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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND1A
Tel : +91 98166 56001-02

CEPTUDPUKAT AHAJIU3A

ananee A ~A e
o, drreddysscom

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon® Jxcnpece (keroposiak) Tabaerkn, Jicneprupyembie B n0J10cTH pra, 10 Mr

Market / Poisok :Russia / Poccust

Batch No / _ Batch Quantity / 3600000 tab /

Cepusa Ne 8 V40T O0bem cepHH " 3600000 Tab

Analytical Repovrt No/ . 040002767637 Date of Analysis / . 96.12.2024

AHanuTn4decKRii oTyeT Ne Jara ananu3za

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026

Jara npoM3BoaCTBa I'ogen oo

Mfg. License No. / . .

ITpou3BoaCcTBeHHAS : MNB/05/263 NIA BUmmbess g SN (004669)=(RLS
Homep PY RU)

JuueHzus Ne

Analysis performed according ND:

/ Ananns nposenen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page1of 9/ Crp. 1 u39

No . .
No Test / [Tokasarenb Results / PezyabTaThl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "[" debossed on one side. / Kpyrubie
side. / Kpyrnsie nnockue mrockue Tabnetku ¢ Qackod, cBeTyo-
Tabnetku ¢ acKkoi, CBETIO- JENTOTO [BeTa ¢ paBUpOBKOH «l» Ha
JKEJITOrO LIBeTa ¢ IPpaBUPOBKOi OIHOM CTOPOHE.
«I» Ha OFIHOI CTOPOHE.
2 Identification / UnenTudnicanus

Ketorolac / Kemoponax

Complies / CooTBETCTRYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®-cnekTpsl NOMNOLIEHHS
HCMBITYEMOTO pacTBOpa W pacTBOpa
craHgapTHoro  ofpaslua  KeToponaka
TpoMeTaMHHa JOTDKHBL UMETH
MaKCHUMYMBI [PHU OJHOH U TOH ke IJIMHE
BOJIHEI (* 2 HM).

Remarks : The Product conforms to ND/

[Tpumeuanue: [Iponykt cooTseTcTBYeT Tpebosanusam HJT

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by /
IMoarorosneno: Pardeep Kumar

Checked by /
I[Tpoeepeno: Pawan Kumar \

Y A

Approved by: Manager/Executive /
Onobpeno: Menemxep / Py?{oaom-tTenb
Amit Kumar /\ e

Reprint Date /
Hara: 26.12.2024

Reprint Date /’
Jara: 26.12.2024

Reprint Date / v
Jata: 26.12.2024

Registered Office: 8-2-227, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +01 30 4900 2900, Fax: 191 40 4900 2999, Email: mail@drreddys.com
CHN: L35195AP1984PLCO04507

wwiv.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUDPUKAT AHAJIM3A

rdrreddys.com

WWAW.OTTETq

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykt: Keropon® Jxenpecc (keTopoaak) Tab/IeTKM, AHCIEprUpyeMbie B 0I0CTH PTa, 10 mr

Market / Poinok :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne $ V2402717 O6neM cepHn " 3600000 Tab
Analytical Repo:‘t No/ - 040002767637 Date of Analysis / . 26.12.2024
AHajguTHYecKAH oTueT Ne JlaTa ananu3a
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026

| lata mpon3BoacTBa Tonen g0
Mfg. License No. / . .
HpoussoacTBennas : MNB/05/263 MG bR f : JIII-Ne(004669)-(PT-

Homep PY RU)

anueH3us Ne

Analysis performed according ND: / Auanus nposegen no HJI: JITI-Na(004669)-(PT-RU)-190224

Page 2 of 9/ Crp. 2 u3 9

No

Test / [TokaszaTennb
No

Results / Pe3yibTaThl

Specification / Hopma

Complies / CooTBeTCTBYET

The retention time of the main peak on the
chromatogram of test solution should
correspond to that on the chromatogram of
ketorolac tromethamine standard solution
(Assay section). / Bpems ylepXHBaHHs
OCHOBHOIO IMMKa Ha XpoMarorpamMe
WCIIBITYEMOTO pacrBopa JOJIKHO
COOTBETCTBOBATh BpEeMEHH YAepKUBaHUS
OCHOBHOTO I[MKa Ha XpoMmarorpaMmme
pactBopa CTaHJApTHOTO obpasua
KeTopoJaka  TpomeraMHHa  (pasjen
«KonyuecTBeHHOE OnpeneneHue).

Remarks : The Product conforms to ND/

I[Tpumeuanue: Ilponykr cooTseTcTBYeT TpeboBanuam HJ

Conclusion : APPROVED /
3aknwuenne: OJIOBPEHO

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

[Noaroroesneno: Pardeep Kumar Iposepeno: Pawan Kumar \ | OnoGpeHo: Menemxkep / PykoBoauTenb
o /gfv Amit Kumar PN =

Reprint Date / Reprint Date / ' Reprint Date / {

Jara: 26.12.2024 Jara: 26.12.2024 Jara: 26.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol: +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
Formulation Unit-6
Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P.,, 173 205, INDiA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUDPHUKAT AHAJIM3A wynedrreddys com

Product : Ketorol Express (ketorol

ac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Keropoa® Dkcnpecc (keroposiak) TaGIeTKu, AUCAEPIHPYeMbie B NOJOCTH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne V2402717 O6beM cepun " 3600000 Tab

Analytical Repo:‘t No/ - 040002767637 Date of Analysis / . 96.12.2024

AHanuTH4YecKkHil oTueT Ne Jlata anannsa

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026

Jara npoH3BOACTBA I'ogen 70

Mifg. License No. / . .

IIpon3BoAcTBEHHAS : MNB/05/263 NI murcibexs: g JIIENE(I04665)-PIe
Homep PY RU)

JHuen3ust Ne

Analysis performed according ND:

/ Ananns nposeaen no HJI: JITI-N2(004669)-(PT'-RU)-190224

Page3 of 9/ Crp.3 3 9

if: Test / ITokazaTennb Results / PesyabraThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymunzudpokcuanuzon butylhydroxyanisole and 3-

butylhydroxyanisole peaks on the
chromatogram of the test solution should
correspond by the retention times to 2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content” section). / BpemeHna
YIEPKHUBAHUS [THKOB
2-6yTHNTUAPOKCHAHU30J1a U
3-0yTHITHAPOKCUAHH30J1a Ha

XpOMaTOrpaMMe HCIBITYEMOTO pacTBopa
JOJDKHBI  COOTBETCTBOBATh ~ BpEMeEHaM

yIePKUBAHHs NHKOB
2-6yTUNrHAPOKCHAHU30/1a "
3-6yTIIrHAPOKCHAHU301A Ha

XpoMaTtorpaMMe pacTBopa CTaHAAapTHOTO
obpasna 6yTHIrHAPOKCHaHH3071a (pa3aen
«CoaepxaHue
OYTUIrUAPOKCUAHU30TIAR).

Remarks : The Product conforms to ND/ Ceonclusion : APPROVED /

IMpumeuanue: ITpongykT coorBeTcTBYET Tpebobanusam HJI 3akiovenne: OJJOBPEHO

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

IMonrorosneno: Pardeep Kumar [Mposepeno: Pawan Kumar\ | Ono6peno: Menemkep / PykoBoauTtelb
i JL Amit Kumar N st b=

Reprint Date / Reprint Date / | Reprint Date / V

Hara: 26.12.2024 Jlata: 26.12.2024 Jlara: 26.12.2024

Registered Office” §2-337, Road Na. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel:

+91 40 4900 2900, Fax: +91 40 900 2999, Email: mail@drreddys.com
CIN: L85195AP1284PLCO04507
www drreddys.com




Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDiA
Tel : +91 98166 56001-02

CEPTHO®HUKAT AHAJIH3A

sl pgr v ey
wvvw.unxﬁ"ddy'.; com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ixcnpecc (keropoJak) TabIeTKy, iHcneprupyeMsbie B HOJIOCTH PTa, 10 mr

Market / Prinox :Russia / Poccust
Batch No / . Batch Quantity / 3600000 tab /
Cepusa Ne | V2402717 O0bem cepun " 3600000 Tab
Analytical Report No/ - 040002767637 Date of Analysis / - 26.12.2024
AHanuTH9ecKHA oTyeT No JlaTa anannza
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
JlaTa npon3BoACTBA T'ogen oo
Mie. License No. / | MA number: /  JTII-Ne(004669)-(PT-
IIpom3sBoacTBEeHHAS : MNB/05/263 ;

Homep PY RU)

JHnen3ns Ne

Analysis performed according ND: / Anaaus nposenen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page40f9/Crp. 4 m39

1;,? Test / [lokazaTesb Results / PesynabTaThl Specification / Hopma
3 Average weight / Cpeausis 70.9 mg /70.9 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . Ot 67,2 mr 10 72,8 mr (70,0 Mr + 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OaHOpOAHOCTH Macchl 2/20 tablets - not more than + 20 %. /
18/20 Tabnetok — He Oonee = 10 %;
2/20 Tabnetok — He Honee £ 20 %.
4 Disintegration time / 00 min 27 sec / 00 mun 27 cex Not more than 3 min. / He Gosiee 3 MuH.
PacnapaemocThb
5 Dissolution / PacTBopeHne Unit-1/ Ta6n-1 100 % Not less than 75% (Q) of
. CisH13NO3CsH 1 1NO3 (ketorolac
Unit-2 / Ta6n-2 97 % tromethamine) in 15 min. / He meHee
Unit-3 / Ta6n-3 101% | 75% Q CisH13NO3-C4H11NO;s
. (keToponaka TpOMeTaMHUH) 4epe3 15 MuH.
Unit-4 / Tabn-4 101 %
Unit-5 / Tabn-5 104 %
Unit-6 / Tabn-6 98 %

Remarks : The Product conforms to ND/
[Mpumeyanune: [TIponykr coorBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akmwouenne: OJJOBPEHO

Prepared by /
IToarorosneno: Pardeep Kumar

Checked by /
[posepeno: Payvan Kumar \

;—\ff/ Y e

Approved by: Manager/Executive /
OnobGpeno: Menemxkep / PYK(E?O,HHTE}IE:

Amit Kumar I =

Reprint Date /
Hara: 26.12.2024

Reprint Date //
Hara: 26.12.2024

Reprint Date/ ¥
Jara: 26.12.2024

Registered Office: 8-2-337, Road Na. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: +01 40 4900 2900, Fax; +91 10 4900 2999, Email: mait@drreddys.com

CIN: L85155AP1984PLCO0ASUT

wwiw.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTM3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

wwwy drreddys com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

ITpoaykt: Keroposa® Ixcnpecc (keTopoaak) Tab1eTKH, AUCHEPIHpYeMbIe B OJIOCTH PTa, 10 mr

Market / Poinox :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne A V2402780 O0bem ceplin " 3600000 Tab
Analytical Repo:‘t No/ . 040002767637 Date of Analysis / . 26.12.2024
AHanuTHYeCKHI oTyeT Ne JaTa anaju3za
Date of Manufacture / . 11/2024 Date of Expiry/ - 10/2026
Jara npoH3BoacTBa I'open no
Mig. License No. / | MA number: / . JII-Ne(004669)-(PT -
IlpousBoacTBeHHAS : MNB/05/263 :

Homep PY RU)
JHNeH3na Ne

Analysis performed according ND: / Ananns nposesen no HJL: JITI-Ne(004669)-(PT-RU)-190224

Page50of9/Cyp. S5 m3 9

1;.00 Test / [lokasaTeb Results / Pe3yabtaTsl Specification / Hopma
6 Particle size distribution / Complies / CoOoTBETCTBYET A uniform suspension passing through a
JucnepcHocTh 710 uym sieve is formed. / O6pa3zyetcs
OMHOPOIHAs CYCMEH3Ms, MpOXOoasias
CKBO3b CHUTO C pPa3MEpPOM OTBEPCTHMH
710 MKM.
7 Impurities / IIpumecu
1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) / not more than 0.5 %; / He 6onee 0,5 %;
ketorolac: / Huxe npeacaa KOMMHECTBEHHOTo
1-rHApOKCHAHATOT onpeaenenns (ITKO = 0.0032 %)
KeTopoJaka
1-keto analog of ketorolac / 0.05% not more than 0.8 %; / e 6onee 0,8 %;
1-KeToaHanor KETopoaKa
unidentified impurity / not more than 0.5 %; / He donee 0,5 %;
eAUHUYHas )
HeUIeHTUPULIHPOBaHHasA 0.04%
pUMECh
total impurities / 0.1% not more than 1.0 %. / ve 6onee 1,0 %.
CyMMa npumecei
8 Water content / 2.0 % Not more than 7.0 %. /
CoaepxaHnne BOAbl He 6onee 7,0 %.
9 Residual solvents / OcTaTouHble OpraHH4YecKHe pacTBOPUTEH

Remarks : The Product conforms to ND/
Ilpumeuanue: ITponykt cooTseTcTByeT TpeboBanusm HJ

3aka

Conclusion : APPROVED /

wouenue: OJJOBPEHO

Prepared by /
IToarorosneHo: Pardeep Kumar

r:_‘l.//-

Checked by /

[Ipoeepeno: Pa\}{ n Kumar\
e . Amit

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoaurernsb
N —

Kumar

Reprint Date /
Jata: 26.12.2024

Reprint Date / /
Jlarta: 26.12.2024

Reprint Date / V
Jara:

26.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol: 91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L35195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Lid.
Formulation Unit-6

& e
DI‘. ReddY’S ‘.... Vill. Khol, Nalagarh Road, Baddii,

Distt. Solan, H.P., 173 205, IND1A
CERTIFICATE OF ANALYSIS 1o/ 101 98166 56001.02
CEPTI/I(I)I/IKAT AHAJ]I/IgA ‘f."‘u‘\/‘\‘,“C!T’FCdd‘,’S.COm

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Jxcnpece (keropoaak) radieTku, AucneprupyemMble B 10J0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne ? V2402717 O6bem cepHH " 3600000 Tab
Analytical Repourt No / . 040002767637 Date of Analysis / . 96.12.2024
AHaguTHYecKHi oTueT Ne JlaTa anaan3za
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026
JlaTta npoH3BOACTBA I'ogen mo
g Licepseio: ¥ | MA number: / - JIIT-Ne(004669)-(PT-
IIpousBoacTBeHHAs : MNB/05/263 :

Homep PY RU)
aunen3us Ne

Analysis performed according ND: / Anann3 nposegen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 6 of 9/ Crp. 6 n3 9

No

No Test / ITokazaTenn Results / PesyabTarsl Specification / Hopma
Isopropyl alcohol / 04 pg/tab / Not more than 350 pg/tab. /
H3zonponanon 04 Mkr B TabneTke He Gosiee 350 mxr B TabneTke.

10 | Microbiological purity*/ Mukpo6uosiornyeckas yucrora*®

Total Aerobic Microbial not more than 10> CFU/g; /
Count / obuiee ynucio NA He 6osee 10° KOE/r;
a3pOoOHBIX MUKPO-
OpTaHH3MOB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / of11ee yuco NA He 6o1ee 102 KOE/r;
JPOACKEBBIX U TIECHEBBIX
rpudoB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBUE B 1 T
11 Uniformity of dosage units / 6.8 Acceptance value (4¥) not more than
OpHopoaHOCTH 15.0 Tlokasarens npuemieMocTH (4V)
AO3UPOBAHHBIX eAHHHIL JoJpkeH ObITh He Oonee 15,0.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[pumeuanue: [Iponykt coorBeTcTBYET Tpebosanusm HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: Pardeep Kumar ITposepeno: Pawan Kumar\ | Ono6peto: Menemiep / Pygosoaurens
ol Amit Kumar P
Reprint Date / Reprint Date // Reprint Date / !
JHara: 26.12.2024 Jlara: 26.12.2024 Jara: 26.12.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIiN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s Q':’.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddii,
Distt. Solan, H.P., 173 205, INDiA

CERTIFICATE OF ANALYSIS Tel : 491 98166 56001-02
CEPTI/I(DI/II(AT AHAJIH3A ‘u’ﬁ.r’\“‘f-/.d.’I"C‘dd‘,’ﬁ com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg o
Ipoaykr: Keropoa® Dxenpece (keToposak) Tab1eTKH, AHCNeprapyembie B HoJ0cTa pra, 10 mr
Market / Poinok ‘Russia / Poccust
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne e O6bem cepun " 3600000 Tab
Analytical Repo:‘t No/ - 040002767637 Date of Analysis / - 26.12.2024
AHanuTHYecKHH oTyeT No JlaTa anaauza
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026
Jara npoH3BOACTBA T'onen go
Mifg. License No. / . o
ITpou3BoACcTBeHHAS . MNB/05/263 MECRUmbExsH g JHEN(0L665)=(h
Homep PY RU)

anuenzns Ne

| Analysis performed according ND: / Anann3 nposeaen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 70f9/Crp. 7 39

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnerox B
6aucrepe u3z (IMA/AJ/TID ¢
Baaronornorurenem/I13BIT)
donbru // (II3/AJ]) donsru. Mo
2 Ginuctepa BMECTE C JIMCTKOM-
BKJIa/1bI111EM B nayKy
KapTOHHYIO.

i.? Test / [Toka3zaren Results / Pe3yabTarthbi Specification / Hopma
12 Assay / KosinuecTBeHHOe 9.8 mg /9.8 Mr From 9.0 mg to 11.0 mg of
onpenesieHHe (97.6 %) C15sH13NO3*C4H | 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / OT 9,0 Mr 0
11,0 MTI C15H13NO3'C4H1 1NO3
(xetoponaka TpomeramuH) (ot 90,0 nmo
110,0 % ot 3asBNeHHOr0 KOIUYECTRA) B
TabyeTke.
13 | Butylhydroxyanisole 0.0951 mg/tab / Not less than 0.042 mg/tab. /
content / Coaepxanue 0.0951 Mr B Tabnetke He menee 0,042 mr B TabneTke,
Oy THJIrMAPOKCHAHH30/1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onncanne ynakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / Tlo 10 Tabnetok B
oucTepe u3 (TTA/AJI/TID c
pnaronornotureneM/II5BIT)  donsru //
(I15/AJ1) donbru. o 1 wiu 2 6auctepa
BMECTE C JIHCTKOM-BKNIQJbIIIEM B MayKy
KapTOHHY!O.

* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in
every 20 batches or one batch per year whichever is more.

Remarks : The Product conforms to ND/
Ipumeuanue: [Tponykr cooTsercTByeT TpeboBanusm HJL

Conclusion : APPROVED /
3akiarouenne: OJOBPEHO

Prepared by /
IMonaroroeneno: Pardeep Kumar

s

Checked by /
IpoeepeHo: Pawan Kumar \

e

Approved by: Manager/Executive /
Onobpero: Menemxkep / PygoeoauTesb
Amit Kumar E

A —

Reprint Date /
Hara: 26.12.2024

Reprint Date/ |
Jlara: 26.12.2024

Reprint Date / \
Jlarta: 26.12.2024

Keglstered Glflce. 8-2-337, Ruad Mo, 3, Banjara 1 fills, tIydcrobad 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIiN: L85195AP1984PLCO04507

vwww drreddys.com




Dr.Reddy’s ‘f:‘

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOUKAT AHAJIN3A www.drreddys com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg o

Ipoaykr: Keropon® Dxcnpece (keroposiak) TabaeTku, AncneprupyemMbie B HoJIOCTH pra, 10 Mr

Market / Prinox :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepusa Ne V2402717 O0neM cepun " 3600000 Tab

Analytical Repo‘}'t No/ . 040002767637 Date of Analysis / - 26.12.2024

AHanurH4ecKHii oTueT Ne JlaTa anaau3a

Date of Manufacture / . 11/2024 Date of Expiry / - 10/2026

JlaTa npoM3BOACTBA Toxzen no

Mifg. License No. / .

IIpousBoacTBeHHAs : MNB/05/263 MR muimiloeks : JEEENS(00:4662)=(R Iz

Homep PY RU)
JHneH3ust Ne
Analysis performed according ND: / Ananns nposeaes no HJ/L: JITI-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ C1p. 8 w3 9
* Hpﬂ BBINYCKE JIECKAPCTBEHHOI'O NpenapaTa KOHTpOJIbL KauecTBa 1o MoKa3aTeJir «MHKpOﬁHO.ﬂOFH‘IeCKaﬂ
YUCTOTA» NPOBOAUTCH AJIA Kamaon 20-oif CepHuH, Win Ans OJHOM CE€pUH B I'0J, B 3aBUCUMOCTH OT TOro, 4to
HACTYNUT paHbllIe.

Ketorolac tromethamine / Keroposiaka TpoOMETaMMH
Ketorolac / Ketoponak

API name / Haumenosanne APC:
INN/ MHH:
API manufacturer batch number /

Homep cepnu npounssoautesis ADC: ABRH007646
FP Manufacturer API Batch number /
FERA00478

Homep cepuu cy6cTaHIMH IPOH3BOJHTEIN
TJI®:

API Manufactured by & country /
Ipoussoanteab A®C, crpana:

Name, address, authorization No for FP
manufacturing site / Control site / Release
site /

HaumeHoBaHue, aapec, JHUEH3HS LIS
IIpon3BoacTBennas miaomanka / Iltomanka
KOHTPOoJis1 KadecTBa / Ilnomanaka BoINyCcKa

Dr. Reddy's Laboratories Ltd., India /
I-p Pennu'c Jlabopatopuc Jita., Muaus
Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

I-p Penau’c Jlabopartopuc JIta., Unaus, IponssoacTeeHHOe
noapasaenenue-6, Bunn. Kxons, Hanarapx Poyn, bapau, Jluctpukr

Conan, X.I1., 173205, Unpus (muuensus Homep MINB/05/263)

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 menlioned sile(s) 1u
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

Conclusion : APPROVED /
3axmouenune: OJOBPEHO
Approved by: Manager/Executive /
OnobpeHo: MeHe;m:e{.f Py}_((E_BOILI-iTeJ'IB
Amit Kumar I il

Reprint Date / f

Jlara: 26.12.2024

Remarks : The Product conforms to ND/

IMpumeuanue: [Ipoayxt cooTBeTcTBYET TpeboBanusam HJI
Prepared by / Checked by /
INoarorosneno: Pardeep Kumar IMpoeepeno: Pawan Kumar \

i

R

Reprint Date/ /
Jara: 26.12.2024

Reprint Date /
Jlara: 26.12.2024

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




Dr.Reddy’s Q_"."

Dr. Reddy’s Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel - +91 98166 56001-02
CEPTUO®HUKAT AHAJIN3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykr: Keropon® Dxcnpece (keTopoaak) TabaeTkn, AnCHepriupyemMbie B N0JIOCTH pra, 10 mr
Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepna Ne NS Oo6Bem cepHH " 3600000 Tab
Analytical Repovrt No/ . 040002767637 l?ate of Analysis / - 26.12.2024
AHanuTHYecKHH oTYeT No Harta ananusa
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026
Jara npoH3BOACTBA Toxen g0
Mg, License No. / | MA number: /  JIII-Ne(004669)~(PT -
IIpoussogcTBenHan : MNB/05/263 :
Homep PY RU)
Jnnenzust Ne
Analysis performed according ND: / Anaan3s npoexen no HJI: JITT-Ne(004669)-(PT-RU)-190224

Authorization dossier of the importing country. Production, packaging and testing records are verified and their
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compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3akiwyeHne 0 cooTBercTBHn: «HacTosmuM g DOATBEPXKIAt0, YTO MPHUBEICHHAS BbIIE HHYOPMAIIHS ABIIAECTCA
JOCTOBEPHON M TOYHOM. DTa cepust MPOAYKLIHUH NPOU3BeNeHa (BKIIOYas YHAaKOBKY (MapKUpPOBKY) W KOHTPOIB
KayecTsa) Ha BHINIEYKA3aHHOW MPOW3BOACTBCHHOH Iuromaake (IUIoIaaKax) B IIOJHOM COOTBETCTBHU C
TpeGoBaHUAMH [IpaBui HaIeXalleldl IPOU3BOACTBEHHON IpakTHKM EBpasuifckoro skoHoMu4ecKoro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTs16ps 2022) 1 TpeGoBaHUAMH KOHTPOII Ka4eCTBa JIEKapCTBEHHBIX CPE/ICTB,
a TaKXe B COOTBETCTBHH CO CIENHMUKANMIMH, COJIEP)KAIMUMUCA B PETMCTPALIMOHHOM JIOCHE CTPAHBI-UMITOPTEPA.
3armcH 1o NPOM3BOACTBY, YIIAKOBKE M aHATN3Y IPOBEPEHEL, U YCTaHOBIICHO MX COOTBETCTBHE TpeGoBaHuaM [IpaBut

HajIexaleil npou3BOICTBEHHON IPAKTUKH EBpa3sHicKOro 3KOHOMUYECKOTO COI03ay.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [TponykT coorBeTcTBYeT TpeboBanuam H/T 3akawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Pardeep Kumar [posepeno: Pawan Kumar\ | Oxo6peno: MeHemlcg-.E / PyxoBoanTe/s

] X Amit Kumar et
Reprint Date / - Reprint Date / Reprint Date / '
Hara: 26.12.2024 Hara: 26.12.2024 Hara: 26.12.2024

Regictered 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




