Dr.Reddy’s ‘%.'

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIU3A

Page 1 0of 10/ Crp. 1 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoxykr: Hoykann®, Tabaerku, mOKPHITLIE MIEHOYHOT oboJ10ukoii, 400 mr + 325 mr

Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / . 800000.0 tab /

Cepus No s Obwem cepun " 800000.0 Tab

Analytical Repourt No/ - 040002708008 Date of Analysis / . 30.10.2024

AHaaMTHYeCKHI oTdeT No Jlarta ananuza

Date of Manufacture / . 10/2024 Date of Expiry / - 09/2029

JaTa npoussojcraa Togen no

Mfg. License No. / MA number: /

IlponssoacTBennas : MNB/05/263 ) ¢ JIII-Ne(003654)-(PT-RU)
Homep PY

JHIeH3us1 Ne

Analysis performed according ND: / Anasns nposesien o HJI: JII-Ne(003654)-(PT-RU)-101123

Ne ]Test / IlokazaTenn

Results/ PesyabTaTsi

Specification / Hopma

Appearance /
1 |Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / TabneTku
Karcya0BUHOH HOPMEI, MOKPEITEIE
IJICHOYHOHN 060J10uKOH OpaHXeBOro
LBETa, C PUCKOH Ha OJHO CTOPOHE;

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku KarncynoBugHoM
(hOpMBI, OKPBITHIE IIIEHOYHOH 060104KOM
OpaHXEBOro LBETA, C PHCKON Ha OJJHOM CTOPOHE;
Ha [IONEPEYHOM paspese — Apo 6ey1oro wiu

Ha NoMNepeYHoM paspese — Sapo
beJoro ygera.

MouTH OeJloro 1BeTa.

Remarks : The Product conforms to ND/
Ipumeuanne: [TpoayKT COOTBETCTRYET TpedoBaHuaM HJI

Opinion : APPROVED
3axuioyenne: OJIOGPEHO

Prepared by / Checked by /
IoaroroBneno: Pardeep Kumar

ITposepeno: Pawan Kumar

= &

Approved by: Manager/Executive
/Onobpeno: Menemxep /
Pykosogutens Amit Kumgr—

P

Reprint Date: !

Jlata: 11.11.2024

Reprint Date:
Hata: 11.11.2024

Reprint Date:
Jlara: 11.11.2024




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page 2 of 10/ Ctp. 2 u3 10

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoay kr: Moykmun®, TabieTk, HOKPLITBIE MIEHO4HOIT 060,104K0ii, 400 Mr + 325 Mr

Market/ PolHok :Russia / Poccus

Batch No / ) Batch Quantity / . 800000.0 tab /

Cepust Ne 8 WAE0224 O6bem cepuu " 800000.0 Tab

Analytical RepOft No/ - 040002708008 Date of Analysis / - 30.10.2024

AHaadTH4ecKHil oTyeT No Jarta ananunza

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JlaTa mpon3BoacTBa T'ogen go

Mfg. License No. / MA number: /

TIpousBoacTBeHHAsT : MNB/05/263 ) . JIII-Ne(003654)-(PT-RU)
Homep PY

Junen3us No

Analysis performed according ND

: / Ananus nposeaen no H/: JITI-Ne(003654)-(PT'-RU)-101123

2 [Identification /
IToagnuHHOCTHL

Complies as prescribed/
CoortBeTcTBYET

The retention times of the main peaks on the
chromatogram of the test solution should
correspond to the retention times of the peaks on
the chromatogram of ibuprofen and paracetamol
reference standards solution (section Assay) /
Bpemena ynepkuBaHHS OCHOBHBIX TNHKOB Ha
XpoMaTorpaMme UCHBITYEMOr0 PacTBOPa JOIKHbI
COOTBETCTBOBATh BPEMEHAM YIEPXKHMBaHUs [IMKOB
Ha XpoMmarorpaMMe pacTBOpa CTaHAAPTHBIX
obpasuos ubynpodena u nmapaneramorna (pasnen
«Konu4yecTBEHHOE OMNpeaeIeHHue»)

3 |Average tablets weight / 971.1 mg/971.1 Mr 940.9 mg to 999.1 mg
Cpennsast Macca Ta0JIeETOK (970.0 mg £3.0 %) /
Or 940,9 MTI J10 999,1 MT

(970,0 Mr + 3,0 %)

4 Disintegration /
PacnmagaeMocTh

08 min 04 sec / 08 MuH 04 cex

Not more than 30 min /
He 6oinee 30 Muu

Remarks : The Product conforms to ND/
IMpumeyanue: [IpoaykT cooTBeTcTBYET TpeboBaHuam HJI

Opinion : APPROVED
3akawuenue: OJJOBPEHO

Prepared by /
IMoarorosneno: Pardeep Kumar

4—*7‘

Checked by /
IIpoepeHo: PX&H Kumar

g P—

Approved by: Manager/Executive

/Ono6peno: Menemxep /

Pykosonutens Amit Kumar
A=

Reprint Date:
Hara: 11.11.2024

Reprint Date:
Hara: 11.11.2024

Reprint Date: i

Hara: 11.11.2024




Dr.Reddy’s “g'

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Vill. [tho!, Nalagarh Road, Racidi,
Distt. Sofan, H.P, 173 205, INDIA
c+91 98166 5600102

oo drreddve com

Tl
e

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIN3A

Page 3 of 10/ Ctp. 3 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Hponyxr: M6ykaun®, TabeTKH, NOKPBITHIE MIIEHOYHOH 060.104K0#, 400 Mr + 325 Mr

Market/ Prinok :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab /

Cepus Ne § V2402238 O6beM cepHH " 800000.0 Ta6

Analytical Repo:‘t No/ - 040002708008 Date of Analysis / . 30.10.2024

AHanuTHuecKHii oTyeT No JlaTa aHanu3a

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029

JaTa mpou3BoaCTBa I'open go

Mfg. License No. / MA number: /

IpousBoacrBeHHast : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
Homep PY

aunen3us Ne

_Analysis performed according ND: / Anaan3 nposenen mo HJI: JITI-Ne(003654)-(PI'-RU)-101123

S |Dissolution /

PacTtBopenne

98 % to 101%

99 % to 102%

Not less than 70% (Q) of Ci3H 302 (ibuprofen)
after 30 min /

He menee 70 % (Q) Ci3His0, (ubynpoden) qepes
30 MuH

Not less than 70% (Q) of CsHoNO; (paracetamol)
after 30 min /

He menee 70 % (Q) CsHoNO: (nmapaueramon)
yepes 30 MUH

Remarks : The Product conforms to ND/
INpumeyanue: [Ipoaykr cooTBeTcTBYET TpeboBanuam HJI

Opinion ;: APPROVED
3aknouenne: OJIOGPEHO

Prepared by / Checked by /
[ToarorosneHo: Pardeep Kumar

F

Sg—

A_

IIposepeHo: Pawan Kumar

Approved by: Manager/Executive

/Onobpeno: Menemxep /

Pykopomurens Amit Kumar
A

7

Reprint Date:
Jata: 11.11.2024

Reprint Date:
Hara: 11.11.2024

Reprint Date: !

Hara: 11.11.2024

Regisered Office: 3-2-337, Road

T2 G900 2936, Fax

d o 2, Banjarg Hills, Hyderabad -
1498300 24

I L85 IRSAPIGRAR]

500034, Telangana, India
, Eiail: mail@direddys,com
507




Dr.Reddy’s ‘%.'

D Reddy's Laboratories Lid
Farmulation Unit-0

Vil tthal, Malagarh Read, Badds,
Solan, H.8 172 205, INCHA

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 4 of 10/ Crp. 4 u3 10

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

IIpoaykr: 6 KJmH®, Ta0/1eTKH, NOKPbIThIE IUIEHOYHOI 060J04UK0if, 400 Mr + 325 mMr
pPoA} Y P

Market/ PbIHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /
| Cepus Ne i NPAOZZSS O6bem cepu ' 800000.0 Tab

Analytical Repovrt No / - 040002708008 Date of Analysis / - 30.10.2024

AHaJuTHIecKHii oTueT No JlaTa anHaau3sa

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JlaTa mpou3BoACTBa I'ogen g0

Mfg. License No. / )

IIpou3BoACTBEHHAS - MNB/05/263 S AU - JITI-Ne(003654)-(PT-RU)

Homep PY
JHIeH3Ha Ne

Analysis performed according ND: / AHaJm:'»—HpOBezleH nmo HJI: JIII-Ne(003654)-(PI'-RU)-101123

6 |Related substances / 0.00009% 4-aminophenol (paracetamol impurity) - not more
PoacrBeHHbIC TPpUMeECH than 0.005% /
Method 1 / Metogn 1 4-amuHOQeHoN (mpUMech MapalneTraMmosa) He
ooinee 0,005 %
Method 2 / Meton 2 0,040 Any individual impurity (of ibuprofen or
.04% paracetamol) - not more than 0.3% /
JIiobas enuHuuHas npumechk (MOynpodeHa win
napatetamona) He 6onee 0,3 %
O:0dzs Total impuriti .
purities (Method 1+ Method 2) - not more
than 0.7% / Cymma mpumeceit (Meton 1 + Meton
2) He 6onee 0,7 %
7 |Water / Boaa 1.7% Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanue: [TpoaykT cootBeTcTBYET TpeboBanusm HJL

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by /
[Moarorosieno: Pardeep Kumar

4 s

[IpoBepeno: Pawan Kumar

Approved by: Manager/Executive
/Ono6peHo: Menemxep /

Pykopoautens Amif Kumar_
N

Reprint Date:
Hara: 11.11.2024

Reprint Date:
Jara: 11.11.2024

Reprint Date: i

Hara: 11.11.2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Dr. Reddy's Laboratories i
Formulation Unit-6

Vill. ¥hol, Malagarh Road, Baddi,
Disti. Solan, H.P., 173 205, IND|A
Tel ;491 92166 56001-02

4 1A

(WLGTTBETCOYS.Cam

Page 5 of 10/ CTp. 5 13 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
TponayKT: U6ykaun®, Ta6ieTKH, IOKPHIThIE IUIEHOUHO# 060J104K0i, 400 Mr + 325 Mr

Market/ Poinok :Russia / Poccus

Batch No / _ Batch Quantity / ~ 800000.0 tab /

Cepus Ne § V2402238 O6beM cepuu " 800000.0 Tab

Analytical Repo:‘t No/ - 040002708008 Date of Analysis / - 30.10.2024

AHaJuTHYecKHi oTuyeT Ne JlaTa ananmn3za

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JlaTa mpou3BoacTBa I'ogen 10

Mfg. License No. / MA number: /

IlpousBoacTBeHHAS : MNB/05/263 ) . JIII-Ne(003654)-(PT-RU)
Homep PY

Junensug Ne

Analysis performed according ND: / Auanus nposenen no HJA: JITI-Ne(003654)-(PT-RU)-101123

8 |Uniformity of dosage
units /

OnHOpOIHOCTB
JIO3UPOBAHUS

- ibuprofen / ubynpoden

- paracetamol /
napaneTamol

1.5

1.5

Acceptance value (AV) should be not more than
15.0 / Ilokazarens npuemneMocTH (AV) 1oJkeH
ObITE He HoJsiee 15,0

Acceptance value (AV) should be not more than
15.0 / Hokasarens npuemneMoct (AV) nommked
65ITE He 6onee 15,0

Remarks : The Product conforms to ND/
IIpumeuanue: [TpoayKkT cooTBETCTBYET Tpebopanusm HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
[Toarorosneno: Pardeep Kumar

of—

Checked by /
[Tpoepeno: Pawan Kumar

Approved by: Manager/Executive
/OnobpeHo: Menemxep /
Pykosogurens Amit Kumar

2 ':’/

Reprint Date:
Hara: 11.11.2024

Reprint Date:

Hara: 11.11.2024

Reprint Date: i

Hata: 11.11.2024

Registered Office: &

Tol, #9145

sl dirredays.com

FLCOQIS0Y




Dr.Reddy’s Q':’

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Bacilj,
Distt. Solan, # P, 173 205, ik DIA
ol +31 98166 56001-02
wivew,drreddys,.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 6 of 10/ CTp. 6 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

IIpoaykr: H6ymmn®, Ta6JIeTKH, IOKPBITHIE LIEHOUHOMH 000J104K0#, 400 mr + 325 mr

Market / Peiok :Russia / Poccus

Batch No / ) Batch Quantity / ~800000.0 tab /

Cepusi Ne # V2402238 O6BeM cepHH " 800000.0 Tab

Analytical Report No/ - 040002708008 Date of Analysis / . 30.10.2024
AxHaauTHdecKUii oTueT Ne JlaTa aHaaM3a

Date of Manufacture / . 10/2024 Date of Expiry / - 09/2029

JlaTa mpon3BoACTBa T'ogen po

Mfg. License No. / MA number: /

IpouzBoacTBEHHAS : MNB/05/263 Howmep PY : JIII-Ne(003654)-(PT"-RU)

JaneH3us Ne

Analysis performed according ND: / Anajn3 nposegen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

9 |Microbiological purity* /
Mukpobuoornyeckas
YyHCTOTa*
a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/
count / Ob11ee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
a’pOoOHBIX
MHKPOOPTaHH3MOB
b) Total combined yeasts
and mould count / Obuiee Less than 05 CFU/g/ Not more than 100 CFU/g /
YHCIIO JPOXIKEBBIX H Menee 05 KOE/r He 6onee 100 KOE/r
IJIECHEBBIX TPUOOB
¢) E. coli Absentin 1g/ Otcyrctyer B It |Shall be absent in 1lg / OtcyrctBHe B

Ir

Memarla © Tho Peadunt nanfarma tn NN/
ITpumeuyanne: IIpoaykT cooTBeTcTBYET TpeboBanuam HJI

Qpinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by /
[ToarorosaeHo: Pardeep Kumar

o £

IIpoBepeno: Pawan Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep /
Pykosomurens Amit Kumar

[ Spehe

Reprint Date:
Hara: 11.11.2024

Reprint Date:
Hara: 11.11.2024

Reprint Date:
Hara: 11.11.2024

lifle, Hyderabad - 500034, Telangana, india

mail; mail@drreddys.com




Dr.Reddy’s 'g’

Dr Reddy's Lahoratories Lid

Corrrulation U

f) - el
‘;{O'H.J, Dacied:

Vill, Khol, Malagarh

HstE, Selan, HE, 173

CERTIFICATE OF ANALYSIS
CEPTUP®UKAT AHAJIU3A

Page 7 of 10/ Cp. 7 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

IpoayxT: H6ykann®, Ta61eTKH, NOKPLITHIE ILIEHOUHOI 060a04Koii, 400 Mr + 325 mr

Market / PeIHOK :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /

Cepusi N + V2402238 O6bem cepHH " 800000.0 Tab

Analytical Repourt No/ - 040002708008 Date of Analysis / - 30.10.2024

AHaJHTHYecKHii oTueT Ne JlaTa aunaausa

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JaTa mpoH3BOACTBA I'oaen o

Mfg. License No. / MA number: /

IpousBoxcTBeHHAS : MNB/05/263 ) : JIII-Ne(003654)-(PT-RU)
Homep PY

Junen3na Ne

Analysis performed according ND: / Ananu3 nposesnen no HJI: JITI-Ne(003654)-(PI'-RU)-101123

10

Assay / KosinyecTBeHHOE
onpenesieHue

395.8 mg/395.8 mMr

321.28 mg/321.28 mMr

360.0 to 440.0 mg of Ci3H130, (ibuprofen) per
tablet /

Ot 360,0 mr 10 440,0 mr C13H1:0; (110ynpoden) B
TabneTke

292.5 to 357.5 mg of CsHyNO, (paracetamol) per
tablet /

Or1292,5 mr 1o 357,5 mr CsHoNO; (nmapaueramon)
B TabsieTKe

11

Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / [To 10 TabneTok
B [IBX/Al 6nucrep. [1o 1 6muctepy
B Mayky KapTOHHYID BMECTE C
HHCTPYKIHEH M0 IPUMEHEHHUIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / I[To 10
tabnetok B [IBX/Al 6nuctep. Ilo 1, 2 unu 20
OGNUCTEPOB B MadKy KAapTOHHYD BMECTE C
HUHCTPYKIHEH [0 IpHMEHEHUIO.

12 | Labeling / MapkupoBka |According to ND. /B coortsercTru ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHenHe Ilpu remneparype se Boiiue 25 °C.
14 | Shelf life / Cpox S years / 5 net
TOAHOCTH

Note: References in the normative document are given to the Rus. Ph XIV.

Remarks : The Product conforme to MLV
IIpumeuanue: [IpoayKT cooTBeTCTBYET TpeboBaHusAM HJI

pinion - APPROVED
3aknouenne: OJIOBPEHO

Prepared by /
IToarotosneno: Pardeep Kumar

L

Checked by /
[TpoBepeno: Pawan Kumar

Approved by: Manager/Executive
/OpobpeHo: MeHemxep /
Pykosonutens Am@rz@;_

Reprint Date:
Hata: 11.11.2024

Reprint Date:
JaTa: 11.11.2024

Reprint Date: :

Jara: 11.11.2024




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIN3A

Page 8 of 10/ Ctp. 8 u3 10

Product: Tbuclin, film-coated tablets, 400 mg + 325 mg

Mpoayxt: U6ykann®, Taéierkn, NOKPBIThIE ILIEHOUHOI 060104KOi, 400 mr + 325 mr

Market/ Poinok :Russia / Poccus

Batch Ne / . Batch Quantity / _ 800000.0 tab /

Cepust Ne i leetee s O6bem cepun " 800000.0 Tab

Analytical Repourt No/ - 040002708008 Date of Analysis / - 30.10.2024

AHaanTHyecKU# oTueT Ne JlaTa ananu3a

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JlaTa mpoH3BOACTBA T'onen no

Mfg. License No. / .

HpousBoncTacunan . MNB/05/263 D et . JIM1-Ne(003654)-(PT-RU)
Homep PY

Junen3us Ne

Analysis performed according ND: / Anaans nposexen o HJI: JIII-Ne(003654)-(PT-RU)-101123

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis.

Ipumeuanue: CcbINky B HOPMAaTUBHON JOKYMEHTalUK npuBeaeHbl Ha I'd PO X1V,

* JIpoBoguTCA MPOU3BOAMTEINIEM NIPH BBIMYCKE NIEPUOAMIECKH: TSl Kaxknoit 20-olf cepuy Wik He MeHee 1 pa3a B
roa. [TokazaTens MoeT ObITh He BKIIFOUEH B CepTH(UKAT aHaINn3a QUPMEL.

API name / Haumenosanue ADC:

Ibuprofen / U6ynpoden

Paracetamol / [Tapaneramon

INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch number / PIBM240157 4286/24-25

Homep cepun npoussoauteaa APC:

FP Manufacturer API Batch number /

Homep cepun cybcTaHIUH IPON3BOAUTENS FERA00524 FERA00440

I'id:

API Manufactured by & country /
IIpouspogurenr ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxTuB
®apma Caitencus Jlumuten,
Nunus

Sri Krishna Pharmaceuticals
Limited, India / llpu Kpumna
®apmacerotukaic Jlumuren,
HNuanus

Remarks : The Product conforms to ND/

IIpumeuanne: I[Ipoaykr coorBeTcTBYET TpeboBanusm HJT

Opinion : APPROVED
3akauenue: OJOBPEHO

Prepared by /
[ToarorosneHo: Pardeep Kumar

p

=l

Checked by /
IIpoBepeno: Pawan Kumar

==

Approved by: Manager/Executive
/OnobpeHo: Menemxep /
Pykopoautens Amit Kymar

f\_/;/”

Reprint Date:
Hara: 11.11.2024

Reprint Date:
Hara: 11.11.2024

Reprint Date: ¢
Hara: 11.11.2024




Dr. Reddy's Laboratories [td

@ Formulation Unit-6
Dr. Reddy’s q... Vill. Khol, Nalagarh Read, Badidi,
. Distt. Solan, H.P., 173 205, INDJA

Tzl 451 28166 5600102

wunadrreddys . com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page 9 of 10/ Cp. 9 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

IpoayKT: I/IﬁyKJmH®, Ta(JIeTKH, IOKPLITHIE IJIEHOYHOI 060J104K0ii, 400 Mr + 325 mr

Market / Puinok :Russia / Poccug

Batch No / _ Batch Quantity / _ 800000.0 tab /

Cepus Ne g MgH0ZeSs O6Bem cepun " 800000.0 Tab

Analytical Repo:-t No/ - 040002708008 Date of Analysis / - 30.10.2024

AHannTHYEeCKH oTyeT No Jata ananmnza N

Date of Manufacture / . 10/2024 Date of Expiry / - 09/2029

JlaTa npou3BOACTBA T'ogen o

Mfg. License No. / MA number: /

IMpounssogcrBennan : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
Homep PY

JuneH3us Ne |

Analysis performed according ND: / Ananus nposegen no HJI: JIII-Ne(003654)-(PT-RU)-101123

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) /

HaumeHoBaHue, agpec, JHUECH3IUA AJIS H-p Penau’c Jlaboparopuc JIta., Manus, IlpoussoacteenHoe
IIpouzeoacTBeHHas miaoujaaka / Ilmomanka nojpaszaenenune-6, Bunn, Kxonw, Hanarapx Poyn, bagnu, Juctpuxr
KOHTpOJIA KayecTna / Ilnomaaka Bpimycka Comnan, X.I1., 173205, Unnus (munen3us 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.
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».

3akioueHHe 0 co0TBeTCTBHM: «HacTosAUM g MOATBEpXKAat0, YTO NpUBEAEHHAs Bbllle UHQOpPMALIUS ABIAETCA
JOCTOBEpHON M TOYHOH. DTa cepusd MPOLYKLMHM NMpoM3BedcHa (BKJIOUass YNAKOBKY (MapKUPOBKY) M KOHTPOJb
KAauecTBa) Ha BBILNIEYKa3aHHOW IPOU3BOJCTBEHHOM momanke (MUIOMMAAKAaX) B IOJHOM COOTBETCTBMM C
TpeGoBanusmu [IpaBun Hajuexalneil NPOU3BOACTBEHHON MpaKTUKH EBpasuiickoro skoHOMMYecKoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTs16ps 2022) u TpeGOBaHUAMU KOHTPOJIS KAUECTBA JICKAPCTBEHHBIX CPENCTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ilpumeuanue: [Tpoaykr cooTBeTcTByeT TpeboBanusam HJT 3akmouenne: OJJOBPEHO

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

[Toarorosneno: Pardeep Kumar | IlporepeHo: Pawan Kumar /OnobpeHo: Menemxep /

PykoBoautens Amit Kumar

c.":-f;/b Ai)* g N

Reprint Date: Reprint Date: Reprint Date: v

Jarta: 11.11.2024 Hara: 11.11.2024 Hara: 11.11.2024




v Reddy's Laboratories itd
Formuiation Unit-6

? ..
DI'. Reddy s ‘_... Vill. Khol, Nalagarh Road, Bad«ii,

Distt, Solan, H.P, 173 205, INDA
Tel : 491 98166 56001-02

sopn e e s Ay e e
FOTTEQCYS.COM

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIN3A

Page 10 of 10/ Ctp. 10 u3 10

Product: Tbuclin, film-coated tablets, 400 mg + 325 mg

Mpoayxt: M6ykaun®, Ta6ieTkH, NOKPHITHIE IIEHOYHOM 060104K0ii, 400 Mr + 325 Mr - -

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne - V2402238 O6beM cepun " 800000.0 Tab

Analytical Repog‘t No/ - 040002708008 Date of Analysis / . 30.10.2024

AHanuTHyecKuil oT4yeT No JlaTa ananunsa

Date of Manufacture / . 10/2024 Date of Expiry / - 09/2029

Jara mpou3BoOACTBA T'onen o

Mfg. License No. / .

Tpom3BoncTBennas . MNB/05/263 b . JINI-No(003654)-(PT-RU)
Homep PY

Jnnen3us No

Analysis performed according ND: / Anaans npoegen mo HJI: JITI-Ne(003654)-(PT-RU)-101123

a TaxKKe B COOTBCTCTBHH CO Cl'ICU,I/I(bI/IKaU,I/IﬂMI/I, COJACpKalMMHUCA B pErUCTPAllUOHHOM JOChE CTpaHbI-UMIIOPTEpPA.
3armcu 1o TIPOHU3BOJCTBY, YITAKOBKE K aHAJIU3y MPOBEPEHBL, U YCTAHOBJIICHO HX COOTBETCTBHUE Tpe6OBaHI/IﬂM HpaBI/IJ'I
Hajajexauen HpOH3BOIlCTB€HHOl71 [NpaKTHKH EBpa31/u71c1coro 9KOHOMHYECCKOI'O COI03a».

Remarks : The Product conforms to ND/ Opinion : APPROVED
Tpumeuanue: [TpoaykT coorBetcTByeT TpeboBanusM H]| 3axmouenue: OJIOBPEHO |
Prepared by / Checked by / Approved by: Manager/Executive
IToarorosneno: Pardeep Kumar | Ilpoepeno: Pawan Kumar /OnobpeHo: Menemxep /
: %2 PykoBoautens Amit Kumar

BL’—." .“'I\( /
Reprint Date: Reprint Date: Reprint Date: L
Jara: 11.11.2024 Jata: 11.11.2024 Jlara: 11.11.2024
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