Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td.
Formulaticn Unit-6

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

CEPTUOUKAT AHAJIMU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Jxcnpece (keroposak) radierku, aucneprupyemsie B nojaocty pra, 10 mr

Market / Prinok

:Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne § V2402625 O0beM cepun " 3600000 Tab

Analytical Repovrt No/ - 040002757927 Date of Analysis / - 19.12.2024

AHaguTHYecKknii oT4eT Ne JaTta ananauza

Date of Manufacture / - 1112024 Date of Expiry / . 10/2026

Jara npoM3BoJcTBa I'oaen oo

Mifg. License No. / . .

IlpousBoacTBeHHAs : MNB/05/263 A ci e PAILENE(00H669)=(RT=
Homep PY RU)

Januenzust Ne

Analysis performed according ND: / Anaans nposenen mo HJI: JII-Ne(004669)-(PT-RU)-190224

Page 1 0of 9/ Crp. 1 39

tablets with "|" debossed on one
side. / Kpyrnble miockue
TabNeTKH ¢ (ackoi, cBeTNIO-
JKEJITOrO 1{BEeTa C [PaBUPOBKO

‘I;I%o Test / Tloka3zaTenn Results / Pe3yabTaThbl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets

with "|" debossed on one side. / Kpyrnsie
ockue TabneTkd ¢ dackoit, cBeTno-
XKENITOro IBeTa ¢ TpaBUPOBKOH «!» Ha
OJHOM CTOpOHE.

«l» Ha ONHOH CTOPOHE.

2 Identification / UnenTnduxauus

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®-cnekTpsl NOIMOLIEHHUS
HCOBITYEMOTO pacTBOpa M pacTBopa
cTanfaptHoro  ofpasna  KeTopoJsaka
TpOMeTaMHHa ZOJDKHBI HMETh
MAaKCUMYyMBI TIPH OAHON U TOH ke IJInHE
BOJIHBI (+ 2 HM).

Ketorolac / Kemoponax Complies / CoOTBETCTBYET

Conclusion : APPROVED /
3akmouyenue: OJJOBPEHO

Remarks : The Product conforms to ND/
ITpumeuanwe: [IpoaykT cooTseTcTBYeT Tpebobanusam HJI

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Santosh Kumar IIporepeno: Pawan Kumar Omo6peno: Menemxkep / PykbBoguresb
Maurya g@ # Pavan Kumar Sharma _f a—>
Reprint Date / Reprint Date / Reprint Date /

Jara: 19.12.2024 Jara: 19.12.2024 Jlara: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4500 2999, Email; maii@drreddys.com
CIN: L85195AP13984PLCO04507
www.direddys.com



Dr.Reddy’s €&¢

CERTIFICATE OF ANALYSIS

Dr. Reddy’'s Laboratories |.td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P.,, 173 205, IND!A
Tel : +91 98166 56001-02

CEPTUO®UKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropoa® kenpecc (keroponax) tab/ieTku, AncieprupyemMble B MOJIOCTH pra, 10 mr

Market / Poinok

‘Russia / Poccus

Batch No / ‘ Batch Quantity / _ 3600000 tab /

Cepus Ne # V202020 O6beM cepun ~ 3600000 Tab

Analytical Repovrt No/ . 040002757927 Date of Analysis / . 19122024

AHaquTHYeCKHH oTueT No Jara aHaau3a

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

Jara npoM3BoCTBA Tonen 1o

Mfg. License No. /

IIpoussoacTBenHas : MNB/05/263 MA number: / ; JII-Ne(004669)-(PT-
Homep PY RU)

JiMneH3Hs1 Ne

Analysis performed according ND:

/ Ananns nposenen nmo HJ: JITT-Ne(004669)-(PT-RU)-190224

Page2of9/Crp.2 13 9

No

Test / [loxazaTenanb
Ne

Results / PesyabTaThl

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). / Bpemsl ynepKMBaHHs
OCHOBHOIO0 TMHKa Ha XpoMaTorpaMme
MCIBITYEMOTO pacTBopa JOJKHO
COOTBETCTBOBATh BPEMEHHU YAEPKUBaHHA
OCHOBHOTO THKa Ha XpoMaTorpaMme
pactBopa CTaHAAPTHOTO obpazua
KeTOpojiaka  TpoMeTaMuHa  (pasgen
«KonuyecTBeHHOE ONpENCICHHE).

Remarks : The Product conforms to ND/

[Mprmeuanue: [IponykT coorseTcTBYeT TpebosanuaM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
[Toarorosneno: Santosh Kumar

Maurya @\

Checked by /
Ilposepeno: Pawan Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pysc,qso,m-rrenb
Pavan Kumar Sharma

|
B

Reprint Date /
Hara: 19.12.2024

Reprint Date /
Jara: 19.12.2024

Reprint Date /
JHara: 19.12.2024

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: maii@drreddys.com
CIN: L85195AP1984PLCOO4507

www.direddys.com




Dr.Reddy’s Q'}

CERTIFICATE OF ANALYSIS

Dr. Reddy’'s Laboratories 1.td.
Formulation Unit-6

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

CEPTUPUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykt: Ketopoa® Dxcnpecc (keToposak) Ta6ieTKH, AHCIIEPrHpyeMbIe B II0J10CTH pra, 10 mr

Market / Prinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne Brv2d02600 O6bem cepHH " 3600000 Tab

Analytical Repovrt No/ . 040002757927 Date of Analysis / . 10.12.2024

ARaguTHYecKHil oTUeT Ne HaTta ananausza

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

Jarta npousBoacTBa TI'ogen o

Mfg. License No. / . .

IMpousBoacTBeHHAS : MNB/05/263 I murmer/ : JIT-Ne(004669)~(PT-
Homep PY RU)

JuueH3nus Ne

Analysis performed according ND: / Auaaus nposeaen no HJI: JII-Ne(004669)-(PT-RU)-190224

Page30f9/Crp.3 w39

I;.:) Test / [loxazaTeJb Results / PesyabTaTsl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBETCTBYET The retention times of 2-
Bymunzudpoxcuanuszon 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). / Bpemena
yIaepKUBaHUS TIHKOB
2-6yTHITHAPOKCHAHU301a u
3-6yTHIrHAPOKCHAHU30MA Ha

XpoMaTorpaMMe HUCHbITYEMOTO paCTBOpaA

JOJKHBI  COOTBETCTBOBATH BPEMEHaM
yIep)KUBaHUA ITUKOB
2-6yTUITMAPOKCHAHU30JIa %
3-6yTINrHAPOKCHAHU3OMA Ha

XpOMaTorpaMMe pacTBopa CTaHAAPTHOIO
obpasua OyTunruapokcHaHusona (pasaen
«CopepxaHue
OYTUNTUAPOKCHAHU3ONA).

Remarks : The Product conforms to ND/

Ipumeuanue: [Tpoaykt cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
Zaxkmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Santosh Kumar ITporepeno: Pawan Kumar Onobpeno: Menemxep / Pykopoautess
Maurya @\ Y, Pavan Kumar Sharma ll s
Reprint Date / Reprint Date / Reprint Date /

Hara: 19.12.2024 Jara: 19.12.2024 Hara: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjera Hills, Hyderabad - 500034, Telangana, India
Tal; +81 42 4000 2000, Fax: +G1 40 4200 2990, Email- maii@drrerinys ram
CIN: L85195AP1584PLCO04507

www.direddys.com




Dr.Reddy’s Q;‘

Dr. Reddy's Laberatories |td.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, IND!A

CERTIFICATE OF ANALYSIS
- Tel : +91 98166 56001-02
B CEPTUOHIKAT AHAJIN3A AR5, ol
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ixenpece (keToposiak) TabaeTkl, AHCHeprapyemMble B NOJI0CTH pTa, 10 mr
Market / PoiHox :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne y V2ADAGE Oo6nem cepun " 3600000 Tab .
Analytical Repovrt No/ . 040002757927 Date of Analysis / . 19.12.2024
AnanuTHYeckuii oTyeT No JlaTa ananusza
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
JlaTa npousBoacTBa I'onen xo
Mfg. License No. / . .
IIpouseoacTBeHHAA : MNB/05/263 SiGsnumber:F : JIE-Ne(004669)-~(PT-
Homep PY RU)
| THUeH3nA Ne

[ Analysis performed according ND: / Anaaus nposeaen no HJI: JIIT-Ne(004669)-(PT-RU)-190224

Page4 of 9/ Crp.4u3 9

No

No Test / [lokazaTesnb Results / PesyabTaThl Specification / Hopma
3 _Averzllge ;veight / Cpennss 69.6 mg / 69.6 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca ) Ot 67,2 mr 10 72,8 mMr (70,0 mr £ 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than £ 10 %;
OaHOpOAHOCTHL Macchl 2/20 tablets - not more than + 20 %. /
18/20 Tabnetok — He Oomee =+ 10 %;
2/20 tabnetox — He Gonee + 20 %.
4 Disintegration time / 00 min 42 sec / 00 MuH 42 cex Not more than 3 min. / He 6osee 3 MuH.
Pacnagaemoctnb
5 Dissolution / PacTBopenue Unit-1/ Ta6n-1 101 % Not less than 75% (Q) of
. C15H13NO3+C4H 1 1NO; (ketorolac
Einifte) filaon=2 i tromethamine) in 15 min. / He MeHee
Unit-3 / Ta61-3 95 % 75 % Q C1sHi3NO3+CsH 1NOs
. (xeTopoJniaka TpOMETaMHUH) uepe3 15 MuH.
Unit-4 / Tabn-4 96 %
Unit-5 / Tabn-5 99 %
Unit-6 / Tabn-6 99 %

Remarks : The Product conforms to ND/
[Tpumeuanue: ITpoaykT cooTBeTcTBYeT Tpebopanusam HJI

Conclusion : APPROVED /
3akmwuenne: OJJOBPEHO

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

[MToaroroeneHo: Santosh Kuma IIporepeno: Pawan Kumar Onobpeno: Menemxkep / Pykosoautesis

Maurya @ f%‘ Pavan Kumar Sharma “ . :
, =

Reprint Date / Reprint Date / Reprint Date /

Jara: 19.12.2024 Jlata: 19.12.2024 Jara: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Barjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLCO04507

www.direddys.com




Dr.Reddy’s ":“

CERTIFICATE OF ANALYSIS

Dr. Reddy’s Laboratories 1td.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02

CEPTU®HUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropon® Ikcnpece (keTopoak) TabaeTku, AHCHeprapyemMble B MOJIOCTH pTa, 10 mr

JHuensus Ne

Market / Poinok :Russia / Poccus
Batch No / ‘ Batch Quantity / 3600000 tab /
Cepus Ne A Obnem cepun " 3600000 Tab
Analytical Repo:*t No/ - 040002757927 Date of Analysis / - 19.12.2024
AHajuTHYeCKHI oTueT No JlaTa anajanza
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026
JlaTa mpoM3BOACTBA Togen oo
Mfg. License No. /

. MA number: / _ JITI-Ne(004669)-(PT -
IIpon3eoacTBeHHAsN : MNB/05/263 Homep PY " RU)

Analysis performed according ND: / Anaun3 nposeaen nmo HJI: JITI-Ne(004669)-(PI'-RU)-190224

PageSof 9/ Crp.S5u39

1;.:) Test / Ilokasarenn Results / Pe3yabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHocTh 710 pm sieve is formed. / Obpa3yetcs
OHOpPONHAsl CYCIIEH3WsA, NpPOXOIsas
CKBO3b CHTO C pPa3MEpPOM OTBEpPCTHii
710 mMxm.
7 Impurities / Ilpumecn

1-hydroxy analog of
ketorolac: /
1-ruapoxkcuaHanor

Below LOQ (LOQ = 0.0032 %) /
Huke mpenena koJM4eCTBEHHOTO
ompeaenenus ([TKO = 0.0032 %)

not more than 0.5 %; / ne 6omnee 0,5 %,

KETOpOJIaKa

1-keto analog of ketorolac / 0.06%

1-xeToananor KeTOpOJiaka

unidentified impurity /
eIuHHUYHasA
HeuJIeHTH(GHIHPOBaHHAS
IpUMeECh

0.04%

not more than 0.8 %; / e 6onee 0,8 %;

not more than 0.5 %; / e 6onee 0,5 %,;

total impurities / 0.1%

cyMMa npuMecei

not more than 1.0 %. / He 6onee 1,0 %.

8 Water content / 2.0%

Conepmaﬂne BOAbI

Not more than 7.0 %. /
He 6oiee 7,0 %.

Remarks : The Product conforms to ND/
ITpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axkmouenune: QJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Santosh Kumar ITposepeno: Pawan Kumar Onobpeno: Menemxep / Pykogoantenb
Maurya ' Q Pavan Kumar Sharma o
Reprint Date / Reprint Date / Reprint Date /

Jara: 19.12.2024 Jara: 19.12.2024 Hara: 19.12.2024

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

Tal: +§1 40 4900 2900, Fax: +§1 40 1900 2698, Email: mait@drroddys.com
CIN: L85195AP1984PLCO04507
www.direddys.com



Dr.Reddy’s ‘;‘

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

CEPTUPUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Skenpece (keroponak) Tabserkn, ANCHEprupyemMbie B NoJ0CTH pra, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepusn Ne i V2402625 O0BbeM cepun " 3600000 Tab

Analytical Repo:‘t No/ - 040002757927 Date of Analysis / . 19.12.2024

AHATHTHYECKHH 0TUeT No Jata ananuza

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

JaTa npon3BoacTBA I'onen oo

Mifg. License No. / . .

IIpousBoacTBeHHAN - MNB/05/263 A IDErE ; JI-Na(004660)-(PT-
Homep PY RU)

Junenzusa Ne

Analysis performed according ND: / Ananus nposexen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ Crp. 6 u3 9

I;.:) Test / Iloka3aTeib Results / Pe3ynbTaTsl Specification / Hopma
9 | Residual solvents / OcraTouHble OpraHuyeckKHe pacTBOPUTEH )
Isopropyl alcohol / 05 pg/tab / Not more than 350 pg/tab. /
HzonponaHoiu 05 mxr B TabneTke He 6onee 350 MKT B TabneTke.
10 Microbiological purity*/ Mukpo6uosiornyeckas yucTora*
" Total Aerobic Microbial not more than 10° CFU/g; /
Count / ob1mee uncao NA He 6onee 10° KOE/T;
a3poOHBIX MHKPO-
OpraHu3MoB
Total Combined Yeast and not more than 102 CFU/g; /
mold count / o61ee ynuco NA He 6onee 10> KOE/T;
JPONOKEBLIX H [LIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 Uniformity of dosage units / 53 Acceptance value (47) not more than
OaHopoaHocTb 15.0 Tokasatens npremyieMocTH (A V)
J03UPOBAHHDBIX €AUHHULL NoJnkeH ObITh He 6onee 15,0.

Remarks : The Product conforms to ND/
Ipumeuanue: IIpogykT cooTeeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akiarouenue: OJJOBPEHO

Prepared by /
IToarorosneno: Santosh Kumar
Maurya

Checked by /
IIposepeHo: Pawan Kumar

Approved by: Manager/Executive /
Opobpeno: Menemxep / Pykoronnrenb
Pavan Kumar Sharma A

Reprint Date /

Jara: 19.12.2024

Reprint Date /
Hara: 19.12.2024

Reprint Date /
Hara: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tati 101 40 1000 2000, Fara 161 40 1RQ0 2960, kmail: maii@drrgddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s €:¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories (td.
Formulaticn Unit-6

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

CEPTUOUKAT AHAJIN3A

www.drreddys.com

Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykt: Keropoa® Ixcnpece (keToponak) TabieTkH, JHCHEPrEpyemMbie B MOJI0CTH PTa, 10 mr

Market / Peinox

:Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepusa Ne V2402625 O6BeM cepun " 3600000 Tab

Analytical Repovrt No/ . 040002757927 Date of Analysis / - 19.12.2024

AHanuTHYecKHil oTyeT Ne JaTta anannza

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

Jara npou3BoACTBA Tonen o

Mfg. License No. / ) o

IlponsBoacTBeHHAs : MNB/05/263 Misnumnibers 7 JIII-Ne(004669)~(PT -
Homep PY RU)

aunenzus Ne

Analysis performed according ND: / Auanu3 nposegen mo HJI: JII-Ne(004669)-(PI'-RU)-190224

Page7of 9/ Crp. 7 u3 9

Maurya

IMToarorosneno: Santosh Kumar

i

IIposepeno: Pz}]wan Kumar

1;.? Test / [TokazaTesb Results / Pe3yabTaThi Specification / Hopma
12 Assay / KoinuyecTBeHHOE 9.9 mg/99 mr From 9.0mg to 11.0 mg of
onpejesieHHe (98.9 %) C1sH13NO3*C4H1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr g0
1 1,0 M C15H13NO3‘C4H1 1NO3
(xeroponaka TpomeTamus) (ot 90,0 no
110,0 % OT 3asBIEHHOrO KOJMYECTBA) B
TabneTke.
13 | Butylhydroxyanisole 0.0969 mg/tab / Not less than 0.042 mg/tab. /
content / CopepxaHue 0.0969 mr B TabneTke He menee 0,042 mr B TabneTke.
Oy THATHAPOKCHAHH30/1A
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue ynakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or
desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / Ilo 10 Tabnetox B
information leaflet in a carton | OxucTepe u3 (TTA/AJI/IID c
pack. / Ilo 10 Tabnetox B | snaronornorureneM/TISBIT) donbru //
omuctepe uz  (IIA/AJVIID ¢ | (IID/AJ) doneru. Ilo 1 wiu 2 Gnuctepa
snaronornotuteneM/[13BIT) BMECTE C JINCTKOM-BKIIaJpIIIEM B IayKy
dossru // (IIS3/AJT) donbru. [lo | KapTOHHYIO.
2 Gnucrepa BMECTE C JTHCTKOM-
BKJaABIIIEM B navyKy
KapTOHHYIO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykt cooteTcTBYeT TpeboBanusm HJT 3akmouenue: OJJOSPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

OnobpeHo: Menemxep / P}KDBD,U,HTBJ'[I»
Pavan Kumar Sharma

& -
e
=

Reprint Date /
Jara: 19.12.2024

Reprint Date /
Jara: 19.12.2024

Reprint Date /
Jlara: 19.12.2024

Registered Office: 8-

2-337, Road No.

, Banjara Hills, Hyderabad - 500034, Telangzna, India

Tel: +91 40 4900 2900, Fax: +97 40 4900 2999, Email: mait i@drreddys.com

CIN: L85195AP1584PLCDD4507

www.drreddys.com




Dr.Reddy’s Qf:‘

Dr. Reddy’s Laboratories |td.
Formulaticn Unit-6

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUO®UKAT AHAJIM3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® Jxenpecc (keToposak) TafieTku, Aucneprupyemeie B moaocTn pra, 10 mr

JHueH3ns Ne

Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / . 3600000 tab /

Cepun Ne xV2402625 O6BeM cepun " 3600000 Tab
.Analytical Repovrt No/ - 040002757927 Date of Analysis / . 19122024
AHaTuTHYecKnit oTUeT No JlaTta ananuza

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

JlaTa npoH3BOACTBA I'onen go

Mfg. License No. /

, MA number: / . JIII-Ne(004669)-(PI'-

IIpousBoacTBeHHAS : MNB/05/263 Homep PY " RU)

Analysis performed according ND: / Auauu3 nposexen mo HJI: JITI-Ne(004669)-(PI™-RU)-190224

Page 8 of 9/ Ctp. 8 uz 9

* 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.
* [Ipu BbinycKe JIEKAPCTBEHHOrO MpenapaTa KOHTPOJIb KauecTBa Mo nokasateio «Mukpobuosornieckas

YHUCTOTA» MPOBOAUTCH AJIHA Kamnoit 20-oii cepuH, U AJs1 ogHoOM CepUM B rod, B 3aBUCHMOCTH OT TOro, 4To

HACTYIIUT pAaHbLLUE.

API name / Haumenopauue ADPC:

Ketorolac tromethamine / Ketoponaka TpoMeTaMHUH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepuu npouspogurensa ADC:

ABRHO007646

FP Manufacturer API Batch number /
Howmep cepuu cyOGcTaHIHH NPOM3BOAHTEIS
Jio:

FERA00478

API Manufactured by & country /
I pouseognrteas ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Pennu'c Jlaboparopuc JIta., Maaus

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

HaumenoBaHue, agpec, JHIEH3Hs 1JIs
Ipon3BoacreenHas miaomanka / [lnomaaka
KOHTpoJA KadecTsa / Iliomanka Beimycka

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

J-p Pennu’c Jlaboparopuc JIta., Uaaus, IIpousBoacTeenHoe
nofpasaenenue-6, Bunn. Kxones, Hanarapx Poyn, banan, JIncTpukr
Conan, X.I1., 173205, Unaus (uueHsus Homep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Maurya @‘_

ITpumeuanue: [IpoayKT cooTBeTcTBYeT TpeboBanusam HJI 3axmouenue: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToxarotosneno: Santosh Kumar [poeepeHo: Pawan Kumar Onobpeno: Menemxep / PykoBoaurens

Pavan Kumar Sharma |

) -
,v%—,/d__— Y
\ ==

Reprint Date / Reprint Date / ' Reprint Date /
Jara: 19.12.2024 Jara: 19.12.2024 Jlata: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangzna, India
Taki 191 40 1000 2000, Mwa 191 10 1200 2909, Cmoilt moii@drrcdoys.aom

CIN: L85195AP1584PLC0O04507
www.drreddys.com




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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A

Dr.Reddy’s Q_‘:‘.

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUPHUKAT AHAJIM3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Ixcnpece (keTopoJiak) Tab/ieTKH, JHCIePrEpyeMble B 0JIOCTH pra, 10 Mr ]
Market / Poinox :Russia / Poccust
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne | UEEED O061eM cepHH " 3600000 Tab
Analytical Repovrt No/ . 040002757927 Date of Analysis / . 19.12.2024
AHanuTHYecKHH oTUeT No Jara aHaJIM3a
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
JaTta npoH3BoacTBa I'omen 1o
Mfg. License No. / . .
TIpou3BoACTBEHHAS : MNB/05/263 S numbery g SERR(IU4002) (R
Homep PY RU)

JTHneH3us No
Analysis performed according ND: / Auasus nposexen mo HJI: JII-Ne(004669)-(PT'-RU)-190224
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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».

3akJi09eHHe 0 cOOTBETCTBHH: «HacTosAmuM s moaTBepkaaro, 4TO IpUBEACHHAs BBINE MHPOPMALUS SBIAETCS
JOCTOBEPHOH M TOYHOW. JTa CepHs MPOLYKIHH IIPOM3Be/leHa (BKIIOUYas yNAaKOBKY (MapKHPOBKY) H KOHTDOIb
KauyecTBa) Ha BHINIEYKA3aHHON IPOM3BOACTBEHHOW IUIOMIAJKe (IUIONIagXaX) B IIOJHOM COOTBETCTBHHM C
TpeboBanusMu [IpaBui Ha/uIexamed IPOU3BOJICTBEHHOH NMpaKTHKH EBpasHicKoro 3KOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTsa6ps 2022) 1 TpeboBaHUIMU KOHTPOJIsSI KAUECTBA JIEKAPCTBEHHBIX CPE/CTB,
a TaK)Xe B COOTBETCTBHH CO CHEUMMUKALMIME, COAEPKAIIMMUCS B PETUCTPALMOHHOM J0ChE CTPaHbI-UMIIOpTEpa.
3amucu Mo IpOU3BOACTRY, YIIAKOBKE U aHAIK3Y TPOBEPEHBL,  YCTAHOBJICHO UX COOTBETCTBHE TpeOOBaHMAM I IpaBui
HaJUIeKaIIel MPoU3BOICTBEHHON NpakTUKH EBpazuiickoro 5KOHOMUYECKOTO COI03a.

Remarks : The Product conforms to ND/
IIpumeuanne: I[IpoayxT cooTBeTCTBYET TpeboBaHuam HJI

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

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

[Moarorosneno: Santosh Kumar IIpoBepeHo: Pawan Kumar OpnobpeHo: Menemxkep / Pykopouress

Maurya @' )3‘_ Pavan Kumar Sharma R
{ e

Reprint Date / Reprint Date / Reprint Date /

Hara: 19.12.2024 Jlara: 19.12.2024 Jara: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: +£1 10 4900 2800, Fax: +&1 40 1900 2099, Email: maii@drradays com
CIN: L85195AP1584PLCOO4507
www.drreddys.com




