Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mponykr: Keropon® Dxcnpece (keropoiak) Tabaerku, AHCHeprupyeMble B 0J10CTH pTa, 10 Mr

Market / Poisok

:Russia / Poceus

Batch No / ) Batch Quantity / 3600000 tab /
Cepust Ne | NRA0ZIS Oo0nem cepun " 3600000 Tab
Analytical Repourt No/ - 040002737907 Date of Analys1s / - 30.11.2024
AnanurHdeckui oryer Ne JlaTa asaau3a
Date of Manufacture / - 11/2024 Date of Expiry/ . 10/2026
JlaTa npoH3BOACTBA I'open 10
Clipalicenseio | MA number: /  JIMI-No(004669)~(PT -
IMpousBoacreeHHas : MNB/05/263 :

Homep PY RU)
Juued3nsa Neo

Analysis performed according ND:

/ Anaans nposenen no HJI: JITI-Ne(004669)-(PI-RU)-190224

Pagel of 9/Crp.1u39

No ] .
N Test / [lokazaTennb Results / PesysbTaThi Specification / Hopma
1 Description / Onncanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "[" debossed on one with "|" debossed on one side. / Kpyrisie
side. / Kpyrnele ninockue mwiockre Tadnerkn ¢ (ackoi, CBETNO-
TabneTkH ¢ packoii, CBETNO- KENTOro IBeTa C IPaBHPOBKOIN «l» Ha
JKEJITOTO LIBETA C IPaBMPOBKOIL OZHOH CTOPOHE.
«l» Ha oAHOI1 cTOpOHE.
2 Identification / UneHTHGuranus

Ketorolac / Kemoponarx

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
shonld have peaks af the same wavelength
(x 2nm). / Y®-cnekTpbl NOITIOLIEHUA
UCTILITYEMOTO  pacTBOpa M pacTBopa
cragapTHoro  ofpaslia  KeToposaka
TpOMeTaMHHa JIOJIKHBI HUMETD
MaKCHMYMBI TIpH OJHOH W Toif e AnuHe
BOJIHBI (& 2 HM).

Remarks : The Product conforms to

ITpumeuanue: [IpoayxT coorsercTBYET Tpedoanusm HJ

ND/

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Prepared by /
IMoarorosneno: Pardeep Kumar

——

Checked by /
Iposepeno: Pawan Kumar
: Amit

Approved by: Manager/Executive /
Onobpeno: Mel«ren:«[\'g{ii?yqsoqg,mnenb
R

Kumar i

Reprint Date /
Jara: 30.11.2024

Reprint Date /
Hata: 30.11.2024

Reprint Date / -
Jara:

i
30.11.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropon® Jkenpece (keTopoak) TabjieTKH, JHCHeprupyemble B I0JI0CTH pTa, 10 Mr

Market / Poiok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepusa Ne  VERDETH O6bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002737907 Date of Analysis / . 30.11.2024

AHajHTHYECKHH 0TYeT Ne JlaTa anannza

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

JlaTa npousBoacTBa T'ogen go

Mfg. License No. / . .

IIpoussoacTeenHas : MNB/05/263 SIALnumbEnY) ; e Ae(OISETS(ET=
Homep PY RU)

JuueH3usa Ne

Analysis performed according ND:

/ Anamus nposenen o H: JIII-Ne(004669)-(PT-RU)-190224

Page2 of 9/Crp.2 139

No

Ne Test / Noka3aTenb

Results / PesyabraThl

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 ynepxuBanus
OCHOBHOTO MHKa Ha XpoMaTorpamme
HCTILITYEMOTO pactBopa JIOJIKHO
COOTBETCTBOBATH BPEMEHH YNCPKUBaHUA
OCHOBHOTO I[IHKa Ha XpoMarorpamme
pactBopa CTaHIapTHOTO obpasua
Keropojiaka  TpoMeTamMuHa  (pazzaen
«KonnuecTBeHHOE ONpENCNICHHEN).

Remarks : The Product conforms to

ITpumeyanue: [IpogykTt cootBeTcTBYET Tpebosanusm HJI

ND/
Saka

Conclusion : APPROVED /

wuenue: OJJOBPEHO

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

[Tonroroeneno: Pardeep Kumar [Iporepeno: Pawan Kumar Ono6peno: Menemiep / Pykosoaurens
il — X Amit Kumar [N

Reprint Date / Reprint Date / J Reprint Date / {

Hara: 30.11.2024 Jara: 30.11.2024 Hata: 30.11.2024
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Dr.Reddy’s q;’

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropoa® Ixenpece (keroponak) Tabierku, AucneprupyemMble B 1o10cTH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab/

Cepus Ne Ve O0Bem cepun " 3600000 Tab

Analytical Repourt No/ - 040002737907 Date of Analysis / . 30.11.2024

AHajnnaTuyeckui oTyer No JlaTa anain3sa

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

Jara mpouszBoacTaa I'onex ao

Mfg. License No. /

IIpon3BoacTBeHHAsA : MNB/05/263 e § AUl by
Homep PY RU)

JHIeH3HsT Ne

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

Page30f9/Cip.3 m39

0o Test / [loka3aTe/ib

Results / PesyabTaTsl

Specification / Hopma

Ne
Butylhydroxyanisole /
Bymunzuopoxcuanuzon

Complies / CooTBeTCTBYET

The retention times of
butylhydroxyanisole and
butylhydroxyanisole peaks on

butylhydroxyanisole and
butylhydroxyanisole peaks on

2-6y THITHAPOKCUAHU30JIA
3-0yTUITHAPOKCHAHH301a

«CogepxaHue
OYTUITUIPOKCHAHH30TIa»).

==
3.
the

chromatogram of the test solution should
correspond by the retention times to 2-

3.
the

chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content" section). / Bpemena
VICP¥UBAHIA NHKOB
2-0yTUNTUAPOKCHAHU30JIA U
3-6yTHIrHAPOKCHAHU30T1a Ha

XpoMaTorpaMMme HCHBITYeMOIO PacTBopa
JO/DKHbl  COOTBETCTBOBATH  BpPEMEHAM
yIOEeP)KUBAHHS MTHKOB

H
Ha

XpOMaTorpaMMe pacTBOpa CTaHAAPTHOrO
o0pasua OyTUIrHAPOKCHaHU30Ma (pasfen

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykr coorBeTcTBYET TpeboBanusm HJL

Conclusion : APPROVED /
3axuouedue: O/JOBPEHO

Hara: 30.11.2024

Jata: 30.11.2024

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

[Moaroroeneno: Pardeep Kumar [Iposepeno: Pawan Kumar Onob6peHo: Menemxep / PykoBoauresb
N Amit Kumar K’” _—

Reprint Date / Reprint Date/  / Reprint Date / [

Jara: 30.11.2024




Dr.Reddy’s ‘f’:‘

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon® Dkcnpece (keToposiak) Ta61eTKH, AUCIHEPrapyemMble B 0JI0CTH pTa, 10 mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne ¢ Va2l O0bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002737907 Date of Analysis / - 30.11.2024

AHaJIMHTHYeCKHH oTyeT Ne JlaTa aHa/H3a

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

JaTta npou3BoACTBA T'open no

Mfg. License No. / . .

ITpousBoacTBennas : MNB/05/263 BSnumbeLY) g SOIENE(O4G69)=(BIE
Homep PY RU)

JHuen3us Ne

Analysis performed according ND: / Anaau3 nposegen no H/I: JITI-Ne(004669)-(PT'-RU)-190224

Page 4 of 9/ Crp. 4 u3 9

i‘g Test / [lokazaTenb Results / Pe3yabTaThl Specification / Hopma
3 Average weight / Cpeanss 70.3 mg/70.3 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %).—/
Macca ' Ot 67,2 Mr go 72,8 mr (70,0 Mr + 4,0 %).
Complies / CooTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OaHOPOIHOCTL Macehl 2/20 tablets - not more than + 20 %. /
18/20 Tabnetok — He Oonee =+ 10 %,;
2/20 Tabaerok — He Gonee + 20 %.
4 Disintegration time / 01 min 29 sec / 01 muH 29 cek Not more than 3 min. / He 6o1ee 3 MuH.
PacnagaemocTsb
5 Dissolution / PacTBopeHiie Unit-1/ Ta6ia-1 100 % Not less than 75% (Q) of
i C5sH3NO3*C4HNO; (ketorolac
Unit-2 / Taba1-2 0% tromethamine) in 15 min. / He Menee
Unit-3 / Ta6n-3 103 % 75 % Q CisH13NO3*C4sH1NO3
) (keTopoiaka TPOMETAMHH) depes 15 MUH.
Unit-4 / Tabn-4 100 %
Unit-5 / Tabn-5 99 %
Unit-6 / Tabn-6 100 %

Remarks : The Product conforms to ND/
ITpumeuanue: Ilpoaykt cooTeeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Jara: 30.11.2024

Jlara: 30.11.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroeneno: Pardeep Kumar IIpoeepeno: Pawan Kumar Onobpeno: Menemxep / Pykopoouresn

(\Ji e " [ Amit Kumar ;D\~: ~
Reprint Date / Reprint Date / Reprint Date / i

Jlara: 30.11.2024




Dr.Reddy’s Q':’

CERTIFICATE OF ANALYSIS

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

Vill. Knol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, iND}A
Tel . +91 98156 56001-02

CEPTU®PUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykt: Ketoposn® Dxenpecc (keToponak) TabaeTKH, AHCIEPrupyeMble B noJ10cTH pra, 10 mr

Market / PoiHoK :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne 3 V2sbaold O6bem cepun " 3600000 Tab

Analytical Repo:‘t No/ - 040002737907 Date of Analysis / . 30.11.2024

AHanurndeckuii oTyer Ne JlaTa ananu3za

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

JdaTa npoH3BoacTBa TI'ogen no

Mfg. License No. / . .

ITpousBoacTBeHHAsS - MNB/05/263 MR BExY) y, JIEN(ODA660)=(RE=
Homep PY RU)

JHUeH3usn Ne

Analysis performed according ND: / Auanu3 nposexen no HJI: JIII-Ne(004669)-(PT-RU)-190224

Page Sof 9/ Cip.5u3 9

ducnepcHocTh

1;.:) Test / [ToxazaTennb Results / Pe3ysibTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a |

710 pm sieve is formed. / Ofpazyetcs
O[HOPOIHAs CYCHEH3MA, MPOXOIsLIas
CKBO3b CHTO C pasMepoM OTBEpCTHi
710 MKM.

7 Impurities / [Ipumecu

1-hydroxy analog of
ketorolac: /
1-rugpoxcrHaHanor
KETOpoJIaKa

1-keto analog of ketorolac /
1-KkeToaHaIor KeTopoaaKa

Below LOQ (LOQ = 0.0032 %) /
Huske mpenena KoMM4eCTBEHHOTO
onpenenenus (ITKO = 0.0032 %)

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

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

Copep:kaHue BOAbI

0.04%
unidentified impurity / not more than 0.5 %; / He 6osee 0,5 %;
eAUHIYHAS
HeuIeHTUQUIHUpOBaHHAS
NIPUMECH 0.02%
total impurities / 0.1% not more than 1.0 %. / He 6onee 1,0 %.
CyMMa Ipumecei
8 Water content / 2.0 % Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks : The Product conforms to ND/

Ipumeuanue: [Ipogykr coorBeTcTBYET Tpeboranusam HJI

Conclusion : APPROVED /
Jakiarouenne: OJOBPEHO

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

IToarorosneHo: PardeeR Kumar IIporepeno: Pawan Kumar OnobpeHo: MeHeIDKeQ{Py&OBOﬂMTCHB
P . Amit Kumar [ N

Reprint Date / Reprint Date / Reprint Date / |

JHara: 30.11.2024 Jara: 30.11.2024 Jara: 30.11.2024

Registered Cffice: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangara, Indis

Tel, +91

CIN: L85195AP198IPLC004507
wiwvedrreddys.com

1404580 2860, Fax: +51 40 4900 2999, Ernail: maii@drraddvs.com
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jkcenpecc (keroposak) TabaeTKH, AHCIEPrApyeMble B OJIOCTH pTa, 10 mr

Market / Poinok :Russia / Poccust
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne V2402514 O6veM cepuu " 3600000 Tab
Analytical Repovrt No/ - 040002737907 Date of Analysis / . 30.11.2024
AHanuTHyeckHi oTyer No JlaTa aHaIH3A
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026
JlaTa npou3BOACTBA I'oneH g0
Mfg. License No. /

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

Junen3us Ne

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

Page 6 of 9/ Crp. 6 u3 9

1;.2 Test / [lokazaTenb Results / Pe3yabTaTsl Specification / Hopma
9 Residual solvents / OcTaTouHble OpraHnyecKHe pacTBOPHTEIIH
Isopropyl alcohol / 68 pg/tab / Not more than 350 pg/tab. /
H3zomnponanon 68 MKkr B TabneTke He Gonee 350 Mkr B Tabnerke.

10 Microbiological purity*/ Mukpotuosioru4yeckas yucrora*

Total Aerobic Microbial
Count / ob1ee YHCIO

not more than 10% CFU/g; /
ue Gonee 102 KOE/T;

OaHopoaHoCTh
A03UPOBAHHBIX eJHHHIL

NA
a3pOOHBIX MUKPO-
OpraHi3MOB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / obiee YHUCTO NA He Gonee 10° KOE/T;
JIPOMOKEBBIX H TJIECHEBbIX
rpudoB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBUE B 1 T
11 Uniformity of dosage units / 39 Acceptance value (4V) not more than

15.0 IMoka3zatens npueMaemMocty (A1)
noJpkeH ObITh He Oonee 15,0,

Remarks : The Product conforms to ND/
IMpumeuanue: Ilpoaykt cooTseTcTBYeT Tpebosanusm HJL

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by /
IToarortosneHo: Pardeep Kumar

IIpoBepeno: Pawan Kumar

Approved by: Manager/Executive /
Opnobpeno: Meue;:m{ep,ﬁxmﬂ_(}_);lrrenh
Amit Kumar il

Reprint Date /
Hara: 30.11.2024

Reprint Date /
Hara: 30.11.2024

Reprint Date / '
Jarta: 30.11.2024




Dr.Reddy’s ‘_‘:"

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mponykr: Keropoa®™ Ixenpece (keroponak) Tabaerku, AncneprupyemMbie B N0J0CTH p1a, 10 Mr

Market / Puinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne £ VERHESTY O6beM cepuu " 3600000 Tab

Analytical Repourt No / . 040002737907 Date of Analysis / - 30.11.2024

AHanurudecKHii oTyeT No JlaTa aHaiu3a

Date of M anufacture / - 11/2024 Date of Expiry / . 10/2026

Jara npoMiBoacTea T'onen mo

Mfg. License No. / . .

Ilpon3BoacCrBenHas : MNB/05/263 ESIUmMbeKEY) 2 e = (RGOSR
Homep PY RU)

aunensns Ne

Analysis performed according ND: / Anaan3 nposexen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page7of 9/ Crp. 7u3 9

No

Test / [loka3aTenanb
Ne

Results / PesyabTaThl

Specification / Hopma

12 Assay / KonimuecTBeHHOe
omnpeaeneHue

10.0 mg / 10.0 mr
(100.5 %)

From 90mg to 11.0 mg of
Ci1sH3NO3*C4H 1 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr oo
11,0 mr Ci5H13NO3*CsH 1 NOs
(ketoponaka TpomeramiH) (ot 90,0 mo
110,0 % oT 3asABJEHHOTO KOJIMUECTBa) B
TabneTke.

13 Butylhydroxyanisole
content / CoaepxaHue
Oy TUIrRAPOKCHAHU301A

0.0965 mg/tab /
0.0965 mr B TabneTke

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

14 | Package description /
Onncanue 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 Tabnetox B
6nucrepe u3z ([MTA/AJI/IID ¢
BaaronoriotuteneM/II9BIT)
donsru // (II3/AJ]) doneru. o
2 GnucTepa BMECTE C NHCTKOM-
BKJIIbIIIIEM B MavyKy
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. / ITo 10 TabGneTtox B
6nucrepe u3 (TTA/AJITID c
pnaronornotuteneM/[1OBI1) doneru //
(IT3/AJT) donbru. Io 1 wnu 2 6nucrepa
BMECTE C JIACTKOM-BKJIaJbllIEM B MauKy
KapTOHHYIO.

* 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/
[Tpumeuanne: [IpogykT cooTBeTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
[Noarorosneno: Pardeep Kumar

Checked by /
IIpoeepeHo: Paw;a.n Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / _QKOBLOJIHTQHI:
Amit Kumar [~

Reprint Date /
MHara: 30.11.2024

Reprint Date /
Jara: 30.11.2024

Reprint Date / |
Hara: 30.11.2024
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jxcnpece (keroposak) TabieTkn, AHCHEPrupyembie B 0J0CTH pra, 10 Mr
Market / Puinok :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne  V2ateola O6bem cepun " 3600000 Tab
Analytical Report No/ . 040002737907 Date of Analysis / . 30.11.2024
AHaguTH4ecKuii oTuet Ne JlaTa aHaaH3a
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
Jara npoHM3BoACTBa T'onen mo0
Mfg. License No. / .
ITponsBoacTBeHHAst : MNB/05/263 N BummDex: : REN(DOACO DS
Homep PY RU)
JMIeH3Ha Ne
Analysis performed according ND: / Anaaus nposenen no HJI: JII-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ Crp. 8 n3 9
& l'IpM BbINYCKeE JIEKAaPCTBEHHOI0 Npenapara KOHTPOJIb Ka4eCTBa 1no rnoxkasarejato «Mmcpoﬁuonorwleucaﬂ
HUCTOTA) NMPOBOAUTCH AJIA KaXA0M 20-oid CEepHH, WK OJIA OJHOM CE€pPHH B Irojl, B 3aBUCUMOCTH OT TOT'O, YTO
HACTYNHUT paHblue,

API name / Haumenopanne ADC: Ketorolac tromethamine / Ketoponaka TpoMeTaMHH
INN/MHH: Ketorolac / Keroponax

API manufacturer batch number / ABRE007413

Homep cepun npouspoaurtess APC:

FP Manufacturer API Batch number /

Howmep cepuu cyGcTaHIMH NPOH3BOAHTENA FERAQ00477

TJId:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Mponzeoaurens APC, crpana: J-p Penau'c Jlabopatopuc JIta., Muous

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaunmenoBanue, aapec, JHIEH3HA 1 I-p Peanu’c Jlaboparopuc Jlta., Unnus, IIpoussoacTeeHHOE
IpousBoacTenHas niaomanka / Ilnomanka nonapasnaenenue-6, Bu. Kxons, Hanarapx Poyn, banau, JJuctpukr
KOHTPOJ KauecTsa / Il1omagka BeIycKa Conan, X.I1., 173205, Unnus (muuensus Homep MNB/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 mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.

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

IMpumeuanue: [poaykT coorBeTcTBYeT TpeboBanusM HJI 3axmouenue: OJOBPEHO

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

[Tonrorosneno: Pardeep Kumar IIposepeHo: Pawan Kumar Onobpeno: Menemxep / Pykopomutess
=l — . - Amit Kumar Proe™

Reprint Date / Reprint Date / Reprint Date /

JHara: 30.11.2024 Jara: 30.11.2024 Jara: 30.11.2024




Dr.Reddy’s ‘f:‘

CERTIFICATE OF ANALYSIS

CEPTUHOHKAT AHAJIM3A

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

Hpoaykr: Keropoa® Jxenpece (keropoJiak) TabJeTKH, AHCHeprupyemsle B 0J0CTH pTa, 10 Mr
Market / PoiHok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne i O6bem cepun " 3600000 Tab
Analytical Repourt No/ - 040002737907 Date of Analysis / . 30.11.2024
AHanuTH4ecKHH oTHeT Ne Jlata anaau3a

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
Jara npousBoacTsa Togen oo

M. License No. / | MA number: / . JII-Ne(004669)-(PT-
IIpounzBomcrBeHHas : MNB/05/263 :

Homep PY RU)

aunenzusa Ne

Analysis performed according ND: / Anain3 nposexen mo HJI: JIII-Ne(004669)-(PT-RU)-190224

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
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compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3aK/I0YeHHE 0 COOTBETCTBHH: «HacToAMMM s MOATBEPKAAI0, YTO IPHBEICHHAs BBINE HHPOpMALUS SBISETCS
JIOCTOBEPHO# W TOYHOM. DTa cepusi MPOMYKIHH MpOU3BeJeHa (BKIIOYAs YNAaKOBKY (MapKHpPOBKY) M KOHTDOJb
Ka4decTBA) Ha BBIUICYKAa3aHHOH MPOH3BOJCTBEHHON IUIOmanke (MJIOIAAKAX) B IIOJIHOM COOTBETCTBHH C
TpeboBanusaMH IIpaBui HaIexauiedl TPOH3BOJCTBEHHON MpakTUKU EBpasHiicKoro 3KOHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsidps 2022) u TpeboBaHUSIMH KOHTPOJISI KA4ECTBA JIEKAPCTBEHHBIX CPEJCTB,
a TakXe B COOTBETCTBHH CO CIEIU(PUKAIIUAMY, COAECPXKAUIMMUCS B PETHCTPAMOHHOM JIOCHE CTPaHBI-UMIIOPTEpA.
3anMCH 110 LPOU3BOUACTBY, YIAKOBKE M d4HAIUN3Y LIPOBEPEHbL, U YCIdHOBIICHO UX coulBeLcTBrE Tpeboanuam 11pasu

HaJIeXxamien HpOHSBOZ[CTBGHHOfI IIPAKTUKH EBpaBHﬁCKOFO OKOHOMHHYECKOI'O COKO3an.

Remarks : The Product conforms to ND/
[Tpumeuanue: IIpogykT cootBeTcTBYET TpeboBanusam H/JI

Conclusion : APPROVED /
Zaxiouenune: OJJOBPEHO

Prepared by / Checked by /
IMoarorosneno: Pardeep Kumar

A

.

ITporepeno: Pawan Kumar

Approved by: Manager/Executive /
Omo6peHo: Menekep / P_yjmsc_-w_gmenh
Amit Kumar [ N

Reprint Date /
Jarta: 30.11.2024

Reprint Date /
Hara: 30.11.2024

Reprint Date / {
Hara: 30.11.2024




