ne(001119)-(PI"-
TIpoH3BOACTBEHHAs JIMLIEH3HS Homep PY RU)

Ne

Analysis performed according to ND / Anaan3 nposenen o HJI: JITT-Ne(001119)-(PI'-RU)-210623

No

Test / IToka3zaTennb

Result / Pe3yabTaThl

Specification / Hopma

Total combined yeast and
molds count / Ob1uiee yncao
JPOAOKEBBIX U [NIECHEBBIX
rpudoB

Pseudomonas acruginosa
|
| Staphylococcus aureus

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

Absent in 1 g/ OTcyTcTBYET B IT

Absent in 1 g/ OtcyTcTByeT B 1T

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 IT

8 | Assay / KosnyecTBeHHOE onpes

€JIeHHE:

| Ethanol / Dtanon 99.5 % NLT 85% and NMT 115% of the
labeled amount /
Or 85 mo 115% oT 3aiBlIE€HHOrO
KOJIUYECTBA
Dimethyl sulfoxide / 100.3 % NLT 90% and NMT 110% of the
Jumetuncynb(pokcna labeled amount / Ot 90 mo 110 % ot
3asBIEHHOTO KOJIMYECTBA
Sodium methyl parahydroxy- 95.4 % NLT 90% and NMT 110% of the
benzoate / MeTtunnapa- labeled amount / Ot 90 mo 110 % ot
TMAPOKCUOEH30aT HATPHSA 3asBJIEHHOTO KOJIMYECTBA
'Sodium propyl parahydroxy- 96.3 % NLT 90% and NMT 110% of the
benzoate / [Iponunmnapa- labeled amount / Ot 90 mo 110 % ot
THAPOKCHOEH30aT HAaTPUA 3asBJIEHHOTO KOJIHYECTBa |
| | |
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuaunne: [poaykT cooTBeTcTBYET TpebopanusaM HJ 3axkmouenve: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
INoarorosieHo: Santosh Kumar [TpoeepeHo: Pawan Kumar Onobpeno: Menelpkep //PyKOBOIHTENL
Maurya L?Z o 4; Abhishek Chauhan  //
d /
Reprint Date / Reprint Date / Reprint Date /
Hara: 22.07.2024 Hara: 22.07.2024 Hara: 22.07.2024
WEEINLETEO L =2 ¢ RO ND Hanjara Hills, Fiyderabad - 500054, Telangana, Ined
Tel: +81 40 4500 2200, 29, Bmail: mail@drredava.conm
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reday's Laboratories Lid
Formulation Unit-6

Vill. Khol, Nalagarh Road, Bazidj
Distt. Solan, H.P, 173 205, [ DA
Tel : +91 98166 56001-02
v direddys.com

CEPTUDPUKAT AHAJIM3A

PageSof 7/ Ctp. 5u3 7

Product / Ketorol gel for external use 2 %

IpoaykT Ketopon®, renb oy Hapy>xHoro npumeneHns 2 %

Makker) Russia / Poccus

Prinok

Batch No / V240452 Batch Quantity / : 32512.00 units /
Cepus Ne Pa3mep cepun 32512.00 eauHumIy
Analytical Report No / 040002592963 Date of Analysis / 1 22.07.2024
AHanuTH4eckuii oTuet Ne JaTa ananusa

Date of Manufacture / ¢ 06/2024 Date of Expiry / 1 05/2026

JlaTa npou3BOACTBA T'onen no (BK1.)

Mfg. License No. / MNB/05/263 MA number / : JIIT-Ne(001119)-(PT"-
IIpou3BoACTBEHHAS JTHLEH3US Howmep PY RU)

Ne

Analysis performed according to ND / Ananus nposeaen no HJI: JIIT-Ne(001119)-(PT-RU)-210623

Ne | Test / [lokaszaTennb

Result / PesynabTathl

Specification / Hopma

" | Ketorolac tromethamine / 99.5 %
KeToponaka TpOMETaMUH

9 | Package / Onucanue

yNaKOBKH

NLT 90 % and NMT 110 % of the
labeled amount / Ot 90 g0 110 % ot
3a5BJIEHHOTO KOJMYECTBA

30 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 |
tube together with patient information leaflet in a carton. / Ilo 30 r B TyOy u3
JIAMUHMPOBAHHOTO AFOMMHUS, CHAaOXEHHYH0 MeMOpaHOi Iii KOHTPOJIA |
nepBoro BCkpbiTHA. IJo 1 TyGe BMecTe ¢ MHCTPYKLMEH MO MEIMUMHCKOMY
NPAMEHEHHIO (JINCTKOM-BKJIAJBIIIEM) B 1AYKY KAPTOHHYIO.

Remarks : The Product conforms to ND /
Ipumeuanue: [ponykt coorBercTBYeT TpeboaHusM HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by /
[Moxrotosieno: Santosh Kumar IIposepeno: Pawan Kumar

Maurya % )
I'{‘%—‘R

Approved by: Manager / Bxecutive /
Opo6peno: Menemxep / PykoBojures
Abhishek Chauhan /

{ [ i

Reprint Date / Reprint Date /
Hara: 22.07.2024 R - ..| Hata;22.07.2024

JHata: 22.07.2024

Reprint Date /

Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddyz.com
CIN: .85195AP1984PLCOOASCT
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A
Page 6 of 7/ CTp. 6 u3 7

Product/ : Ketorol gel for external use 2 %

IIpoaykr KeTopon®, renb ans HApYXKHOro ApuMeHerus 2 %

LNankEt Russia / Poccus

Prinok

Batch No / ! V240452 Batch Quantity / : 32512.00 units /
Cepus Ne Pasmep cepuu - 32512.00 eavHumy
Analytical Report No / ¢ 040002592963 Date of Analysis / 1 22.07.2024
AHaJIUTHYECKHI oTueT No JlaTa ananu3sa

Date of Manufacture / ¢ 06/2024 Date of Expiry / : 05/2026

JlaTra npousBoacTBa I'omen a0 (BKJI.)

Mfg. License No. / : MNB/05/263 MA number / + JITT-Ne(001119)-(PT"-
Ipou3BoACTBEHHAS JHLEH3USI Homep PY RU)

Ne

Analysis performed according to ND / Ananus nposeaen no HJI: JIN-Ne(001119)-(PI™-RU)-210623
'API name / HanmenoBanue A®C: Ketorolac tromethamine / Keroponaka Tr_)OMeTaMI/IH

INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number / ABRH002813

Homep cepun nponspoautens APC:

FP Manufacturer API Batch number /
Homep cepum cy0cTaHUMHU FERAO00195
npounsepoautens I'JID: |

API Manufactured by & country /

TMpoussoautens A®C, cTpaHa: Dr. Reddy's Laboratories Ltd., India / JI-p Pennu ¢ Jlaboparopus Jita, Mupus

Name, address,_authorization No for Dr. Reddy's Laboratories Ltd., India, Formﬁlation Unit-6, Vill. Khol,
FP manufacturing site / Control site / | Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No

Release site / MNB/05/263) /

Haumenosanmne, aapec, aunensus jiasi | I-p Penay’c JTabopatopuc JITa., Mnaus, IIponssoacteentoe
IIpousBoacTBEeHHAd MaoOLIaAKA / noapasnenenue-6, Bumi. Kxons, Hanarapx Poyn, banau, luctpuxr Conat,
Ilnomanka KOHTPOJIA KavecTBa / X.I1., 173205, Unnusa (suuen3us HoMep MNB/05/263)

Ilnowanka BbINycKa

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Hpumeuanue: [Tponykt cooTBeTcTBYET TpeboBaHHAM HJJ 3akmroyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[MoarorosneHo: Santosh Kumar IMpoeepeno: Pawan Kumar OnobpeHo: MeHekep / PYKOBONTENb
Maurya @, 1) Abhishek Chauhan
e | 4 L]

Reprint Date / Reprint Date / Reprint Date /
Hata: 22.07.2024 | Hara: 22.07.2024 . Hara: 22.07.2024

Tel +01 404900 2900 19, £ » HQI(.?‘. r‘ 5 fr‘!]ll




Dr.Reddy’s Q,':‘

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Page 7of 7/ CTp. 7u3 7
Product/ : Ketorol gel for external use 2 %
IIpoaykr Ketopon®, rens st HAPYKHOTO NpUMEHEHHA 2 %o
g Ankeg) Russia / Poccus
Prinok
Batch No / 1 V240452 Batch Quantity / : 32512.00 units /
Cepus Ne Pasmep cepun - 32512.00 enuHwML
Analytical Report No / : 040002592963 Date of Analysis / : 22.07.2024
AnajsiuTHYeckHii oTueT Ne Jlara ananu3a
Date of Manufacture / 1 06/2024 Date of Expiry / : 05/2026
JlaTa npou3BOACTBA T'oneH a0 (BKJL.)
Mfg. License No. / : MNB/05/263 MA number / : JITT-Ne(001119)-(PT"-
Ipou3BOACTBEHHAS! JIMUEH3US Homep PY RU)
No

Analysis performed according to ND / Ananus nposegen no HJI: JITI-Ne(001119)-(PT-RU)-210623

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch
of product has been manufactured, including packaging/labeling and quality control at the above mentioned
site(s) in full compliance with the GMP requirements of the Eurasian Economic Union (No
GMP/EAEU/RU/00554-2022 dt. 02 September 2022) and requirements to the medicinal quality and with the
specifications in the Marketing Authorization dossier of the importing country. Production, packaging and
testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic
Union is established».

3akioveHde 0 cooTBercTBHH: «Hacrosiuum s DOXTBEpKAAl0, YTO INpPUBEAEHHAs Bbillle HWHPOPMaUUs
SIBJIIETCS JOCTOBEPHOM M TOYHOH. DTa cepus NPOAYKLHMM NMPOU3BeaeHa (BKIIOYAs YNaKOBKY (MapKHPOBKY) U
KOHTpOJIb KaYeCcTBa) Ha BbILLIEYKa3aHHOH MPOM3BOICTBEHHOH Mtouaake (MIomaaKax) B I0JJHOM COOTBETCTBUH
¢ TpeboBanusMu [IpaBun Haanexaued MPOU3BOJCTBEHHOH MpakTuki EBpa3suiickoro 3KOHOMHUYECKOTO COK03a
(Ne GMP/EAEU/RU/00554-2022 ot 02 cents16ps 2022) u TpeboBaHUAMH KOHTPOJIS KauecTBa JIEKAPCTBEHHBIX
CpeJCTB, a TAKXKE B COOTBETCTBUH CO CeLMHKALHIMH, COAEPHKAIUMHUCS B PETHCTPAllMOHHOM JI0Che CTPaHbI-
UMITOPTEpPA. 3arycH Mo MPOW3BOACTBY, YNAKOBKE W aHAlIM3y MPOBEPEHbI, U YCTAHOBJIEHO MX COOTBETCTBUE
TpeboBanusm [Ipapun HajuieKalei NPOU3BOACTBEHHON NMPAaKTHK EBpasniickoro 3kOHOMHYECKOr0 COK3a».

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: IIpoayKT cooTBeTcTBYET TpeOoBaHuaM HJI 3akayenue: O,[lOdPEHO
Prepared by / Checked by / Approved by: Managgr / Executive /
ITonrorosieHo: Santosh Kumar [IposepeHo: Pawan Kumar Onobpeno: Menemiep / Pvmap,urm)m,
Maurya @/ . Abhishek Chauha

- ,f_L &
Reprint Date / Reprint Date / Reprint Date /
Hara: 22.07.2024 Z[aTa 22. 07 2024 IIaTa 22 07. 2024

S R EE R ERE T0atl - ok ]
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