Dr.Reddy’s Q:'."

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Jkcupece (keroposak) TaG/1eTKH, ANCHeprupyembie B IMOJ0CTH PTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepua Ne ¢ V2402170 O6bem cepun " 3600000 Tab

Analytical Repourt No/ - 040002699672 Date of Analysis / . 20.10.2024

AnanurayecKui oTyer Ne JaTa ananusa

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

JaTa npon3BoJCcTBa T'omen no

Mfg. License No. / . y

IIponssoncrBeHHas - MNB/05/263 MA pumber: / g JII-Ne(004669)-(PT-
Homep PY RU)

JAueH3Hs Ne

Analysis performed according ND:

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

Page1of9/Crp.1u39

No . .
Ne Test / ITokasareib Results / Pe3ysibTaThl 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. / Kpyrnbie
side. / Kpyrable niockue mockde Tadbnetku ¢ Qackod, CBETNO-
TabrneTky ¢ dackoi, CBeTIO- JKEITOro 1BeTa C TpaBUpOBKOH «l» Ha
JKENTOro LBETa C IPaBUPOBKOM OJHOM CTOPOHE.
«l» Ha ONHOH CTOpOHE.
2 Identification / UnenTnuxauns

Ketorolac / Kemoponax

Complies / COOTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(x 2nm). / Y®-crniekTpsl MOMNIOLLEHHA

HCOBITYEMOTO  pacTBopa U  pacTBopa
cTaHgapTHOro  obpasua  KeToponaka
TpOMETaMHHa JIOJTXKHBI HUMETD

MaKCUMYMBbI [pH ONHON M TOIl ke JUIHHE
BOJIHBI (+ 2 HM).

Remarks : The Product conforms to

ITpumeuanne: IpoaykT cooTBeTcTBYET TpeOoBanusam HJI

ND/

Conclusion : APPROVED /
3axmouenue: OJOEPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Llogrotosieno: Santosh Kupar Llpoeepeno: Pawan Kumat Ouo0peHo: MeHekep / PykosBoumitib
Maurya ( "2\ Amit Kumar "\d T

(2 ,4‘ [ =~
Reprint Date / Reprint Date/ ' Reprint Date / v
Hara: 29.10.2024 Jara: 29.10.2024 Jara: 29.10.2024

Aegistared Offices: 8-2-3

Tel:

f, Raad b
D1 40 4800 2800, Fa




Dr.Reddy’s €€

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Dxenpece (keroponak) rabieTkn, JHCIEPrupyemMbie B HOA0CTH pra, 10 Mr
Market / Punok :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepusi Ne + V2402170 O6bem cepun " 3600000 Tab
Analytical Repourt No/ . 040002699672 Date of Analysis / . 29102024
AHajguTnyeckail oTyer No JlaTa ananuza
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026
Jara npon3BoacTsa Tonen go
Mifg. License No. / .
IlpoussoacrBennas : MNB/05/263 MA number: / : JIII-Ne(004669)-(PT-

Homep PY RU)

Junenzus Ne
Analysis performed according ND: / Anaans nposeaen no HJIL: JIII-Ne(004669)-(PT-RU)-190224

Page2of9/Crp.2m39

No

N Test / [TokazaTenn 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). / Bpems ynepUBaHUA
OCHOBHOrQ TMHMKa Ha XpoMarorpamme
HCTIBITYEMOTO pacteopa JOJDKHO
COOTBETCTBOBATh BPEMEHH YAEPKHBaHHS
OCHOBHOI'O IIMKa Ha Xpomarorpamme
pacTBOpa CTaHAAPTHOrO oOpasla
KETOpOJiaka  TpoMeTaMHHa  (pasfen
«KomnuecTBeHHOE OnpeesicHIe»).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanre: [lpoaykr cooreTcTBYeT Tpebopanusam H/L 3axkaruenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosnexo: Santosh %ﬁ:ﬂr [Iporepeno: Pawan Kumar OnobpeHo: Menemxep / PykoBonurens

Maurya 12 Amit Kumar f\ -
— - j- _— /f'

\j

Reprint Date / Reprint Date / Reprint Date /
Hara: 29.10.2024 Hata: 29.10.2024 Hara: 29.10.2024

Hill leraba



@
Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropoa® Jkcnpecc (keroposak) TabieTKH, AHCIIEprHpyeMble B 1010¢TH pTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /
| Cepus Ne V2402170 O6bem cepln " 3600000 Tab

Analytical Repovrt No/ - 040002699672 Date of Analysis / - 29.10.2024

AHanauTHYecKHI oTyeT Ne JlaTta ananusa

Date of Manufacture / - 09/2024 Date of Expiry / - 08/2026

JaTta npon3BoacTBa I'onen no

Mifg. License No. / . .

IponspoacTBeHHas : MNB/05/263 DA MUmbeix] ; IEN(004660)-(PL:

Howmep PY RU)
JHnen3ua Ne

Analysis performed according ND: / Auanns nposeaen mo HJI: JIIT-Ne(004669)-(PT-RU)-190224

Page3 of9/Crp.3 u39

1;.3 Test / [lokazaTenn Results / PesyabTaTsi Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTcTBYET The retention times of 2-
Bymuneudpoxcuanuzon 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
yIEpKHUBaHUA [HKOB
2-0yTUNrUAPOKCHAHU30NA u
3-0yTHArHAPOKCHAHH30Ma Ha

XpOMAaTorpaMMme HCILITYeMOro pacTBopa

JOJI2KHBI COOTBCTCTBOBATH BpEMEHAM
yAepKUBaHUA NIMKOB
2-6y TMITHAPOKCHAHU30/1A u
3-0y touit mUPURLIAHN SOl Ha

XpoMaTtorpaMMe pacTBOpa CTaHAAapPTHOTO
00pdsua Oy it nupoxcuanusona (pasuen
«CounepxaHue
OYTUITHAPOKCUAHU30J1a»).

Remarks : The Product conforms to ND/
IMpumeuanue: IlponykT coorBeTcTBYET TpeOoBaHusaM HJ|

3akn

Conclusion : APPROVED /

wuenue: OJJOBPEHO

Prepared by /

Maurya

IToarororneHo: Santosl}‘ Kumar
1] A

Checked by /
IIposepeno: Pawan Kumar

=

Amit

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBogurens

Kumar

s
fx.f/

Reprint Date /

Mata: 29.10.2024

Reprint Date/ '
Jlara: 29.10.2024

Reprint Date/ Vv
Jlara:

29.10.2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ixenpece (keroposnax) TabieTKH, AHCICPIHPYeMble B MOJOCTH PTa, 10 mr

Market / Phinok :Russia / Poccust

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne & V2402040 O0Bem cepun " 3600000 Tab

Analytical Repourt No / . 040002699672 Date of Analysis / . 20.10.2024

AHanuTHYCCKHI oTyeT No JlaTa ananusa

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026

Jarta npod3soicTBa T'ogen no

Mfg. License No. / . .

TIpoussoacreennas : MNB/05/263 MEAsnum ety y =ADIENE(00466)- (PL=
Homep PY RU)

Jngensus N

Analysis performed according ND: / Anasnus nposenen no H/I: JITI-Ne(004669)-(PT-RU)-190224

Page 4 of 9/ Crp. 4139

Results / Pe3ysnbTaTsl

Specification / Hopma

69.0 mg / 69.0 Mr

Complies / CooTBeTcTBYET

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 Mr go 72,8 mr (70,0 mr + 4,0 %).

18/20 tablets - not more than = 10 %;
2/20 tablets - not more than + 20 %. /
18/20 Tabmetok — He Oosee =+ 10 %;
2/20 TabneTok — He 6osee £ 20 %.

01 min 41 sec/ 01 muH 41 cek

Not more than 3 min. / He 6osiee 3 MuH.

D Test / IToka3zaTesnb
Ne
3 Average weight / Cpeanss
macca
Uniformity of weight /
OaHOpPOAHOCTH MACChI
4 Disintegration time /
PacnagaemocThb
5 Dissolution / PacTBopenne

Unit-1/ Ta6n-1 101 % Not less than 75% (Q) of
) C15sH13NO3*C4H11NO3 (ketorolac

UREZ (Sa0e L0 % tromethamine) in 15 min. / He menee

TTnit=2 ( Talina) 10T % 7Y M CriH DO CyH O
. (keToponaka TpoMeTaMUH) yepe3 15 mum.

Unit-4 / Tabn-4 100 %

Unit-5 / Tabn-5 99 %

Unit-6 / Tabn-6 99 %

Remarks : The Product conforms to ND/
[Mpumeuanue: [IpoaykT cooTBeTcTBYET Tpeboranusam H/JJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IMoarorosaeno: Santosh Kumar
Maurya (

Checked by /
IIposepeno: Pawan Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBonurens

Amit Kumar i
ff - /

J

Reprint Date /
Jara: 29.10.2024

y——-"‘%_f
f

Reprint Date /
Hara: 29.10.2024

Reprint Date /
Jara: 29.10.2024

R-1-337, Road Mo, 3




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Ketopon® Ixcnpece (keTopoJiak) TabieTky, AncneprupyemMbie B NOJIOCTH PTa, 10 mr

Market / Poinox :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepusn Ne HVZAT0 O6bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002699672 Date of Analysis / . 29.10.2024

AHannTHyeckuil oTueT Ne Mara anaan3a

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026

JlaTa npou3BoACcTBa I'ogen oo

Mfg. License No. / . .

IpoussoxcTBEHHAS : MNB/05/263 N/ g HLNE(004669)2 (Bl
Homep PY RU)

aunensus Ne

Analysis performed according ND: / Ananns nposeaen no HJI: JIT-Ne(004669)-(PT"-RU)-190224

Page50f9/Crp.Su3z 9

JAucnepcHocTh

1;.? Test / IlokasaTenn Results / PesynabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a

710 pm sieve is formed. / Obpa3syerca
OIHOpOJHAs CYCHEH3Ms, INPOXOIsinas
CKBO3b CHUTO C Pa3MEpPOM OTBEPCTHiA
710 MKM.

7 Impurities / ITpumecn

1-hydroxy analog of
ketorolac: /
1-ruppokcuaHaior
KeTopoJaka

Below LOQ (LOQ = 0.0032 %)
/ Hike npenena
KOJIMYECTBEHHOTO ONpeNeTIeHUs
(KO = 0.0032 %)

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

1-keto analog of ketorolac /

not more than 0.8 %; / He 6osee 0,8 %;

Conepxanne Boabl

1-KeToaHanor KeTopoyaKa 0.08%
unidentified impurity / not more than 0.5 %; / He Gonee 0,5 %;
p
€JUHUYHAs 0.01%
HeufieHTUGUIUPOBaHHAS
npHMech
total impurities / 0.1% not more than 1.0 %. / e 6onee 1,0 %.
cyMMa npuMecer
8 Water content / 3.7% Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks : The Product conforms to ND/
[Mpumeuanue: ITponykt cootsetcTBYeT TpeboBanusm HJL

Conclusion : APPROVED /
Zaxawuenne: OJOBPEHO

Prepared by / Checked by /
Ilpoepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurens

INoarorosneHo: Santosh Kumar
Maurya & A Amit Kumar “ -
S , Bt
Reprint Date / Reprint Date / Reprint Date/  *
Jlata: 29.10.2024 Jata: 29.10.2024 Jara: 29.10.2024
Registersd Officar 8-2-227, Road Mo 3, Banjara Hills, Hyderahad - SQ00234, Tzlangana, India
Tel- +81 20 4904 2200, Fax: +91 40 45002899, Email: maili@drraddys,com

CIiN: LBRL9B5APIS8APLCO0E507

wwvedrieddys.com

a2 o



Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxT: Keropon® Ixcnpecc (keToposak) TabaeTkH, AHCHepPIrHpyeMbIe B MOJIOCTH pTa, 10 mr

Market / Phinok :Russia / Poccust

Batch No / _ Batch Quantity / ~ 3600000 tab /

Cepua Ne 2 V20204 O6bem cepun " 3600000 Tab

Analytical Repo:‘t No / . 040002699672 Date of Analysis / . 29102024

AHaTHTHUECCKHI oTUeT Ne JlaTa anaausza

Date of M anufacture / . 09/2004 Date of Expiry / - 08/2026

Jata npod3BoJcTBA T'ogen po

Mfg. License No. / . .

IlpouzBoaCTBEHHAsS : MNB/05/263 MA number: / : JII-Na(004669)-(PT-
Howmep PY RU)

JHuensus Ne

Analysis performed according ND: / Anauu3 nposegen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ Crp. 6 u3 9

i:) Test / [loka3zaten Results / Pe3yabTaTthl Specification / Hopma
9 Residual solvents / OcTaTouHble OPraHRYeCKHE PACTBOPHTEH
Isopropyl alcohol / 10 pg/tab/ Not more than 350 pg/tab. /
Hzonponanon 10 Mmkr B TabneTke He Gosee 350 MKT B TabneTke.
10 | Microbiological purity*/ Mukpo6uosnoruueckas yucrora*
Total Aerobic Microbial NA not more than 103 CFU/g; /
Count / obiree YHCI0 He 6onee 10° KOE/T;
a3pOOHBIX MUKDO-
OpraHu3MOB
Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / ob1ee YncO He 6oree 10?2 KOE/T;
IPOXAKEBBIX U TUIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
vttyicisue s 1 1.
11 Uniformity of dosage units / 6.4 Acceptance value (4¥) not more than
OaHOpPOAHOCTH 15.0 ITokaszarenb npueMneMoctu (AV)
NO3HPOBAHHBIX €AUHHUI nomkeH ObITh He Gonee 15,0.

Remarks : The Product conforms to ND/

[Tpumeuanue: IIpoaykT cooTBeTCTBYeT TpeboBaHusM HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
TMoarvrostedo; Santosh Kumar

Maurya %
AN

Checked by /
ITporepeno: Pawan Kumar

A

Approved by: Manager/Executive /
Ono6pcHo: Mcuemicep / Pyxopoaurent

Amit Kumar .- < Ko
Jfx"';,.,-‘-"’

Reprint Date /
Hara: 29.10.2024

Reprint Date/ |
Jara: 29.10.2024

Reprint Date/ ¥
Jara: 29.10.2024

Rapistered Office: B-2-337,

Tal +91 40 490¢

-

0

a0, Fau: 9140 49

Ciids LESLGEAPIY9EAPLTOD

ad No. 3,

wiwav.diveddys.com

Banjara Hille, Hyderabad - S00024, Telangana, lndin

GR2699, Email meti@drreddyscom

V507




Dr.Reddy’s Qf:'.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ixcnpece (keTopoiak) TabieTKH, AHCHEPrHPYeMbie B 10Jg0cTH pra, 10 Mr

—

Market / Phinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepnsa Ne V2402170 O6bem cepun " 3600000 Tab

Analytical Repovrt No / . 040002699672 Date of Analysis / . 29.10.2024

AHajuTHYecKHH oTyeT No JlaTa apaju3a

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

Jata npor3soacTBa T'ogen o

Mfg. License No. / . .

IIpousBoacTBeHHas - MNB/05/263 MA number: / : HNI=Ns (0D466)=(ER=
Homep PY RU)

Junensus Ne

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

Page 70f 9/ Crp. 7u3 9

No

Test / [Toka3areanb
No

Results / Pe3yabTaThl

Specification / Hopma

12 Assay / KoniudecTBeHHOe
ompeeseHne

9.9 mg/9.9 mMr
(99.3 %)

From 9.0mg to 11.0 mg of
Ci5sH13NO3°C4H | 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr o
1 1,0 MTr C15H13N03‘C4H1 1NO3
(ketoponaka TpomeTamuH) (oT 90,0 mo
110,0 % oT 3aABNEHHOr0 KOJIMYECTBA) B
TabneTke.

13 Butylhydroxyanisole
content / Coaep:xanne
OyTMATHIPOKCHAHN30J12

0.0902 mg/tab /
0.0902 mr B TabneTKE

Not less than 0.042 mg/tab. /
He Mmenee 0,042 mr B TabneTke.

14 | Package description /
OnucaHue ynakoBKH

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
6nucrepe w3 (I[MA/AJI/TID ¢
pnaromnoryioturenem/I19BIT)
donsru // (II3/AJ) donsru. Mo
2 6aucTepa BMECTE C JIHCTKOM-
BKJIaIBIIIIEM B nauky
KapTOHHYIO.

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1 or
2 blisters with patient information leaflet
in a carton pack. / [To 10 TabneTok B
6sicTepe 13 (TIA/AJI/TID c
prnaronornotutenem/[IOBIT) ¢omsru //
(I13/AJT) doneru. ITo 1 wiu 2 6nucrepa
BMECTE C JIMCTKOM-BKJIAJBILIEM B MauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/

ITpumeuanue: [Ipoaykt cooTBercTBYeT TpebobaHusam HJI

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Prepared by /
IoarotosieHo: Santosh Kumar

Maurya ( i

Checked by /

ITpogepeno: Pawan Kuinar

£

Approved by: Manager/Executive /
Ounobpeno: Menemxkep / Pykopoautessb
Amit Kumar

[

Reprint Date /
Hara: 29.10.2024

Reprint Date /
Jata: 29.10.2024

1

Reprint Date /
Hara: 29.10.2024

¥

Ragi

sterpd Office: §-2

fel: +#891 40 49060 2800, Fax: +51 40 4900 22
LPLCO0ASOT

237, Road Ne, 3, Banjara Hills, Ayde

CIN: LES155AP1E
wwdrreddys.com

Bad - 500034, Telangana, India

,Emailt maliPdireddys.com

H



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropoa® Dxenpece (keropoaak) TabieTKH, IuCHeprapyemMbie B M0J10cTH pTa, 10 Mr |
Market / PoiHok :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepusa Ne § V2402170 O0nem cepan " 3600000 Tab
Analytical Repovrt No/ - 040002699672 Date of Analysis / . 99.10.2024
AnanurudeckHii oryer Ne JlaTa aHaIH3a
Date of M anufacture / . 09/2024 Date of Expiry / . 08/2026
Jara npoH3BoacTBa I'ogen oo
Mifg. License No. / . .
IpousBoxcTEenHasn : MNB/05/263 MA number: / . ILENRO0H062) (=
Homep PY RU)
Janen3us Ne
Analysis performed according ND: / Auasns nposeaen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ Ctp. 8 3 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 BBLIYCKe JIEKAPCTBEHHOrO MPENapaTa KOHTPO/Ib KAYeCcTBA M0 NoKa3aTeno « Mukpobuoaoruyeckas
YUCTOTA» NPOBOAUTCS A/ KAXA0i 20-0ii cepHH, MJIH ISt OAHON CepUM B rojl, B 3aBHCMMOCTH OT TOr0, 4TO

HACTYIUT paHbUIe.

API name / Haumenopanne ADC:

Ketorolac tromethamine / Ketoponaka TpoMeTaMUH

INN/MHH:

Ketorolac / Keroponak

API manufacturer batch number / ABRH007361
Homep cepun npoussoautens APC:
FP Manufacturer API Batch number /

FERA00457

Homep cepun cy0CcTaHIIHH DPOH3BOIHTEIA
TJ®:

API Manufactured by & country /
IIpousBoautens ADC, crpana:

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

Dr. Reddy's
Nalagarh R

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

HauMeHoBaHHe, ajgpec, JINHEHIHSI st
IIpouseoacTBeHHasn njaomwanka / Ilmomanka
KOHTPOJIs KadecTBa / Ilnomaaka Beinycka

nojpaszuene

Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
oad, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

I-p Pennu’c Jlaboparopuc JIta., Manus, IlpoussoncteenHoe

uue-6, Bun. Kxons, Hanarapx Poyn, banau, Huctpukr

Conan, X.I1., 173205, Uuausa (muuensus nomep MNB/05/263)

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT coorBercTBYeT Tpebosanusam HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Santosh Kumar IIposepeno: Pawan Kumar Onobpeno: Menemxep / Pykosonurens
Maurya @\ v/ Amit Kumar ,\} A
= A [ S
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.10.2024 Mara: 29.10.2024 Hata: 29.10.2024
Remstered Oifice: 8-2-337, Read Mo, 3, Banjara Hills, Hyd H0ZA, Telanganz, india
Tal F 10 4900 2999, & Zdrreddys.com

el £491 40 490 2900, Fax

CIN: LB5195AP1

FPLCGOASOT

vaww.drredadys.com



Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tponykt: Keropoa® Dxcnpecc (keTopoak) TabaeTKH, JHCIeprupyemMbie B M0J10cTH pTa, 10 Mr
Market / Prinok :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne 6 2400070 O6beM cepun " 3600000 Tab
Analytical Repourt No/ . 040002699672 Date of Analysis / . 90.10.2024
AHanuTHJgecKHi oTueT No JlaTa anaam3za
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026
Jdarta npon3BoacTBa T'onen no
Mfg. License No. / . y
IIpon3BoaCTBEHHAN : MNB/05/263 MJmumibers/ s SN (O0466)=(RIE=
Homep PY RU)
gdnensus Ne
Analysis performed according ND: / Ananus nposeaen no H/: JITI-Ne(004669)-(PT'-RU)-190224
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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».

3aK/mo4ende 0 COOTBeTCTBHH: «HacTosAIUM st TOATBEP)K/Ial0, YTO MPHUBEAEHHAs BEIE WHGOPMALUs SIBIAETCA
JOCTOBEPHO# M TOYHOU. DTa cepwsi MPOIAYKIMU IpOU3BeeHa (BKIIOYas yNakoBKY (MapKHpPOBKY) M KOHTPOIb
KayecTBa) Ha BBINICYKAa3aHHOM MPOW3BOJCTBEHHON IUIOmMaAKe (IUIOMIAAKaX) B IIOIMHOM COOTBETCTBHHM C
TpeboBanmsamu IIpaBui Ha/IeXKalel IPOU3BOACTBEHHOM NpakTUKH EBpasuiickoro 3KOHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsi6pst 2022) 1 TpeboBaHUAME KOHTPOJIS Ka4eCcTBa JIEKAPCTBEHHBIX CPE/ICTB,
a TAK)K€ B COOTBETCTBHH CO CIEIUPHUKANMIMHU, COJAEPKAIIUMHUCS B PETUCTPALIMOHHOM JOChE CTPaHBI-MMIIOPTEpPA.
3anucy 1o NPON3BOACTBY, YIIAKOBKE ¥ aHAIM3Y MPOBEPEHEL, U YCTAHOBIIEHO UX COOTBETCTBYE TpeGoBaHMsM [IpaBui
HaJIekKaImel MpoU3BOJICTBEHHOHM pakTuky EBpasuiickoro 5KOHOMHYECKOIO COFO3a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanne: Ilpoaykr coorsercTByet TpeboBanusaM HJI 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ionrorosneno: Santosh Kumar [Iporepeno: Pawan Kumar Onobpeno: Menemxep / Pykosogurenn
Maurya @ f Amit Kumar L
Reprint Date / Reprint Date / 4 Reprint Date/ "
Hara: 29.10.2024 Hara: 29.10.2024 Hara: 29.10.2024
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